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FEDERAL RESPONSE TO AIDS

MONDAY, AUGUST 1, 1983

HOUSE OF REPRESENTATIVES,
INTERGOVERNMENTAL RELATIONS

AND HUMAN RESOURCES SUBCOMMITTEE
OF THE COMMITTEE ON GOVERNMENT OPERATIONS,

Washington, D.C.
The subcommittee met, pursuant to notice, at 10:05 a.m., in room

2154, Rayburn House Office Building, Hon. Ted Weiss (chairman of
the subcommittee) presiding.

Present: Representatives Ted Weiss, Sander M. Levin, Robert S.
Walker, Alfred A. (Al) McCandless, and Larry E. Craig.

Also present: Representative Barbara Boxer.
Staff present: James R. Gottlieb, staff director; Susan Steinmetz,

professional staff member; James F. Michie, chief investigator;
Gwendolyn S. Black, secretary, and Hugh Coffman, minority pro-
fessional staff, Committee on Government Operations.

OPENING STATEMENT OF CHAIRMAN WEISS
Mr. WEISS. Good morning,
The subcommittee will come to order.
Let the record show that a quorum was present. We have Mr.

Walker, who is the ranking minority member on the committee to
my immediate right, Larry Craig at the end of the table on my
right, and Barbara Boxer on my immediate left.

I would like to begin this hearing by extending my appreciation
to the many witnesses who have traveled here from across the
country to express their concerns about acquired immune deficien-
cy syndrome [AIDS] and the Federal Government's response to this
public health emergency.

The AIDS epidemic continues its cruel relentless pace. The most
recent data from the Centers for Disease Control reveals almost
2,000 reported cases and 730 fatalities in this country alone' The
number of cases is still doubling every 6 months. The young age of
the victims and the debilitating nature of the disorder deepens the
human tragedy of AIDS. And there is little sign that researchers
are close to unraveling the mystery of the epidemic.

For far too long our collective response, societal as well as gov-
ernmental, to the crisis was haphazard and inexcusably slow. But
within the last few months, the consensus for urgent and exhaus-
tive action has solidified. The Federal Government, in fulfilling its
duty to protect the Nation's health and safety, must mobilize its
enormous resources to meet this challenge as quickly as possible.
Moreover, Congress, the administration, and the Public Health

(1)
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Service must act aggressively to provide care and compassion to
the victims with respect to their right to confidentiality.

This forum will enable representatives from-many groups in-
volved with AIDS to share their concerns and insights about the
epidemic with Federal officials. At the same time, it will afford the
administration an opportunity to describe its activities and respond
to concerns that may be raised. I believe that such an exchange
will increase Government responsiveness to those affected by its
decisions. In this situation, the quality of these decisions may de-
termine whether people live or die.

As part of this subcommittee's oversight responsibilities, we have
initiated an inquiry into the Department of Health and Human
Services' efforts to extinguish the epidemic. Unfortunately, the re-
fusal of the Department to provide full access to its staff and
records has seriously hampered our oversight work. However,
during our preliminary inquiry, many issues have emerged which
will be addressed during these hearings. These include:

Are adequate resources available for research, treatment, and
prevention?

How comprehensive are the research and surveillance activities?
Has the Government's response been timely?
What is the extent of coordination in the efforts to fight the epi-

demic?
What is the scope of public education and how effective is it?
How accessible is health care for persons with AIDS?
Is the confidentiality of those who suffer from AIDS being pro-

tected?
In the course of our preliminary oversight work, CDC has sug-

gested that their unwillingness to cooperate with this subcommit-
tee was based largely on confidentiality. There is no justification
for this excuse to deny Congress complete access to information on
the agency's AIDS activities.

I want to make it unquestionably clear, as I have to the Depart-
ment, that the subcommittee has no interest or intention of collect-
ing names or other identifying information regarding individual
patients. There is serious concern whether CDC should even have
this information as long as there are alternative procedures in
place to assure adequate research. It is my understanding that

DC is in the process of developing such a system so that it will no
longer be necessary for any agency at the Federal level to maintain
such records.

I believe that there is a strong need to assure that the confiden-
tiality of all patients and research participants is preserved, and I
am exploring several possible legislative remedies, similar to the
provisions already contained in the Federal law to protect partici-
pants in drug abuse and prevention activities.

The growing sense of national emergency that has catapulted
AIDS into the headlines has also intensified the fight against the
epidemic. Unfortunately, at the same time rumors and misconcep-
tions have unleashed a public panic that diverts attention from the
real needs. The epidemic has even been used as an excuse to
malign gays and Haitians and to disregard their fundamental
human rights. The best way to counter the hysteria and prejudice
is to provide the public with accurate and timely information. I am
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confident that this hearing will help disseminate this needed infor-
mation.

Before we ask our first set of witnesses to testify, I would like to
ask the other members, starting with Mr. Walker, for whatever
opening statements they would care to make.

Mr. WALKER. Thank you, Mr. Chairman.
Mr. Chairman, acquired immune deficiency syndrome, commonly

known as AIDS, is a serious public health problem. Determined
systematic research, accurate communication and intense coopera-
tion between Government, private citizens, scientists, and commu-
nity groups will be necessary to insure a timely resolution of the
AIDS threat.

I am hopeful, Mr. Chairman, that during the next 2 days of hear-
ings, we can help focus attention on what has been done to discover
the cause of AIDS and what can be done to eradicate this unfortu-
nate condition. It is important that we strive to avoid engaging in
hysteria and harangues that serve only to scare the public.

There seems to have been a tendency to speak out first abofit
AIDS and check the facts later. Jay Winsten, director of the Office
of Health Policy Information at the Harvard School of Public
Health, has written:

"Public health information-and misinformation-has a power-
ful effect on society, and the few highly inflammatory news reports
on AIDS has done considerable damage."

Winsten adds:
"The absence of concrete information on AIDS, its cause, its

mode of transmission and the extent to which it might spread, per-
mits public fears to grow unrestrained."

For a variety of reasons the homosexual community and the pop-
ular media chose to focus extraordinary attention on AIDS. Unfor-
tunately, the resultant hysterical reaction in some segments of our
society has been an undesirable and unneeded result.

We should not lose sight of a simple fact. With the knowledge
they have now, medical researchers will readily state that most
people are not going to get AIDS. Homosexual males, particularly
those with very high numbers of sexual liaisons, intravenous drug
abusers and users, hemophiliacs, and Haitians are the groups at
risk. Let me emphasize that we need to protect these people, we
need to help them, but AIDS is not spreading widely on a geo-
graphic or demographic basis.

We want an AIDS cure; we need AIDS prevention. If counselors,
sensitive to the affected communities, must speak to lifestyle issues
to help prevent AIDS, I urge them to do it. Topics like sexual activ-
ity or drug abuse are never comfortably discussed but doctors,
mental health officials, and community counselors must be pre-
pared to do so if it can mean one less person with AIDS.

I spoke of a cure, and I believe we will eventually solve this
medical mystery. It will be done, most likely, by painstaking re-
search an d through an accumulation of knowledge. We should be
careful to avoid the inevitable push for more money as if dollars
are a magic potion.

Let's let our scientists work. We can prod them, but let us allow
for the time needed to get all the facts; let us have the necessary
peer review and let us have the studies and exchange of informa-
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tion that will eliminate this awful problem. More money may be
needed but let us use our resources wisely.

Attention has certainly been focused on AIDS. Research is un-
derway within Federal agencies and in university and private labo-
ratories. Let us maintain our perspective, deal in facts, and hope
for the earliest possible resolution of this unfortunate problem.

Thank you, Mr. Chairman.
Mr. WEISS. Thank you very much, Mr. Walker.
Before we proceed, I indicated previously that Mrs. Boxer, who is

a member of the full committee, is with us. We have also been
joined by Mrs. Burton of California. We may have other members
join us during the course of these hearings today and tomorrow.

Without objection, I would like permission from the subcommit-
tee to allow any members on the full committee oir Members of the
House to join with us and to participate to the extent that their
time permits. Without objection, it is so directed.

Let me ask at this point Mr. Craig if he has any comments to
make.

Mr. CRAIG. I compliment you on holding these hearings. I think
that Mr. Walker has stated both the obvious and the necessary as
it relates to this most critical national problem. I hope that this
hearing, and those who attend and participate in this hearing over
the next couple of days, will focus not only on what we are current-
ly doing, but what must be done to bring this problem within the
bounds of control, and hopefully to find a solution and a cure to
this disease.

From what I have heard and am now aware of, there appears to
be a growing national hysteria that need not continue if the kind
of information that can go forth from this hearing is allowed to go
forth and is responsibly reported in the press. It cannot be treated
in that way if we are to bring it to a conclusion and allow the agen-
cies of this Government, who are now pouring millions of dollars
into the necessary and appropriate research for this problem, are
allowed to address it in the only way they can, as it relates to
medical science and the proper procedures for bringing this prob-
lem to a conclusion.

I hope that is the goal of this hearing. If it is handled and con-
ducted in a responsible fashion, that certainly can be the outcome,
and we can be direct participants in solving this most important
national problem, Mr. Chairman.

Thank you.
Mr. WEIsS. Thank you, Mr. Craig.
Mrs. Boxer?
Mrs. Box=. Thank you.
I want to thank the members of the committee for allowing me

to participate in this particular subcommittee hearing on a subject
that is very close w my heart and to my congressional district. I
want to thank the chairman for holding these hearings and for the
leadership he has shown in fighting this disease, and I have worked
with him on many bills.

The tragedy of AIDS disease is very well known, as I said, to my
congressional district. But only with the understanding of Members
of Congress from all over this country will we be able to Win this
fight.



5

Recently the Congress appropriated $12 million for AIDS re-
search. We need to do more. Dollars will have to fund this research
just as dollars funded research for all other baffling disease.

These hearings give us an opportunity to examine how well our
Government is responding, and what more we can do to ease the
pain and ease the fears of the American people and, above all, help
to find the cause and cure of AIDS.

Thank you, Mr. Chairman.
Mr. WEIss. Thank you, Mrs. Boxer.
We have just been joined by one of the more active members of

the subcommittee, Mr. McCandless.
Would you care to make an opening comment?
Mr. MCCANDLES. Thank you very much, Mr. Chairman.
I have no statement at this time.
Mr. WEIss. Thank you.
I think we are ready to proceed at this point with the hearing.
I think the best place to begin is to hear from witnesses who are

struggling each day with the terrifying prognosis of AIDS, the
names and faces behind the statistics announced each week. They
are here to share their personal and unique experiences, to help
the Government become more responsive and sensitive to their
needs, and to participate in the decisionmaking that affects their
survival.

We are an oversight and investigative committee. We administer
an oath or affirmation to each of our witnesses.

So first let me introduce the three of you: Michael Callen of New
York, Roger Lyon of San Francisco, and Anthony Ferrara of Wash-
ington, D.C.

We want to welcome each of you on behalf of the subcommittee.
We very much appreciate your willingness to come before this sub-
committee and share with us your personal experiences and
thoughts regarding this epidemic.

I would appreciate if you would all stand at this point, raise your
right hands.

Do you affirm to tell the truth, the whole truth, and nothing but
the truth?

Let the record indicate each of the witnesses has nodded affirma-
tively.

Thank you.
We have asked you, instead of submitting prepared statements,

as is the usual course, if you would simply each briefly recount
your own story of being diagnosed and describe the emotional and
physical dimensions of the change in your life. If we may, let us
begin with you, Mr. Callen.

STATEMENT OF MICHAEL CALLEN, NEW YORK CITY
Mr. CALLEN. In December of 1981 I had some blood testing done

by my private physician, and those tests indicated that I was
immune deficient. In December of 1981 there was very little known
about this disease, but there was in the gay press beginning to be
reports of increased instances of very unusual diseases, and they
outlined some of the symptoms. I was very concerned because I had
some of these symptoms-fevers, night sweats, general lymphade-
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nopathy, swelling of the lymph nodes, malaise, fatigue. So I had
myself tested and, as I indicated, in December of 1981 1 was told I
was immune deficient.

The effect of being told that I was immune deficient was devas-
tating. I called my parents and said "I am going to die." I was not
hospitalized until the summer of 1982, when I was diagnosed with
cryptospordiosis, which is one of the qualifying opportunistic infec-
tions according to the CDC definition of this syndrome.

I was hospitalized for over a week with what is known as the
wasting syndrome. It was the lowest point of my life. I was con-
vinced from everything I read and heard that I was going to die.
But I recovered from that specific infection, and I was rehospita-
lized in the fall of 1982. They suspected pneumocystis pneumonia. I
had a bronchoscopy performed and other tests. It turned out to be
bronchitis. But my story really illustrates one of the consistent sto-
ries for people who have this syndrome. So little is known.

When my doctor indicated to me in December of 1981 that I was
immune deficient I said, "What does that mean?" And he said,
"We don't know." So now a lot of people who are being told they
are immune deficient are simply waiting, Waiting for the next in-
fection.

Now, I have come to believe that I am going to beat this disease.
I no longer think that I am going to die. But it is very difficult
when you pick up newspapers or turn on the television and you
hear that no one has fully recovered from this syndrome, and that
80 percent of those diagnosed with the syndrome are dead after 2
years.

So I guess that is my story-waiting around for infections, check-
ing myself every morning for Kaposi's sarcoma lesions and waiting
for information about this disease to be forthcoming.

Mr. WEISS. Thank you very much, Mr. Callen.
Mr. Lyon.

STATEMENT OF ROGER LYON, SAN FRANCISCO, CALIF.
Mr. LYON. Thank you, Mr. Chairman.
I was diagnosed with Kaposi sarcoma on February 3 of this year.

Prior to that time I was having absolutely no AIDS-related symp-
toms whatsoever. On physical exam at that time three lesions were
found internally. Prior to that I was being treated for an amoebic
disorder, no real symptoms of AIDS.

February 3, basically 100, I think more exactly 180 days ago, I
became aware I had a life-threatening disease. February 4 I en-
tered UC, I went to University of California without an appoint-
ment, at the suggestion of my doctor, and started what is called
their staging process-a battery of tests to determine the extent of
this disease. At that time I was basically numb. I had no feeling. I
was just moving. UC has been-they have been very kind and help-
ful.

One of the tests that is used to determine the extent of a disease
today diagnosed as pneumocystis pneumonia, which my doctor was
100 percent sure I had, was a bronchoscopy.

On February 28 I went in for a bronchoscopy, which is basic-aly
an invasive procedure, a lung biopsy. At that time the doctors took
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six biopsies. One of the biopsies, unfortunatley, gave me a pneumo-
thorax, collapsed my lung, and at that time I was hospitalized for 4
days. Also, at this time my family was visiting, they, had no idea of
what was going on, did not at that time even know that I was gay.
So the first time they saw me was in the hospital with chest tubes,
and they were quite concerned. Fortunately for me, they took ev-
erything as well as-better than I could ever expect. They were
wonderful.

Since then I have gone through the staging process, upper and
lower endoscopies, other invasive procedures. They wanted to do
lymph node biopsies to determine whether it is in the lymph nodes
but I refused. Fortunately, I hve been very lucky. The disease, the
Kaposi's sarcoma, has not spread. There were three lesions, one
was biopsied. The remaining two appear to have disappeared, gone
into remission. That does not mean I do not have AIDS. Basically
that means I do not have symptoms of Kaposi's sarcoma at this
time. But my immune system is still very suppressed and extreme-
ly susceptible to many opportunistic infections.

Since that time, in late April I came down with a very severe
shortness of breath. The doctor again thought I had pneumocystis
pneumonia. Fortunately, he was only 80 percent sure at this time. I
was convinced that it was not. They did another bronchoscopy and
they found cytomegalovirus. That was all. Since then, that has
cleared up, and I have been very fortunate that no other symptoms
have appeared.

However, it is a matter of dayto-day waiting, waiting for some-
thing to happen, living in constant fear that I am going to wake up
one morning to find lesions, waking up finding that I have some
other opportunistic infection, cryptospordiosis, possibly pneumocys-
tis pneumonia.

At this time I am basically living in fear of what is to come.
Other than that, it is a day-to-day wait-and-see process.

Mr. WEISS. How old are you?
Mr. LYON. 34.
Mr. WEISS. Mr. Callen, how old are you?
Mr. CALLEN. 28.
Mr. WEISS. Mr. Ferrara?
Mr. FERRARA. 30.
Mr. WEIss. If you will respond to the question that we asked.

STATEMENT OF ANTHONY FERRARA, WASHINGTON, D.C..
Mr. FERRARA. The first idea there was something wrong with me

was last summer. I had lymphadenopathy, swollen lymph glands
especially around the jaws and throat and under the armb. That
continued for a few months, but the whole time I felt quite good. I
continued to run and jog and I experienced no fatigue, no night
sweats, no fevers. In fact, in November, I finished the Marine
Corps marathon, when I was supposedly very, very ill.

The lymphadenopathy went away. So I thought nothing further
of it. But all along, I had been reading about AIDS, and of course,
as every conscious gay man should be, was very worried about it.

In February, I saw two small purple lesions, one on the inner
aspect of each of my lower thighs, and I knew what they were, or I
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knew what they could be, and I said I would wait a month and if
they were still there in a month I would seek treatment or seek a
diagnosis. Well, in the beginning of March they were still there.

I belong to the George Washington University HMO. I went
there and told them that they really should biopsy one of these le-
sions to see what it was, gave them my sexual history and told
them that there was a good chance I did have AIDS. They biopsied
it, and the diagnosis was Kaposi's sarcoma. That was March 8.

Obviously the first day I was very, very upset, and I went into a
deep depression for about a month. I came home that night and my
significant other held me in his arms, and I said to him, "Why do I
feel like Ali McGraw, it is just like a movie, it is really terrible, it
is the most horrible thing that ever happened."

My depression lasted a month, and I decided if there was any
chance I was going to get over this, if I had any-chance of surviving
at all, I would have to have a more positive attitude and just con-
tinue on, live my life as best I can, and try to not worry about it
too much.

I was very lucky. I had the choice of being treated at GW by a
very good cancer specialist there, who instilled a great deal of con-
fidence in me, or I had the choice of being treated at the National
Institutes of Health. I think it was an easy choice, because I
think-NIH wanted me because I was so healthy at that point. I
was a good specimen for research I think. And also, I felt that if I
have the disease and no one knows anything about it, the best
place to be treated would be where they are doing the research.

The choices were being treated at GW, with a mild form of chem-
otherapy called VP-16, which now is thought doesn't have much
effect on Kaposi's sarcoma, or being treated with interferon at
NIH. So I have been on and off at NIH since then. I have gone
through two protocols, one was alpha interferon, and the second
was gamma interferon. Both are made from blood cells, one is
made-the gamma interferon is m de from the immune blood cells
themselves, that is my understanding.

I am going to go back. In fact when I leave here today I am going
back there and probably going to spend the next 6 weeks doing a
third protocol, 2 to 3 weeks of plasma pheresis, and then interleu-
ken 2, which has been getting a lot of press lately. And that brings
me to today.

Mr. Wuiss. Thank you very much.
Because I know that all of my colleagues on the panel will have

numerous questions and because we have a large number of wit-
nesses, I am going to defer further questions on my part and begin
the 5-minute questioning phase. At the end of the questioning, if
there are still areas that you feel we have not touched on, I will
give you an opportunity to come back and fill in whatever gaps
exist.

With that, if I may, let me ask Mr. Walker if he has questions.
Mr. WALKm. Thank you, Mr. Chairman.
Mr. Ferrara, what has been the attitude of the nurses, the tech-

nicians, and the officials at NIH toward you and the other persons
with AIDS who are under treatment at NIH?.

Mr. FEm a. I think the nurses and the doctors that deal with
us the most, those in the Institute of Allergies and Infectious Dis-
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eases and in the National Cancer Institute, are invariably compas-
sionate and helpful. The nurses and doctors take the minihial pre-
cautions possible.

When the nurses may come into contact with our blood, for ex-
ample when they give us an IV, or they give us a shot, they will
wear gloves. Other than that, very few precautions are taken,
except handwashing when entering and leaving the room. The doc-
tors very often do not use gloves to examine us.

The doctors of course are researchers. So sometimes, because
they are researchers, they are not really schooled in the best bed-
side manner, but I think generally they are extremely compassion-
ate. They are working very hard, many of the doctors are there
from morning until late at night. They are as desperate to find a
solution to this problem as we are.

Mr. WALKER. Some critics of the Federal response to AIDS have
criticized the use of interferon, which you said you have been treat-
ed with, and the potential of interleuken 2. I understand that you
are going to undergo treatment with interleuken 2. Could you tell
the subcommittee how you feel about the treatment that you have
had with interferon, and then also whether you are optimistic or
pessimistic about your upcoming treatment with interleuken 2?.

Mr. FERRARA. The first type of interferon, the alpha interferon,
which I believe is being used elsewhere in the country, I felt had
some effect. I felt that it stopped the spread of the Kaposi's. I felt
that there was some remission.

The doctors, however, felt that the response was not good enough
to continue. They would like to see a 50 percent remission before
they would continue with a particular drug.

I think the problem with interferons is that there is very little
known. They are still being experimented with. It is like penicillin
when it was first discovered, they didn't know what dosage to give,
they didn't know how to give it. I think that is the problem the
doctors are experiencing with the interferon. I think there is hope
there.

The second type of interferon, whether it was the dosage or
whether it was for other reasons, whether the drug itself simply
did not work, there was a spread in my Kaposi's lesions. I felt that
the gamma interferon had no effect at all.

Obviously I am very, very hopeful for interleuken 2. Every AIDS
patient clings to hope. And the laboratory results for interleuken 2
are extremely good. The doctors feel it has the potential, although
the results at this point are inconclusive-it has the potential of re-
storing the immune system to near normal.

My layman's understanding of what it does, and this might be
more beneficial to you than what the doctors tell you, is that it es-
sentially bypasses the T-4 cells, the helper cells, and it is the sub-
stance that the T-4 cells emit to tell the other body tells to fight
disease. An analogy would be insulin for diabetics. It would bypass
the T-4 cells and have the effect that those cells would have on
their own.

Mr. WALKER. Thank you, Mr. Chairman.
Mr. WEiss. Thank you, Mr. Walker.
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I want to take note of the fact that we have just been joined by
another outstanding Member of the House on our committee, Mr.
Levin of Michigan. Welcome.

Mrs. Boxer.
Mrs. BOXER. Thank you, Mr. Chairman.
I wanted to ask the panel, if anyone can address this, if you feel

j that you are given enough information about the disease, and then
the second part, do you think that the gay communities throughout
the country, from your knowledge, are being given enough informa-
tion so that they can perhaps make some changes in their life to
try and avoid it.

Would you comment on that?
Mr. CALLEN. Well, I am still using the same information that I

knew in early 1982 when people asked me questions about the dis-
ease. As far as I can tell, there hasn't been much new information
at all. Some members of my community appear to be numb, be-
cause there hasn't been much new about the disease coming out
from research centers. A lot of people just don't want to hear about
it any more, and they say "when you have the cure, let us know."

I think that certainly in New York City the gay community has
been straining to make what little information there is available in
a way that is accessible to the community, and organizations like
the Gay Men's Health Crisis have done an outstanding job dissemi-
nating what little information exists.

Mrs. BOXER. Mr. Lyon.
Mr. LYON. In San Francisco it is very much the same experience

as New York. There is no new information. Every bit of informa-
tion that has come out has been very widely disseminated. People
are hungry for information. The city government, the public health
officials, the city of San Francisco have, 83 far as I am concerned,
gone overboard and made information i vailable. Public forums
have been held. Many of the health care facilities have asked pa-
tients and health care officials to come and explain, "tell us every-
thing you know, give us the information in order that we can
dispel many of the fears."

The main problem is there is no new information. It is a rehash
over and over and over again of the same information.

Mr. FERRARA. I agree with Mr. Lyon. I believe the problem is
more misinformation than lack of information.

I do my best to do as much as I can to dispel misconceptions
about the disease. People don't have to be afraid to be in the same
room with us, people don't have to be afraid to swim in the same
swimming pool. I believe that gay organizations across the country
should be given more information concerning guidelines that can
be disseminated to the gay community in terms of-in terms of
ways that gay men can protect themselves from the disease, rather
than causing the paranoia and hysteria that the information that
has been disseminated so far has caused.

Mrs. BOXER. Do I have time for one last question?
Do you find that you have a support system out in your commu-

nities to help you get through this experience?
Mr. FEIRMRA.-Shall I start?
Yes. Personally, my support system is quite good. I have a lover

who has been very supportive and very loving. I havo good friends
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who help me a great deal. No one has shunned me. My employers
have been very good to me. They have given me a parking space
downtown so I won't have to ride on the Metro.

I believe the gay community can do more to provide support
services for people who are stricken with the disease. I think part
of the problem there is again a lack of information.

The gay groups in Washington are having great difficulty finding
out who needs help. I think there must be more coordination be-
tween the hospitals who treat AIDS patients and the gay communi-
ty support services. There is a problem there of course with doctor-
atient confidentiality. But I believe that can be gotten around by
aving the hospitals involved and the doctors involved make the

patients aware that these support services are available.
For example, the doctors and the nurses at NIH are very com-

passionate and very supportive. But they are not gay. They don't
understand the special psychological needs of gay people. The gay
community can help there, and I believe that many of the hospitals
who are treating AIDS patients arc hindering those efforts.

I believe that information can be disseminated and without
breaching the doctor-patient confidentiality problem.

Mr. CALLEN. I cofounded a support group called Gay Men With
AIDS, which is run by those of us gay men who have been diag-
nosed with the syndrome. It has made the difference for me. It is
really what relieved some of the fear on a day-to-day basis. I saw
other people fighting for their lives. We share information, we talk
about doctors, hospitals, and treatments. For me AIDS was another
closet, was another coming out.

When I was first diagnosed there wasn't the terrible stigma that
is attached to being diagnosed with AIDS now. So it never occurred
to me not to identify myself to my friends as having the disease.
But since that time, because of a lot of the misinformation and
often hysterical coverage in the media, I know a number of people
who refuse to identify themselves to their community, even to their
family, as having the syndrome, because there is such tremendous
stigma and isolation attached to it.

But my support group meets in my living room, because there
isn't any other space. I know in New York City we are trying to get
a community center, but apparently we are going to have to raise
$2 million to purchase it. -

I am a member of another support group which meets in the
cramped offices of the National Gay Task Force. I am really glad
they have made this space available. But it interrupts their activi-
ties. We sit in the room where their hotline is. And people come
and go.

I think that there is a need for government to support the com-
munity-based efforts in the various cities, to make support services
available to people who need it.

Mr. LYON. My support system is primarily all private. Friends, I
have a fantastic group of friends who have been behind me, in
every decision that I have made all the way through. My family is
right there also.

There are also some other private groups. One I will mention,
the Shanty Group, the AIDS-KS Foundation. Information? There
are phone lines available if you want to call someone, if you want
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to talk any time of the day, they are there. Primarily personal sup-
port groups. Nothing that anyone else, including the Federal Gov-
ernment, has set up. It is all personal. And I think those are the
best support groups.

Mrs. BOXER. Thank you, Mr. Chairman.
Mr. WEISS. Thank you very much.
Mr. McCandless.
Mr. MCCANDLESS. Thank you, Mr. Chairman.
Gentlemen, the Department of Health and Human Services has

supplied us with statistics. I find them interesting and wish to
throw them out for whatever value it may be.

If you wish to comment, it might be of assistance to us, and par-
ticularly me, in understanding the circumstances a little better.

According to these statistics, the total cases reported, both
United States and foreign, are approximately 2,100. Of these two-
thirds are in the States of New York and California, with the
greatest percentage in the metropolitan areas of New York City,
San Francisco, and Los Angeles.

Can you comment on why there is a concentration of cases in
these areas with respect to the total figures, and the rest of the
United States?

Mr. CALLEN. Well, I am not an epidemiologist. I think it indicates
there are many, many unusual features about this syndrome. It in-
dicates the need for really high quality epidemiological research to
explain the unusual pattern of this disease. And to date, none of
the epidemiology has been published.

One hears rumors that the epidemiology of the CDC was poorly
constructed and poorly written. I don't know what the reason is,
but I understand that they have had some difficulty finding a
medical journal to publish the study.

The question of epidemiology and why the disease seems to be
clustered in large urban centers will tell us a lot about who gets
this disease and who doesn't and why. And so I don't have any
more answers than anybody else. But Iam very, very eager for the
epidemiology to be done and done right and done quickly.

Mr. WEISS. May I indicate, although obviously the question is ab-
solutely appropriate to these witnesses, there will be additional wit-
nesses in panels later on who can address some of the expert areas.

Mr. MCCANDLESS. Thank you.
That is all I have at this time, Mr. Chairman.
Mr. WEIsS. Thank you, Mr. McCandless.
Mr. Levin.
Mr. LEVIN. I don't have any questions.
Thank you for your testimony.
Mr. Craig.
Mr. CRAIG. Thank you very much.
To all of you on the panel, thank you for your openness, your

honesty and f9rthrightness in your testimony. It is critically impor-
tant that you are willing to come forward and discuss this serious
problem in the way you have-if we are to be participants here in

I have a couple of questions, I think reflective of how the gay
community is responding. You mentioned earlier, some fears and
concerns on your part and the community's part.
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Has there been, or is there now, because of the fear of this dis-
ease, an exodus if you will, from the areas or the communities Mr.
McCandless talked about, New York and San Francisco specifically
where the larger number of cases are reported. In places where it
seems to be relatively well understood that there are large popula-
tions in the gay community-have people left the community out
of fear? Are they leaving?

Would any of you respond to that, as best you can?
Mr. FERRARA. Well, first of all, I think it is impossible to leave

the gay community. You are either a member of the community or
not.

Mr. CRAIG. OK. That is a valid statement.
What I am saying is, are the gays leaving the area in which they

resided because of fear?
Mr. FERRARA. I see. No, I don't think so. I think we are being

much more careful about-they are much more worried. But I
don't think there is a mass exodus from large urban areas.

Mr. LYON. I haven't seen or even considered the fact that there
has been an exodus from any area. I think what we are finding
within the gay community is a very strong bonding, a coming to-
gether, a recognition of a problem. I think that it is strengthening
the gay community. I don't see anyone leaving because of the fear
of AIDS.

Mr. CALLEN. Many of us go into these specific cities to escape the
prejudice that we experience as gay and lesbian people. So, where
else are we going to go? Also, as was mentioned, our support sys-
tems are in these cities-our jobs, where we will get our insurance.
For most people there is not the option to go anywhere else. If you
are an openly gay person-you have to-most gay people I know
tend to congregate in large urban centers, because there is per-
ceived to be greater tolerance.

Mr. CRAIG. With those responses in mind, you say there is a
growing bond, if you will, toward support and assistance within
the community. Does the gay community view themselves as a
direct participant in assisting in getting this problem under con-
trol? Because-one of you-made some comments earlier that there
seems to be a reaction on the part of some-I don't want to hear
any more about it, tell me when there is a cure, or tell me when
there is new information, but until that point don't bother me.

My reaction to that comment was that that would be very nega-
tive to any assistance that a cooperative effort on the part of medi-
cal science and the community working towards a solution to the
problem. Is that a prevalent attitude in the community, or was it a
reaction that is now turning about toward cooperation?

Mr. CALLEN. I think there has been unprecedented cooperation
from the community. If money were available for screening, I thinkk
you would have the entire community available.

When I made the comment that there are -some people who don't
want to hear, the reason they don't want to hear is because there
is no new information. They have already absorbed the old infor-
mation, and they don't like to be beat over the head with the same
old information. They have already made whatever adjustments
that they plan to make to protect themselves from the disease, and
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a lot of people are very, very tired of dwelling on the tragedy of
this disease.

Mr. CRAIG. Thank you, Mr. Chairman.
Mr. WEISS. Thank you, Mr. Craig.
We have touched on the emotional and medical aspects of the

disorder and your reactions to it.
I wonder if we could touch just a bit on your professional or occu-

pational background-how the syndrome has affected that, what
kind of insurance coverage you have and who pays for the co3ts of
your medical care.

We know, Mr. Ferrara, that you are at NIH. But I wonder, Mr.
Lyon and Mr. Callen, how you and others in your situation are
coping with this particular aspect of the problem:

Mr. CALLEN. Well, at the time I was initially diagnosed, I was a
paralegal, and I had just changed jobs 3 months prior to my diag-
nosis. I have about $6,000 in hospital bills that the insurance com-
pany has declined to pay. They are claiming preexisting condition.
It is unclear to me exactly why: whether they just are doing that to
do it-as I understand some insurance companies do-or whether
because the etiology of AIDS is so mysterious, they are going to
claim that I had the syndrome at some point in the past. I am
being chased by the hospitals for about $6,000. I don't know how I
am going to pay it.

Mr. WEISS. Mr. Lyon?
Mr. LYON. I work for a large leasing company. I am a sales repre-

sentative. I am fortunate in the fact that I am still able to work.
Many. of the patients, many of my friends are totally unable to
work. They are lucky if they can get up in the morning, shower,
and go on about their daily activities.

As far as the costs, to date my medical bills have run in excess of
$11,000. And I am not on any treatment whatsoever, not antibiot-
ics, nothing. It is all diagnostic. Fortunately, my insurance, private
medical insurance, has paid approximately 80 percent of that. That
still leaves somewhere in the neighborhood of $2,500, $3,000 that I
am responsible for.

Many of the patients, I think far, far more of the patients, do not
have the benefit of private medical insurance. Many are on disabil-
ity. Many are now seeking social security which, thank God, has
become available. It is, however, a very lengthy time-consuming
process. So much of the costs to many of the patients is thrown
back on the community as a whole. Many people are just indigent
in this area.

Mr. WEISS. Mr. Ferrara?
Mr. FERRARA. I am also very lucky to be able to continue work-

ing. I am a Federal employee. As I said before, I belong to the
GWHMO. So it was-I was very lucky in the sense that either
choice, either being treated by the HMO, which would cover all
costs, or being treated at NIH would be for free. I haven't had to
pay anything up to this point, except for a few dollars that the
HMO didn't cover.

However, I think part of the problem is the drugs involved are so
extremely expensive, the experimental drugs. If any of them work,
what my fear is is that, one, it is going to be too expensive to be
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widely disseminated, and two, the experimental status of the drugs
may cause insurance companies to avoid paying for them.

Mr. WEISS. Has anyone at NIH indicated to you what your costs
would be for the treatment and medication if in fact you were able
to and had to secure care through private sources?

Mr. FERRARA. If I had to pay for the drugs I receive at NIH, at
this point-I am not sure about this, but from indications that I
received, the cost of the drugs would have already exceeded half a
million dollars.

Mr. WEISS. Because of the experimental nature?
Mr. FERRIARA. Because of the experimental nature, and because

the drugs very often at this point cannot be genetically engineered
through the recombinant DNA method which is cheaper than cre-
ating them by essentially having all these blood cells and cooking
up the drug and letting the cells create the drug themselves. So
that the processes to create these drugs now are extremely expen-
sive.

Mr. CALLEN. I think one can anticipate this problem of experi-
mental treatment as being rejected for insurance coverage. I know
of one instance where a friend of mine went for plasmapheresis.
His insurance declined to cover that with the justification that any
treatment for this disease is experimental because it is thought to
be new. So there are no treatments of any proven efficacy.

I think we can anticipate that increasingly insurance companies
are going to decline paying for any treatment with the justification
that it is all experimental.

Mr. WEISS. Given the parameters of our hearing and the time-
frame in which we are operating, that completes the questions that
we have specifically directed toward you.

However, I don't want you to go without giving each of you the
opportunity to fill in whatever gaps you think we have left. If there
is anything that you want this committee or the Congress or the
American people to know about AIDS generally or a particular sit-
uation, now is the time to do it. Any and all of you are welcome at
this point to make closing comments.

Mr. Lyon?
Mr. LYON. I came here today with the hope that this subcommit-

tee would be able to do everything possible to halt the spread of
this disease. AIDS has been called the number one health priority
of the Nation. It certainly is my No. 1 priority.

I came here today with the hope that this administration would
do everything possible, make every resource available-there is no
reason this disease cannot be conquered. We do not need infighting,
this is not a political issue. This is a health issue. This is not a gay
issue. This is a human issue. And I do not intend to be defeated by
it. I came here today in the hope that my epitaph would not read
that I died of redtape.

Mr. WEISS. Thank you, Mr. Lyon.
Mr. Ferrara?
Mr. FERRARA. I think I would just like to say that there is prob-

ably a limit to how much money the research community can
spend on research for the disease. I think there are just so many
minds that can go around and do so many experiments and spend
so much money to try to find a cause, a cure, or a control.
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Beyond research, I think if more funds are to be made available,
a place where they can do a lot of good is in screening programs-
moneys given directly to the gay community or organizations
within the gay community that can set up this sort of thing,
screening programs, to try and find out just how many people
there are out there with the disease, and in that way halt the
spread of the disease.

Mr. WEIss. Thank you.
Mr. Callen?
Mr. CALLEN. Well, as a person with AIDS, I suffer in two basic

ways. I suffer from the disease itself, and I suffer from the stigma
attached to being diagnosed with this disease. The end to both as-
pects of this suffering will come only if the vast resources of the
Federal Government are turned on this problem.

We need answers to the pressing questions of cause, cure, and
contagion. And so the bottom line is, as it almost always is, money.
But in order to make that money accomplish something, it has to
be well spent. And I think that one of the things that is encourag-
ing to me about this committee is that you have requested access to
information from the governmental agencies dealing with this
problem.

I have yet to see a comprehensive plan of attack emerge from the
Government. What do they plan to do, in what order? Is there a
master plan for research which is guiding their funding requests?
Are they developing an animal model? What treatment options are
being pursued? Which have been discarded? Why?

So the first priority is money. The second is that the money be
well spent, and that will require that there be a very clear master
plan. There needs to be some sort of accountability, which is what
this committee is all about.

I would also like to speak briefly to the issue of confidentiality,
which is beginning to be mentioned more frequently in the context
of AIDS research, and to clarify, because I think that the issue is
often misunderstood.

The issue of confidentiality is really two issues. As you know, the
information being collected by the Centers for Disease Control in-
volves basically very sensitive personal information. So there exists
the potential for the political abuse of information collected in the
context of surveillance.

But the other more important issue of confidentiality, as I see it,
is that we need to remove any and all obstacles to collecting accu-
rate information. And the basic scenario is this: A representative of
the Federal Government, a CDC representative, shows up at the
bed of a person who has just been diagnosed with a life-threatening
illness, and asks that person to admit to illegal acts-for example,
drug abuse, sexual acts which are illegal in most States, acts of
prostitution. Assuming for a moment that those questions are nec-
essary to elucidate the etiology of this disease, one needs to create
a situation where patients are likely to give truthful responses to
be forthcoming with detailed information.

And so the issue of confidentiality, as I see it, is simply reassur-
ing communities which, as far as I can tell, have no reason to trust
the Government blindly. We need to be reassured that the confi-
dentiality of this very sensitive information is being protected. So I
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view whatever measures have to be taken to insure confidentiality
as justified in a cost-benefit sense.

If you can assure people that the sensitive information being col-
lected is being protected-that it cannot be used against them-you
will encourage them to give more truthful responses; and truthful
responses in turn will be more useful to researchers in terms of re-
solving the mystery of AIDS.

So to reiterate, money; money that is well spent; and sensitivity
to the issues of confidentiality. I guess that is basically what I
would like to see.

Mr. WEISS. Thank you very much.
I want to thank all of you on behalf of the subcommittee, the full

committee, and the House.
As Mr. Craig indicated before, we have nothing but admiration

for your determination, perseverance, and courage, both in fighting
the syndrome itself and in sharing your knowledge and experience
with the rest of us.

Thank you all very, very much.
Our second panel consists of representatives from affected com-

munities:- Virginia Apuzzo, executive director, National Gay Task
Force; Stephen Endean, executive director, Gay Rights National
Lobby; Dr. Jean-Claude Compas, vice president, Haitian Medical
Association Abroad, and Alan Brownstein, executive director, Na-
tional Hemophilia Foundation.

We will hold off questions until the witnesses have all completed
their testimony. I know that you all have prepared written state-
ments, and those will be entered into the record without objection,
in their entirety. If you wish to highlight or summarize your re-
marks, please feel free to do so.

Again, if you will stand for the affirmation.
Do you affirm that you will tell the truth, the whole truth, and

nothing but the truth?
Ms. APuzzo. I do.
Mr. ENDEAN. I do.
Dr. COMPASS. I do.
Mr. BROWNSTEMIN. I do.
Mr. WEIss. We will begin with Ms. Apuzzo, then Mr. Endean, Dr.

Compas, and Mr. Brownstein.

STATEMENT OF VIRGINIA M. APUZZO, EXECUTIVE DIRECTOR,
NATIONAL GAY TASK FORCE

Ms. Apuzzo. My name is Virginia Apuzzo.
I am grateful for the opportunity to testify today. But I am sad-

dened and, yes, I am angered by the necessity, a necessity brought
on by what we perceive to be the Federal Government's policy of
gestures and not actions.

Quite simply, from our point of view, Mr. Chairman, the Federal
Government's response to the AIDS epidemic reveals that the
health care system of the wealthiest country in the world is not
equipped to meet tJ-e needs of its citizens in an emergency, howev-
er brief or extended that emergency might be.

Further, if we take a look at the Federal Government's response
to the AIDS crisis it leads unavoidably to the conclusion that
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within this administration, there is a sharp contrast between the
rhetoric of concern and the reality of response. That failure is un-
derscored when one looks at the record of the lesbian and gay com-
munity in filling the gap.

I was pleased to hear the number of questions posed about this.
Perhaps I can add additional specifics to the extent to which the
gay and lesbian community has indeed responded.

The National Gay Task Force survey of community voluntary or-
ganizations found that $2.3 million was budgeted for AIDS projects
in 1983 for the gay and lesbian community, with another $6.8 mil-
lion being projected and budgeted for 1984 in the gay and lesbian
community. These figures do not include local and State govern-
ment grants to these groups, nor do they include the value of hun-
dreds of thousands of voluntary hours in these programs.

Indeed, the National Gay Task Force last October opened up a
crisis line, an 800 number, that would enable members of the com-
munity and the public at large to seek information about AIDS. We
are getting in excess of 3,000 calls a day that we cannot respond to.
And we are open 8 hours a day, 5 dayb a week, until 9 o'clock at
night, so that we can take care of the concerns and the questions
from the Western part of the country.

Our community, is proud of this response. But our experience in
the front lines tells us that we cannot be expected to solve this
crisis on our own. Our Government must respond to our needs. -

We have found the administration has been out of touch with the
magnitude of the crisis. It has been following, not leading the gen-
eral public and the affected communities. In hearings before con-
gressman Waxman's subcommittee, Dr. Brandt admitted that the
fiscal 1984 budget which showed less money for AIDS work than in
1983 was "prepared before we understood in fact how much money
it would require."

That belated recognition is shocking enough. What is inconceiv-
able is that the administration has yet to adjust its 1984 budget re-
quest.

More than 2 years after this medical crisis became generally rec-
ognized, the administration still has not presented a comprehensive
plan of attack. Mr. Callen said it as eloquently as it could be said.

More than 2 months ago I wrote a letter to Secretary Heckler
asking her to set forth just such a plan. She has been unable or
unwilling to do so.

My written testimony submitted to your committee details the
failures of the Federal Government's response in, first, setting out
requests for research projects to study AIDS, second, in funding
those projects which pass its review programs, and third, in even
identifying such crucial study areas as the cause or etiology of
AIDS, now set for funding for the first time, Mr. Chairman, in Oc-
tober of 1983.

When you look at how NIH is handling the funding of research,
what is driven home time and time again is that we lack the re-
sources to do the job, even if you accept the administration's more
limited view of what needs to e done.

In point of fact, there are now more requests for applications out
than money appropriated to fund them. Even the NIfHbureaucracy
recognizes a greater need than the budget cutters at OMB. $9.6
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million was appropriated for NIH for basic research on AIDS, in
fiscal 1983. State and local governments along with the private
sector are coming close to matching that figure on their own. That
is a very sad commentary on the Federal Government's response,
and what we have come to expect as an appropriate response.

You must know from our standpoint that the Government's
timetable has bee-i simply unacceptable. We count not in months
or weeks or in days, sir; we count in lives. We count in terms of
lives that may very well be lost as a result of a lethargic response.

Because of its mysterious nature, and I submit, because of the
groups associated with it, AIDS has generated something just short
of a public panic. A good deal of that panic has been fostered by
homophobes bent on turning a public health crisis into an opportu-
nity to attack the gay and lesbian community.

Recently we could not ask for a more forthright response in the
personal statements of PHS officials like Dr. Brandt, their sincere
and willing effort to be out front in reassuring the general public
about unwarranted concerns of casual contact with persons with
AIDS and members of high risk groups. Unfortunately, the pro-
grammatic efforts backing up those statements seem to be very
weak, leaving us open to the calculated abuses that we have wit-
nessed in this community.

The hysteria created by those ill-intentioned people cannot be
handled by the limited public health education efforts the Federal
Government has put into effect; leaving us again very vulnerable.
The Federal AIDS hotline, which started with Only three lines and
now fortunately has added five more, is still capable of handling
only a fraction of the 10,000 calls that attempt to get through to it
daily, and none of the calls after 5 p.m. eastern daylight savings
time, when the hotline is shut down.

Federal public education efforts such as there are concentrate on
the general public. That is good. But education about AIDS must
also reach affected groups, persons with AIDS, and those who work
in very close contact with persons who are from high-risk groups.

We have heard much about health care workers, about morti-
cians, police officers, and others who are fearful of close contact.
Most of those fears are unjustified. But it is hard to blame people
who have not received clear-cut guidelines and concrete informa-
tion to assure them. The Public Health Service should be taking a
much stronger, a vitally needed lead role in this area.

Perhaps the one issue that is most inciting of hysteria has been
concern about our Nation's blood supply. Let me restate the gay
community's position on the issue of blood donations. At every pos-
sible forum, we have urged that those in our community who feel
they might be at risk to AIDS or feel unwell to refrain from donat-
ing blood. We have felt that that is the responsible position. Recent
reports about dangerously low blood supplies directly result from
the Government's failure to investigate the transmissibility of
AIDS through blood, to develop a marker for AIDS in blood, to test
surrogate markers, or to study the safety of the blood supply and
giving blood.

The negative effect of this has been that blood donations seem to
have endangered more lives by virtue of the lack of blood supply
than AIDS itself.
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From Secretary Heckler on down, the Health and Human Serv-
ices Department has of late done an excellent public relations job,
reassuring the public that there are not risks in giving blood, and
that the dangers of receiving AIDS from a transfusion are minimal
at worst. But where were they, sir, a year ago when this issue first
surfaced and the overreaction could have been addressed? And why
have they still not done the research needed to garner scientific
support for that position, a position that the public wants to be as-
sured about?

In another vital area, the particular concerns of groups at risk to
AIDS are reflected most clearly in the issue of confidentiality, an
issue 1 know that is quite controversial and of considerable impor-
tance to you, Mr. Chairman.

This issue has been used in what we consider to be unscrupulous
ways, to paint the gay and lesbian community as irresponsible and
unwilling to cooperate with CDC in the fight against AIDS.

At the very same time, we see that CDC has failed utterly to rec-
ognize the most basic patient rights of confidentiality and privacy.
It is used as an excuse, sir, to deny this committee access to infor-
mation vital to the legitimate performance of the oversight func-
tion.

I want to state unequivocally our position on confidentiality, and
to offer some legislative proposals to provide strong and lasting
protection for the privacy and confidentiality of persons with AIDS.

When we ask what steps have been taken to protect the confi-
dentiality of the information CDC has already gathered, we are
told, I have been personally told "Trust us." But trust requires a
history of credibility, and that is conspicuously lacking.

Some of the most basic social science research precautions for
protecting confidentiality have not been observed.

Now, let me make one statement very clear. No community
could be more concerned about hearing all the necessary informa-
tion to find an answer to AIDS. It is our community that is being
ravaged by this disease. We can and we must legitimately ask
whether collecting full identification information along with sexual
histories is an essential ingredient to epidemiological research.

The National Gay Task Force and LAMDA Legal Defense and
Education Fund are proposing today that the Congress adopt legis-
lation to extend to all persons who are part of a federally-funded
research or surveillance program the same confidentiality protec-
tion others already have under Federal law. The Drug Abuse Office
and Treatment Act of 1972, for example, provides that medical
records may be disclosed "only in accordance with the prior writ-
ten consent of the patient," except in rare cases.

Similar language covers alcohol abuse programs.
We propose that Congress enact legislation extending this protec-

tion to the privacy of medical surveillance and research documents
to persons with AIDS, both in Federal agencies and those local ju-
risdictions receiving Federal funds.

With such legislation in hand, the concerns of our community
would be addressed, and another precedent for privacy in patient
rights would be established.

Mr. Chairman, there is a conclusion that my community is draw-
ing-and the conclusion is that who is being struck with this dis-
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ease is part of why we haven't found an answer to that disease. We
live with this condition in our lives every moment.

It is vital that you, sir, that your committee, that the Congress
understand basic aspects of our lives. We are part of a society that
has for the most part treated us as outlaws. We have lived as out-
laws in our own society. To ask for trust without guidelines, to ask
that we endure what appears to be an interminable time lapse be-
tween the identification of a problem and the pursuit of a resolu-
tion of that problem is asking, too much of this community.

Thank you.
Mr. WEIsS. Thank you very much.
[The prepared statement of Ms. Apuzzo follows:]
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Mr. Chairperson, I want to thank you for calling these hearings today.

They address an Issue critical for millions of Americans. We must give hope

to those who are worried about Acquired Immune Deficiency Syndrome--hope that

the government will finally respond adequately to this crisis.

Mr. Chairperson, what you will learn from today's hearings Is startling.

The federal government's response to the AIDS epidemic has demonstrated that

the health care system of the wealthiest country In the world is, quite

simply, not equipped to meet the medical needs of its citizens in an emergency

or an extended crisis. That should be a source of deep concern to all

Americans--not just the 20 million gay and lesbian Americans the National

Gay Task Force represents.

Before going into detail, let me point out some of the more shocking

instances of the federal government conducting business as usual--and thereby

threatening the well-being of its citizens.

* Two years after the federal government, belatedly, recognized that AIDS

was Indeed a public health problem, the National Institutes of Health have

still not funded research Into, the etiology--the cause--of AIDS. The first

research to be funded begins in October 1983. This delay is unconscionable.

It does not take a medical degree to realize that unless you are looking Into
the cause of a disease, you aren't likely to find a cure. The process of

funding NIH research is generally too slow, too cumbersome, and the mechanism

for sting priorities is obviously askew.

* The Centers for Disease Control have been forced to beg, borrow, and

steal from other vital programs to support their work on AIDS. The medical

detectives who Secretary Heckler says have adequate funding to do their Job

have shut down their hepatitis control program and cut back on VD control and

childhood immunization to divert resources to AIDS work that is inadequate at

best. Surveillance activities are minimal and not providing the basic Information

we need. Arid support services to local governments are only beginning to

come forth well into the crisis.

* We are all painfully aware of the hysteria about AIDS that is sweeping

many parts of the country. The federal government has responded with public

education efforts that, while sincere and responsible, were Initiated after

the hysteria struck. And even these efforts are woefully underfunded, and

lacking in personnel and resources.

NGTF- I
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e Perhaps the one issue that has most incited this hysteria has been the

concern about our nation's blood supply. Unwarranted fears about the safety of

giving and receiving blood could have been avoided had the government responded

properly. The Public Health Service has recently done a good job of reassuring

the public about the blood supply--but it has not Initiated basic research

regarding the safety of blood, and whether screening out high-risk groups is

indeed necessary. In the meantime, because of diminished supplies, the lives

of all Americans are being placed in jeopardy.

* This public health crisis has struck milorltics who have traditionally

been the victims of officially sanctioned discrimination, and democracy has not

been applied In the policy-making or decision-making process. Affected groups

like gays and Haitians have not been part of the process. In the health care

system generally, patients' needs are not necessarily being addressed--though

they are the ones with the most at stake.

e The particular concerns of groups at risk to AIDS are reflected most

clearly In the issue of confidentiality--an Issue I know is quite controversial

and of considerable importance to you, Hr. Chairperson. The government agencies

with which we have been dealing, most particularly the Centers for Disease

Control, have failed miserably to recognize the most basic rights of patients

and research subjects: that of confidentiality and privacy. This seeming

inability to address the issue forthrightly and sensitively has undercut the

effectiveness of what little epidemiologic research the government is doing--

because those most affected simply don't trust the government to protect their

rights. The confidentiality issue can and must be addressed in such a way

that the rights of patients are protected without compromising larger public

health needs.

* The tremendous outpouring of support for voluntary efforts within the

gay/lesbian community has been in sharp contrast to the federal government's

response. Existing organizations are expanding their work to include issues

related to AIDS, and new service groups are being formed to meet the crisis.

An NGTF survey of voluntary organizations in the gay/lesbian community

found that in 1983, more than $2.5 million has been budgeted, with another

$6.8 million projected for 1984. These figures do not include local and

state government grants to these groups, nor do they include the value of

millions of volunteer hours that sustain these organizations.

NGTF-2
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This work Is a source of tremendous pride for my community. It Is banding

together as a community should. But we cannot be expected to do the job alone.

The government must help. It must be part of the solution as well. At the

federal level there has been no effort to include these voluntary organizations

In planning and coordinating. The PHS sees f;t to hold special briefings for

science editors, but none for those doing the most important science work

during this crisis. This administration claims to be committed to rekindling

the volunteer spirit in America. My community has risponded to an unprecedented

degree. Where is the federal government's recognition of and support for

these efforts?

* Hr. Chairperson, there is a conclusion we can draw about this government's

response to medical crises that will make some people very uncomfortable.

The record on AIDS shows--and I submit would prove the same in other instances--

that the government's slow response on AIDS is directly related to who is

affected by this disease as much as what the disease is. The groups most

affected--gay men, Haitians, IV drug users--are traditionally victims of

discrimination, often officially sanctioned. And among those who have AIDS, over

40 percent are persons of color. As the author of the national gay/lesbian

rights bill, Mr. Chairperson, you are fully aware of the continuing official and

unofficial discrimination facing the gay/lesbian community. If one is black

and gay, or black and an immigrant who doesn't speak English--the discrimination

Is even greater. A certain lack of speed in the government's response'is

apparent, especially in comparison to that for Legionnaire's disease, which

affected a very different sociological cross-section. The implications of

this are shocking, but unavoidable--and unacceptable. -Because they are gay,

Haitian, or IV drug users, these people's lives are thought to be expendable.

The lesson to be learned is that if you are part of a minority, don't

expect the government to respond to your needs without a fight. Institutional

neglect and resistance are more likely to be the norm.

A detailed look at the federal government's response to the AIDS crisis

leads to the unavoidable conclusion that in this Administration, there is a

sharp contrast between the rhetoric of concern and the reality of response.

The Administration has been out of touch with the magnitude of this crisis.

It has been following, not leading, the general public and the affected communities.

In hearings before Cong. Waxman's subcommittee, Dr. Brandt admitted that the
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fiscal year 1984 budget request--which showed less money for AIDS work at CDC

than In 1983--was prepared "before we understood in fact how much money It would

require." That belated recognition is shocking enough from an agency with a

mandate to protect the public health; what is inconceivable is that the

Administration has yet to adjust its fiscal year 1984 request to reflect its

newfound wisdom.

More than two years after this medical crisis became generally recognized,

the Administration still has not presented to the public a comprehensive plan

of attack. More than two months ago, I wrote Secretary Heckler, asking her

to set forth just such a plan. She has been unable or unwilling to do so--even

after declaring AIDS- to be the nation's number one health priority. CDC, NIH,

and other agencies are engaged in detective work that is uncoordinated and

unplanned. Without a centrally devised approach to research, public and

private efforts cannot be coordinated and a clearcut assessment of what needs

to be done and how much it costs cannot be made. As long as a comprehensive

plan is not forthcoming, the public will legitimately qonder and worry how

seriously the Administration is taking this Issue.

An understanding of the magnitude of the AIDS problem is essential to

developing a policy. The CDC is charged with surveillance which could give

us some sense of the scope of the epidemic. Yet, after all this time, we

still don't have accurate statistics on the number of cases, partly because

CDC's programs suffer from inadequate staffing and insufficient funding.

Dr. Richard Selig of CDC told USA Today (July 21, 1983) that CDC statistics

probably represented only one-half of the actual number of AIDS cases.

In 1981, the same year the AIDS epidemic was beginning to get attention,

CDC's budget was slashed by 20 percent. It is understandable, therefore, though

unacceptable, that CDC has had difficulties meeting its responsibilities in

this crisis.

To compensate for insufficient funds, CDC has diverted resources from

existing programs, thus jeopardizing important medical work in other areas.

The hepatitis control program has been shut down, and the venereal disease

control and childhood immunization programs have suffered. These are ongoing

concerns, not luxuries that can be cut back when a more pressing crisis

arrives on the scene.

The problem of diverting resources also arose when the Administration sought

to reprogram $12 million for AIDS work throughout the Public Health Service,

rather than seek the supplemental budget preferred by Congress. There is no
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excuse for the United States government, faced with medical emergencies,

to force choices between groups who need help. The protection of the public

health should not be a zero sum game.

Here are some more examples -f insufficient resources undermining CDC's

efforts:

* It was only two months ago that CDC was able to send public health

advisors to San Francisco, Los Angeles, and Miami to assist with AIDS studies.

New York City was assioned an advisor just a few months earlier. It had been

well known for scme time that these cities were the most affected. (And the

CDC still has not provided local jurisdictions with special technical

assistance in public education as they have with other diseases.)

a Tracing of cases--getting more detailed case histories and medical

information--is important to the epidemiologic research that may give us clues

to the source of AIDS. It is our understanding that routine risk groups are

not being traced; only anomalies are being studied in depth. While that may

provide reassuring information to quell public hysteria, from an epidemiologic

standpoint it is the patterns in high-risk groups that mTght provide us

with an answer.

* Epidemiologic work is further hampered by inconsistencies In reporting

systems about AIDS. Only a few jurisdictions hav made AIDS a reportable

disease. With no consistent national policy to deal with information gathering,

it will remain impossible to have accurate statistics on how quickly this

epidemic is growing.

The question of accurate reporting and surveillance inevitably raises

the issue of confidentiality. This issue has been used in unscrupulous ways

to paint the gay/lesbian community as irresponsible and unwilling to cooperate

with the CDC in the fight against AIDS. And at the very same time, our

concerns--which have been so studiously rejected by CDC--have been used as

an excuse to deny this committee access to information vital to the legitimate

performance of its oversight function.

I want to state unequivocally the gay/lesbian community's position on

confidentiality--so no one In the CDC or elsewhere can misunderstand just what

will and won't be acceptable to us--and also to offer some legislative proposals

to take this issue out of the hands of bureaucrats and provide some strong

and lasting protection for the privacy and confidentiality of persons with AIDS.
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To understand my community's position on confidentiality, the position of

the gay/lesbian community in American society must first be understood. The

gay/lesbian community is a disenfranchised minority. In all but one state and

the District of Columbia, you can still lose your job simply because you are

gay or lesbian. In half the states, our expressions of love make us criminals.

Many jurisdictions deny us the right to raise our children or teach those of

others. The federal government still bars us from milit-ary service and employment

in key sections rf the civil service: it subjects others of us to harassment by

investigations i.lto our lifestyles. Given this context, you can better understand

why there is suspicion within our community about any surveillance activity

that can place our names and sexual orientation together in a government

computer. Yet, that is what the COC is blithely asking for.

When we ask what steps have been taken to protect the confidentiality of the

Information the CDC has already gathered, we are told, "trust us." But to trust

requires a history of credibility--and that is conspicuously lacking. Some of

the most basic social science research precautions for protecting confidentiality

have not been observed.

Now let's make one thing unmistakably clear: no community could be more

concerned about gathering all the necessary information to find an answer to

AIDS. It is our connunity that is being ravaged by this disease. But we can

legitimately ask whether collecting full identification information along

with sexual histories is an essential ingredient of epidemiologic research.

There are two purposes for collecting identification information: to avoid

duplication of case histories and to be able to make follow-up contacts.

After much discussion within the community, with groups such as the New York

AIDS Netw)rk, Persons with AIDS, and the Lambda Legal Defense and Education

Fund, the following compromise procedure has been suggested: initials only,

date of birch, city of residence, mother's maiden name, and attending physician

should be collected. The statistical odds of all that information being

identical are quite low. The possibility of follow-up contact is assured

through the attending physician. And we also avoid the possibility of lists of

gay men falling into the hands of the wrong people. It should be noted that a

version of this model is already in use in Washington, D.C.

With the glaring exception of the CDC, this approach strikes all we have

dealt with--from public health officers in major cities to medical researchers--

as reasonable. Yet, we cannot even get the CDC to sit down with us and negotiate
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this matter In a professional way. But the CDC and all others must understand:

unless and until these concerns about confidentiality are resolved, the accurate

reporting and epidemlologic research we all desire will be incomplete and

inaccurate--because patients and physicians with legitimate fears about how this

Information will be handled will resist cooperating with CDC.

The procedures outlined above provide a good interim model. But a firmer

basis of trust ultimately needs to be established. Therefore, the National

Gay Task Force and Lambda Legal Defense and Education Fund are proposing today

that the Congress adopt legislation to extend to all persons who are part of a

federally funded research or surveillance program the same confidentiality

protections others already have under federal law.

The Drug Abuse Office and Treatment Act of 1972 (21 U.S.C. 1175), for example,

provides that medical records may be disclosed "only In accordance with the

prior written consent of the patient," except in rare emergencies. Similar

language covers alcohol abuse programs.

We propose that Congress enact legislation extending this protection of the

privacy of medical, surveillance, and research documents both in federal agencies

and those local jurisdictions receiving federal funds. Wibh such legislation

in hand, the concerns of our community would be addressed, and another precedent

for privacy and patient rights would be established.

Our concerns for confidentiality, Mr. Chairperson, do not in any way diminish

our support for the work of this committee and its vital oversight function.

The sudden concerns of the CDC about confidentiality are a red herring. They

are an excuse to deny this committee access to CDC files. What we are witnessing

from CDC is an attempt to stonewall--and that implies that CDC has something

to hide.

In their dealings with the gay/lesbian community, the COC has been taken

aback that we--the consumers--might have the audacity to question how they

carry out their mandate. That mandate, CDC needs to be reminded, comes from

the Congress and the people. It is for us, not them, to determine what is in

our best interests.

Given the performance of CDC during this crisis, oversight by this committee

Is essential. The concerns expressed by CDC regarding confidentiality might

be taken more seriously if CDC had been more responsive when we discussed this

Issue in terms of their surveillance work. Further, the fact that names are

part of any records this committee might be seeking is proof of the CDC's

failure to protect confidentiality. Names should never have been allowed in

those documents in the first place.

NGTF-7

26-09 0-83--3



30

Now that the names are Included, It is important to be sure thst, In

conducting your investigation, appropriate safeguards are taken. To that

end, I seek this committee's commitment to continued work with the gay/lesbian

community so that guidelines that are workable and acceptable to you and to us

can be adopted. I am confident that can be achieved.

The general public, and most certainly the gay/lesbian community, are

looking impatiently to biomedical researchers to find the answers we so

desperately seek to this disease. Much of the biomedical research is perfcrmed

and/or funded by the National Institutes of Health. Here, too, poor planning,

poor procedures and poor funding are undermining efforts.

Money alone won't find a cause or a cure for AIDS. Research that is funded

should address the right questions and must be of high quality. But these

criteria do not necessarily dictate delay. The etiology and the question of

transmissibility through blood are basic, clearly definable issues. Yet they

are just beginning to be addressed.

Research into the etiology of AIDS will not be funded until October 1983.

The first Request for Applications (RFA) for work to find an infectious agent

in this epidemic was issued in May 1983--again, about two fiscal years after

AIDS became a clearly recognized threat.

Similarly, the question of researching transmissibility of AIDS and finding

markers for AIDS in the blood supply is still in the future--at least as far

as government-sponsored research is concerned. (The American Red Cross is spending

$200,000 to investigate the relationship of transmission of AIDS to blood

transfusions.)

This is part of a pattern of lethargy at NIH that may have bureaucratic

justifications under normal circumstances but has no place during a crisis.

AIDS was identified as a disease in 1981. It was not until August 1982 that

the first RFA was issued by NIH and funds did not begin to flow until May 1983--

and this under an allegedly expedited process!

One of the explanations for the delay in issuing grants is the need for

peer review. We certainly do not want money wasted on unworthy projects. But

there is no reason why peer review committees cannot meet on an emergency basis

to deal with an emergency situation.

Above all, when you lb{ok at how NIH is handling the funding of research, what

is driven home again and again is that we lack the resources to do the job,

even if you accept the Administration's more limited view of what needs to be

done. In point of fact, there are now more RFA's out than money appropriated
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to fund them. Even the NIH bureaucracy recognizes a greater need than the

budget cutters at OMB.

$9.6 million was appropriated for NIH to deal with AIDS in fiscal year 1983.

That is the sum total of federally sponsored basic research on AIDS. States and

local governments, along with the private sector, are coming close to matching

.that figure on their own: New York State has appropriated $4.5 million for

research, the University of California has been given $2.9 million; the Cancer

Research Institute, for example, is spending $350,000; and gay community-based

organizations ha,,e budgeted about $300,000. This is to make up for the

federal government's deficiencies--a very sad commentary on the state of NIH's

response.

The NIH should issue a general call for research on AIDS--one that does not

restrict the approaches to be considered. With sufficient resources clearly

behind it, such an effort will attract the best scientists in the country. I will

leave it to those scientists to discuss specific research projects. But let me

outline some of the basic work that needs to be done: viral and immunological

research; study oF simian AIDS: monitoring what has been called "prodromal" AIDS;

monitoring the U.S. armed forces and also blood recipients for incursion of

AIDS; early diagnosis of AIDS and related treatment; screening tests for blood

donation ("surrogate markers"); and African swine fever virus tests.

In order even to begin the long process of systematically identifying the

transmissible agent for AIDS--critically important to developing-a cure or

preventive measure--we first must find an experimental animal species that

is susceptible to AIDS. This has not yet been accomplished. We must test as

many different primate species as possible in the hope of finding one which is

susceptible. In humans, AIDS incubates close to two years. If this is true

in other primates, research will be slow and very costly.

Rhesus monkeys and chimpanzees, for example, cost about $100 per day to

house and care for. To intravenously expose 25 animals in each of six species

of primates with blood from AIDS patients, and house them for two years, comes

to $10,950,000. To test just five other body fluids and tissues would bring

the bill to $65,700,000. By adding routine intraperitoneal and intramuscular

exposure, the cost soars to $197,000,000--all this just to discover a

susceptible animal so that real research can begin.
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How has NIH tackled this basic problem? It is spending $56,000 to determine

If AIDS can be transmitted to two chimpanzees by Infusing the animals with plasma

from AIDS patients.

The level of research outlined here seems costly. But Is It really.. .in terms

of the lives saved..,in terms of the knowledge gained...and if those aren't worthy

enough goals, in terms of money saved on health care costs? At an estimated

$100,000 per case, we have already spent over $170 million on health care

costs--and that figure may rise to $4.8 billion by the end of 1985 If AIDS cases

continue to rise at current rates.

The public must be reassured that serious research is being done or their

faith that this epidemic will not get out of hand may evaporate. They must

see real work and real progress--not announcements of ostensibly new discoveries

that in fact are not new. Such was the case last month with lnterleukin-2, which

only cured AIDS in six test tubes, but was presented with such fanfare as to

give perhaps unreasonable hope. Or was the announcement timed to coincide

with Congressional action on AIDS funding--to give the Congress the impression

more money was not needed?

We have seen a good deal of hysteria on the subject of AIDS--above all on

the question of blood. Let me restate the gay community's position on the Issue

of blood donations. At every possible forum available to us, we have urged those

In our community who feel they might be at risk to AIDS or feel unwell, to

voluntarily refrain from donating blood. That is the responsible approach and

the right approach--as we wait for the government to take more definitive steps.

Recent reports about dangerously low blood supplies in many metropolitan

areas directly result from the government's failure to investigate the

transmissibility of AIDS through the blood, to develop a marker for AIDS in blood,

to test surrogate markers, or to study the safety of the blood supply and giving

blood.

The negative effect this has had on blood donations has endangered more

lives than the threat of AIDS itself. I fear that soon we are going to hear

of someone dying during an-operation for lack of a transfusion, because of the

public perception that the blood supply and giving blood are unsafe.

From Secretary Heckler on down, the Health and Human Services Department has,

of late, done an excellent public relations job reassuring the public that

there are not risks in giving blood, and that the dangers of receiving AIDS from

a transfusion are minimal at worst. But where were they one year ago when
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this issue first surfaced and the overreaction could have been prevented? And

why have they still not done the research needed to garner scientific support

for their position?

In the meantime, because we have no markers and no conclusive research on

blood, attempts are being made to screen all homosexual men from donating blood,

making gay men as a class unfairly bearthe discriminatory effect of the govern-

ment's inaction on AIDS--while blood supplies continue to drop.

I have alluded to public hysteria over AIDS in discussing the blood question.

Far from preventing thTs hysteria, early statements by federal officials,

such as Dr. Anthony Fauci of NIH, who wrote an article implying that casual

contact could spread the disease, actually helped to ignite It. AIDS has--

because of its mysterious nature and, I repeat, because of the groups associated

with It--generated something just short of public panic. A good deal of that

panic has been fostered by homophobes bent on turning a public health crisis

into yet another opportunity to attack the gay/lesbian community.

Whatever the cause, AIDS has resulted in a need for public education that,

while belated, hai been marked recently in the PHS by good will and energetic

attempts to make the best of limited resources. There are really four audiences

for education efforts, requiring very different approaches: the general public

with vague fears that are easily calmed; affected or high-risk groups in need

of more detailed response; persons with AIDS; and those people who work in

very close contact with high-risk groups who have legitimate concerns that

must be addressed.

One could not ask for more in the personal statements of PHS officials

such as Dr. Brandt. They are sincere and willing to be out front in reassuring

the public about unwarranted concerns of casual contact with persons with AIDS

and members of high-risk groups. Unfortunately, the programmatic efforts

backing up those statements are very weak--so weak that they leave the PHS

open to charges of tokenism and suggestibns that these efforts are designed to

appease critics rather than confront the problem.

The centerpiece of the public education effort is the federal AIDS hotline.

It Is clear from the response--some 10,000 attempted calls a day--that this

is at least trying to meet a need. But the process becomes a sham for the

public, and an unfair burden on those assigned to work on the hotline, when

you realize that the hotline started with only three lines and now, with an

additional five, is capable of meeting only a fraction of the demand. Once

more, despite public relations hype, the government is not willing to devote

new resources to the job.
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Further, those staffirg the hotline have been drawn from other public

affairs positions. They are not specially trained for this kind of work, they

are not experts on AIDS, and they have not been sensitized to the special

concerns of the high-risk groups most likely to call.

The National Gay Task Force can speak with some expertise about hotlines.

Since October 1982, we have been operating an AIDS crisisline. Over 3,600

people daily have attempted to call us. The volunteers who answer these

phones have undergone at least 20 hours of training--about the subject matter,

crisis Interventlon, and general sensitivity to the special needs of their callers.

There Is no less of a need for such training for the federal hotline.

The NGTF Crisisline, while available to the general public, does focus on

the needs of one high-risk group. Federal public education efforts concentrate

on the concerns of the general public. But It is essential that education about

AIDS reach the most affected groups in particular. it might not be appropriate

for the federal government to mount such a campaign, if only because suspicion

of the government Is so high among these groups. But at the least, federal

funds should be available to assist community-based organizations carrying on

education programs.

There Is one more group of people for whom education efforts are sorely

needed and desperately lacking. We have heard much about health care workers,

morticians, police officers, and others who are fearful of contact with persons

with AIDS or members of high-risk groups. Most of those fears are unjustified.

But It is hard to blame people who have not received clear-cut guidelines to

reassure them about their contacts. This Is definitely a government responsibility--

and the PHS should be taking a stronger lead In this regard.

The cost of medical care for persons with AIDS is one of the more staggering

aspects of this crisis. While there are no hard figures available, the

common estimate Is $100,000 per patient. Many AIDS patients spend long periods

In the hospital, often in intensive care units. The cost can skyrocket if

experimental treatments are used; for example, interieukin-2 treatments are

estimated to run $125,000 per patient.

To obtain a sense of how the cost of health care affects patients, and how

that in turn impedes their recovery, let me quote from a letter published in JAMA

(July 8, 1983) from a group of physicians at the University of Medicine and

Dentistry of New Jersey, New Jersey Medical School, Newark:

NGTF-12
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We find that a large portion of our AIDS population
is Indigent and unable to obtain the requisite out-
patient care. In an ongoing investigation at our
Institution, many patients studied thus far have
shown evidence of protein-calorie malnutrition and
multiple vitamin deficiencies. Once discharged,
they can neither eat well enough to bolster their
deficient nutritional state nor afford the many
drugs required for their multiple infections.

AIDS has placed, so far, a $170 million burden on our health care system,
qhich has fallen disproportionately on cities (through Medicaid and city

hospitals) and individuals. The only federal response has been to make persons

with AIDS eligible for Social Security disability. This move, while positive,

Is only a small step toward dealing with the problem--and it adds to the false

assumption that persons with AIDS are totally disabled. Many continue to lead

productive lives for long periods of time...but this does not eliminate their

medical expenses.

Mr. Chairperson, we appreciate the leadership you have shown in offering

legislative solutions to this problem. Your bill to eliminate the waiting

period before Medicare coverage can be extended to those with AIDS deals with part

of the problem. And your Public Health Emergency Treatment Fund, which would

provide up to $60 million for cities and states overwhelmed by the costs of

caring for patients during a health emergency, will provide some much needed

relief. In the meantime, the federal government must make certain that all

possible existing benefits for which they are eligible are extended to persons

with AIDS.

The overview I have just presented on the AIDS crisis leads to some important

general observations. It tells us some things about our nation's health care

system that are distressing to an outside observer and alarming to any person

or group in the grips of a health care emergency.

First, the system simply takes too long to respond to a new crisis. Two

years to begin research into the etiology of a disease. Two years to begin

dealing with threats to the blood supply. A way must be found to gear up,

to pump up the system faster. Cong. Waxman's Public Health Emergency Act,

which sets aside $30 million a year to deal-with new crises such as AIDS,- is

an important first step toward making the health care system more responsive,

but even that must still be appropriated.

But more is needed. Standard mechanisms must be in place to expedite approval

procedures for new research. Ways to beef up the staffs and functions of agencies
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such as CDC, so that a new crisis will not mean shutting down or impairing work

In other important areas must be found.

Above all, the government must learn to plan In a comprehensive and

systematic manner. The Administration's defense for Its poor performance on

AIDS Is often that money alone does not solve problems. We can see that: the

money currently appropriated Is not being spent as effectively as it might

because there has been no planning. It seems so obvious--but it just hasn't been

done. No one has convened the best minds in and out of government to determine

what needs to be done, how much It costs, and how it can all be accomplished.

Perhaps it is time to create an independent health care planning commission to

deal with this issue--a blue-ribbon commission comprised of the best medical

minds as well as health care professionals and consumer representatives, a

commission that Is insulated from bureaucratic interests and In-fighting that can

tell us as objectively as possible what needs to be done. Then we can hold the

politicians and bureaucrats responsible for implementing the proposals.

Another concern we must address is the quality of response offered by

the government's Redical establishment. I do ntot doubt for one instant the

dedication of those working for NIH and COC, but serious qUestions can and

must be raised about the quality of work being done at institutions such as NIH.

As the White House Science Council recently reported, the quality of the work

at NIH Is seriously jeopardized by its inability to attract top-flight medical

researchers. Government medical service must be made an attractive option for

the best researchers If there is to be any credibility to our government's

claim that COC and NIH are the medical detectives of the world.

We in America pride ourselves on our democratic system. It should mean

that we have a fundamental right to participate in decisions that affect our

lives. But instead, the medical establishment, hiding behind medical degrees

and impressive titles, keeps us out of the decision-making process. This is

true on an individual basis, as patients' rights to choose are ignored or

trampled upon during treatment or research at all levels of the health care

system. And it is true on a broader basis as a crisis disproportionately affects

particular groups. This often has social as well as medical implications--yet

these groups are only allowed audiences with decisionmakers after several years

of banging on the door--or when the crisis becomes so great that it is expedient

for the powers that be to at least appear to include us in the process. When
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one baby needs a liver transplant, the crisis gets presidential attention.

When 1700 people are fighting for their lives, the Administration often seems

deaf at the highest levels.

Another issue that the AIDS crisis has brought home to the gay/lesbian

community in letters writ large in dollar bills, is the cost of health care in

the United States. Catastrophic illnesses bring catastrophic costs. Well over

$170 million has been spent on health care alone for persons with AIDS. For

patients or consumers, hospitals, and local governments, AIDS is just one more

example of a need to deal forthrightly and thoroughly with the issues of health

care costs and the need to provide insurance for all Americans facing

catastrophic illnesses.

Mr. Chairperson, I want to thank you again for holding this hearing.

It has provided a service to my community--in airing our specific concerns about

the federal response to AIDS--and an important service to the general public, all

of whom are potential consumers in the American health care system. For the

gay/lesbian community, this crisis has forced us to focus cur attention on

our nation's medical establishment in ways we would never have Imagined.

The immediate future does not look bright on the Tssue of AIDS. We have a

great deal of suffering and many battles--emotional, medical, and political--

ahead of us. But the gay/lesbian community will emerge stronger from this

cris-is--stronger because of the greater sense of community and new activism

that this epidemic has generated. When the AIDS crisis is finally over, we will

not forget what we have learned about health care In the United States. We will

use our growing strength to return to the halls of Congress and of the Executive

Branch again and again until the deficiencies revealed to us over the past

few years are remedied for all Americans.

Thank you very much.
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Mr. WEISS. Mr. Endean.

STATEMENT OF STEPHEN R. ENDEAN, EXECUTIVE DIRECTOR,
GAY RIGHTS NATIONAL LOBBY

Mr. ENDEAN. Good morning, Mr. Chairman, members of the sub-
committee.

My name is Stephen Endean. I am the executive director of the
Gay Rights National L6bby. As you know, Mr. Chairman, Gay
Rights National Lobby is the only full-time lobby at Congress on
gay issues and, until recently, our primary focus has been on insur-
ing civil rights and equal justice for gay and lesbian Americans.
But increasingly our focus has necessarily turned to the AIDS
crisis. We appreciate your invitation for us to join you this morn-
ing.

It would be an extreme understatement to say that this Nation's
gay community, which numbers over 22 million Americans, is not
deeply concerned about the AIDS crisis. The gay community is
alarmed by both the slow and insufficient response of the Federal
Government. In the last 3 years, not only gay men but Haitians,
hemophiliacs, women and children have come down with the syn-
drome. People are dying from a disease which medical science
knows almost nothing about.

Secretary Heckler has named AIDS the number one public
health priority. Dr. William Foege, the director of the Centers for
Disease Control, has said "AIDS is the most complex epidemic
we've ever had to deal with." But while the press and the public
have heard that this crisis is the No. 1 priority, it appears that the
administration has failed to communicate a similar message to its
budget offices or to the Appropriations Committees.

Quite frankly, the Federal Gover 'ment's response to the AIDS
crisis thus far remains a cruel joke Since fiscal year 1981, when
AIDS was first identified as an epidemic, the National Institutes of
Health, which is the largest medical research organization in the
world, has spent only $12 million on AIDS research to date. And
yet NIH has spent $11.2 billion on other medical research since
fiscal year 1981. In other words, only one-tenth of 1 percent of the
NIH research budget has been spent on AIDS. Whether the reason,
or excuse, is the inherent bureaucratic delayed in responding to
public health emergencies or it is another example of a far too
common institutional homophobia by the Federal Government, the
response to date by the Federal Government has been inexcusable.

By contrast, State and local governments, which normally do not
even fund significant medical research which has traditionally
been a Federal responsibility, have committed about $8 million to
AIDS research this year, almost as much as the Federal Govern-
ment estimates it will spend on basic AIDS research in 1983.

Recently, both Houses of Congress overwhelmingly voted to in-
clude $12 million for AIDS research in the 1983 supplemental ap-
propriations bill. That $12 million would nearly double Federal
funding for AIDS research. Shortly the bill will go to President
Reagan and, unfortunately, he has threatened to veto it. We sin-
cerely hope he does not, because even with the additional $12 mil-
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lion, researchers will only be able to begin the massive effort neces-
sary to discover the cause of AIDS and how it can be stopped.

A moment ago, I alluded to not only too little but too late. It is
shocking that it has taken 3 years for the Federal Government to
begin to take action, shocking in view of the mortality rate, shock-
ing in view of the media attention the AIDS crisis has received,
shocking in view of not only the deep concern but near hysteria of
the American public.

Gay Rights National Lobby congratulates the Congress for the
decision to create a public health emergency research fund to more
expeditiously disburse Federal research dollars to combat public
health crises such as AIDS. Representative Waxman, Senators
Kennedy and Cranston, and others who worked to establish this
fund certainly deserve our thanks.

It is important to remember that AIDS is the only infectious dis-
ease which can attack and destroy the body's immune system. Be-
cause of this unique characteristic, scientists believe that if they
conquer AIDS, they will better understand the immune system.
Top medical experts consider AIDS one of the great research chal-
lenges and opportunities in medical history.

But of course AIDS is more than just a research opportunity, es-
pecially to the more than 1,200 Americans who have the disease.
No one with AIDS has lived longer than 3 years after being diag-
nosed, and no one has recovered from the underlying syndrome.
Five to six new cases are reported every day, and the total number
of cases doubles every 6 months.

Unfortunately, having a critical illness is only part of the burden
persons with AIDS must carry. The ignorance and discrimination
they face is incredible. I applaud you, Mr. Chairman, for including
in these hearings persons with AIDS themselves. No one could pre-
sume to speak for them or share their experiences so eloquently.

One area of concern is the staggering medical bills that persons
with AIDS must face. Many are forced to give up all their property-
and rely on medicaid and public hospitals to provide the highly
complex and usually experimental treatment they need. Medicaid
and public hospitals simply cannot provide this care.

Congressman Weiss, we applaud you for introducing a bill last
week that would provide $60 million for treatment and prevention
activities required to combat public health emergencies such as
AIDS. The Congress simply must address the medical care needs of
persons with AIDS, and other victims of epidemics.

Your bill is particularly significant in that it addresses not only
the medical care problems caused by AIDS, but also the public
health and prevention problems, which have become critical. Hys-
teria is rampant. People are combining their fear of the disease,
their homophobia and their racism, and using that combination to
justify bigotry and discrimination against gays and against Hai-
tians. They are punishing persons with AIDS by firing them from
their jobs, by denying them housing, by denying them fundamental
human rights.

And what has our Federal Government done to quell this hyste-
ria and stop the backlash? Far too little.

Thus far no money has been budgeted or appropriated for public
education on the AIDS epidemic. HHS has prepared a one-page
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factsheet on AIDS, which is available if you call the national AIDS
hotline. But good luck. It's estimated that 50 percent of the callers
who attempt to get through on this hotline don't. If one gets
through, one can't expect highly trained experts on the subject to
answer questions. Public relations employees with no medical or
public health training give standard replies.

While we can take some consolation that Secretary Heckler and
the administration have not embraced Reverend Falwell's un-
Christian views of the AIDS crisis, views that are little more than
justifications for bigotry and discrimination toward gay people,
HHS education efforts thus far remain woefully inadequate. A real
and substantive education program, not media hype, is needed.

The appropriations process for fiscal year 1984 is now underway.
While no figures are yet available from the Appropriations Sub-
committee, we are deeply concerned that none of the figures specu-
lated about approach the real need. Not only the administration
but the Congress, that is charged with representing all the people,
people who live in great fear of AIDS, must face the fact that funds
must be increased dramatically and immediately.

The Gay Rights National Lobby, in cooperation with the newly
created AIDS Federation, with the National Gay Task Force, and
with others both gay and nongay, has pledged to continue to active-
ly advocate such dramatically increased Federal funds for research,
patient care, and education on the AIDS crisis. However, it re-
mains more than a little ironic that lobbying initiatives are even
necessary in the face of such a serious crisis and statements that it
is the No. 1 public health priority.

Mr. Chairman, let nothing that I have said here today be miscon-
strued to make light of the considerable efforts and real concern of
many Members of Congress. Without those efforts, much of what
has been done probably would not have been. But Federal efforts to
this point remain too little, too late, and too much business as
usual.

Mr. Chairman, members of the subcommittee, I congratulate you
on your hearings and ongoing oversight efforts. I hope they will
assist this Congress in getting to a more effective and expeditious
response to this public health crisis.

I believe that Representative Waxman, who has worked on
health policy for many years and most effectively, is correct when
he said, "There is no doubt in my mind that if the same disease
had appeared among Americans of Norwegian descent, or among
tennis players rather than among gay males, the response of both
the government and the medical community would have been dif-
ferent."

Thank you, Mr. Chairman and members of the subcommittee, for
the opportunity to discuss this matter today.

Mr. Wzxss. Thank you for your testimony.
Dr. Compas.
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STATEMENT OF DR. JEAN-CLAUDE COMPAS, VICE PRESIDENT,
HAITIAN MEDICAL ASSOCIATION ABROAD

Dr. COMPAS. Thank you, Mr. Chairman. Thank you, members of
the committee, to invite the Haitian groups to come here and
speak about the question of AIDS.

In the United States, where the incidences of AIDS and its fatali-
ty rate have been most impressive, scientists began investigating
the disease more than 3 years ago. However, causative factors and
mechanisms of transmission have not yet been definitively deter-
mined. Despite the lack of a conclusive scientific data base and, as
Haitian AIDS patients have repeatedly and persistently denied any
history of homosexuality, drug abuse or hemophilia, U.S. health
authorities declared Haitians a high-risk group.

In an effort to rationalize this arbitrary classification, several
theories have emerged. At the outset, it was suggested that AIDS
might have originated in Haiti as a result of the voodoo practices.
It was then suggested that Haitians may be genetically predisposed
to the disease. As neither of these hypotheses could be scientifically
substantiated, the so-called Haitian connection was more recently
explained by establishing a liaison between the African swine
fever, which had struck Haiti in 1978, and the deadly new syn-
drome, through the alleged consumption of undercooked pork by
Haitians, followed by homosexual relations between Haitian male
prostitutes and homosexual American tourists-Newsweek, May
16, 1983. The latest one states that there must be some tropical fac-
tors in the Haitian connection.

The most elementary analysis of these theories indicates that
there was a great deal of unfounded speculation by the CDC and
other U.S. AIDS-related groups. To date, no epidemiologic survey
has ever been conducted among the Haitian population in the
United States. Most of the data used by the CDC and other health
authorities were gathered by hospital-based physicians with no
knowledge of French or Haitian Creole and who, in addition, have
admitted to a complete ignorance of the intricacies of Haitian cul-
ture.

Sociologists have established that diseases such as tuberculosis,
syphilis, epilepsy, and behaviors such as homosexuality and drug
abuse are strongly stigmatized and taboo in highly religious and
non-Western societies such as Haiti. No Haitian should therefore
be expected to ever admit, let alone confess to a stranger, having
had at any time engaged in these so-called deviant practices.

In addition, most of the Haitian AIDS victims are uneducated, do
not speak English or French and, having no legal status in the
United States, live in constant fear of being deported. The credibil-
ity of their responses to any American interviewer should certainly
be considered questionable, at best.

In an attempt to investigate the African swine fever connection,
the serum of Haitian AIDS patients in Haiti was tested for the
presence of antibodies to African swine fever virus-The Lancet,
July 9, 1983, page 110. These antibodies were not detected.

Haitian physicians investigating in Haiti and in the United
States, though working with far less sophisticated technical facili-

-ties and more modest financial means than researchers from the
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CDC, have established that more than 30 percent of the Haitian
AIDS population have actually admitted to homosexual experience.
This points to the necessity of utilizing Haitian personnel in re-
search activities.

As a result of their separate classification, a Haitian phobia rap-
idly developed in U.S. communities. Haitians across the country
were being evicted from their jobs.

Children were not spared. Haitian pupils were harassed by their
schoolmates. Mothers forbade their children to play with Haitian
children. In an elementary public school in Brooklyn, a teacher re-
fused to resume her classroom activities, stating that there were
too many Haitians on the premises.

THE MEDICAL ENVIRONMENT

Haitian AIDS victims are mostly recent undocumented immi-
grants without any legal status. In the hospital, they suffer the
same discriminatory treatment as other AIDS patients. However,
upn discharge from those facilities, they face additional insults.
They are not eligible for social services or any type of public assist-
ance such as medicaid. Even the victims who are legal immigrants
are newcomers to the country and are therefore unaware of availa-
ble resources.

HAITIANS' RESPONSE TO AIDS

Since the beginning of this ordeal, Haitian communities across
the country have set up special AIDS task forces. In New York, for
example, we have organized a scientific committee for research
purposes and have founded, in cooperation with the community,
the Haitian Coalition on AIDS. Immunologic studies which we
have performed in collaboration with Downstate Medical Center
have demonstrated that there is no immunodeficiency in the Hai-
tian population.

From a sociological perspective, we have had to deal with three
major problems. These include the growing fear and frustration of
the Haitian community, the detrimental relations between the Hai-
tian community and its neighbors and the social problems encoun-
tered by the victims of AIDS.

In most communities, the Haitian Coalition on AIDS has done its
best to overcome these three problems. We have employed a multi-
media approach in attempting to educate the population. We have
been faced with the necessity of sheltering some of the victims; we
have had to provide food and money to buy their expensive medica-
tions. We must see to it that they are educated so that they can
understand what is being told to them in the hospitals. We must
also provide some form of counseling for relatives and close friends
whose confusion and frustrations are multiplied because of the lan-
guage barrier. All of these activities are being carried out without
the help of any local or Federal agencies.

Regarding relations with the American community, we think
that at this stage it is imperative to inform Americans that Hai;
tians were erroneously classified as a high-risk group. As of July
28, 1983, New York City no longer lists Haitians as a high-ris
group.
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We appreciate Dr. David Sencer's courageous and scientific
stand. However, it is not enough that categorization remain in the
Federal list. The CDC argue that the total Haitian-case is very
high compared to the Haitian population here, 103-to-1 million-
but what if we were to designate their 1922 cases according to na-
tional origins. Let us ponder about this statement.

While we are aware that the CDC is currently launching an epi-
demiologic study of the Haitian community, we emphasize that it
will not be valid unless it utilizes professionals and questionnaires
adequately adopted to our Haitian culture.

On the social front, we must develop a program to repair the
damage caused by this unscientific classification of Haitians by the
CDC. To accomplish this vast task, we will need cooperation by the
various public health authorities and the media as well as substan-
tial resources. We need educational and counseling programs; we
need halfway houses for our patients. In addition, we need to devel-
op some type of financial relief for victims of AIDS which will
apply to all victims, regardless of their immigration status.

Again, our resources are severely limited. As recent immigrants
in this country, we do not have the connections or the means to
make our voices heard. Even if we do succeed in telling the truth,
the public, we will still have to deal with the subtle, yet malignant,
fear that people carry within themselves when they are faced with
ignorance and misinformation.

We deeply appreciate the opportunity you have given us to
present our case before this subcommittee. We have all gratefully
received the moral support of various community groups and politi-
cians. This support has been vital to us and to our efforts. Unfortu-
nately, the support which we have received falls far short of our
necessities. The task before us is of tremendous magnitude and will
require substantial Federal funding. We urge you to consider our
plight and to act accordingly.

Thank you.
[The prepared statement of Dr. Compas follows:]
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PREPARED STATEMENT OF DR. JEAN-CLAUDE COMPASS, VIcE PRESIDENT, HAIAN MzDi-
CAL ASSOCLAION ABROAD, Niw YoRK CHAPTER, CHARMAN, HATIAN COALMON ON
AIDS

As is wl known, the disease row identified as the Acquired IuuuxrK-Deficiency

Syndrome, or AIDS seem to have erupted simultaneously in more than 17 countries

throughout the world during the past four years. In four of these countries,

namely, the Zaire and the Congo in Africa, and the United States and Haiti in the
Western Hemisphere, it has taken, in the past twelve months, the form and the
virulence of an epidemic.

In the United States, where the incidence of AIDS and its fatality rate have
been most impressive, scientists, including specialists in immunology and epide-
miology began investigating the disease more than three years ago. However,
causative factors and mechanism of transmission have not yet been definitively
determined. Despite the lack of conclusive sciencific data base, a high-risk
group categorization was established by the Center for Disease Control (CDC) in
late 1982 based solely upon the incidence of the disease in the New York area.
As a result, three social/medical groups, homsexuals, intravenous drug abusers
and heophiliacs, and ore ethro-national cammity, Haitian immigrants, were
labelled as being responsible for the eruption and the spread of the AIDS outbreak.

For the first time in history, a disease was being attributed to a nationality
without clear epidemiologic or scientific justification.

THE FACIS

In 1981, a few Haitians residing in the United States wre diagnosed with
Pneumvcystis Carinii Pneummia - a lung infection caused by a parasite - and

Kaposi's Sarcoma - a rare form of tumor or cancer of the blood vessel walls;

two infections that were identified as being most commonly associated with

the AIDS sytxrmm. During the same period, the sane pathological conditions

were diagnosed in nmch greater niibers among homosexuals, intravenous drug
abusers and hemophiliacs.
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In 1983, the number of AIDS victims in the United States rose to 1552, and the

social profile of the disease displayed the following pattern according to a July

27, CDC report:

& CASES

Homosexuals or Bisexuals 71.3% 1901

IV Drug Abusers 17.1 266

Haitians 5.0 101
Hmophi.liacs 0.8 13
Unknown 5.8 90

As Haitian AIDS patients have repeatedly and persistently denied any history

of homosexuality, drug abuse or hemiilia, United States health authorities, for

statistical purposes,declared them a separate high-risk group.

In an effort to rationalize this arbitrary classific ation, three theories

have emrged. At the outset, it was suggested that AIDS might have-originated in

Haiti as a result of the Voodoo practices. It was then suggested that Haitians may

be genetically predisposed to the disease. As neither of these hypotheses could

be scientifically substantiated, the so-called Haitian connection was more recently
explained by establishing a liaison between the African Swine Fever - which had

struck Haiti in 1978 - and the deadly new syndrome, through the alleged consumption

of undercooked pork by Haitians followed by homosexual relations between Haitian

male prostitutes and homosexual American tourists (Newsweek,May 16, 1983).

The most elementary analysis of these theories indicates that there was a great

deal of unfounded speculation by the CDC and other U.S. AIDS-related groups.

To date, no epidemiologic survey has ever been conducted among the Haitian
population in the United States. Most of the data used by the CDC and other health
authorities were gathered by hospital-based physicians with no knowledge of French

or Haitian Creole and who, in addition, have admitted a cczplete ignorance of the

intracacies of Haitian culture. Sociologists have established that diseases such

as tuberculosis, syphilis, epilepsy, and behaviors such as homosexuality and drug

abuse are strongly stigmatized in highly religious and non-western societies such

as Haiti. Those Haitians wty) have been victimized by AIDS have originated primarily
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from the l.er socioeconoic strata where such practices are particularly taboo.
No Haitian should therefore be expected to ever admit, let alone confess to a

stranger, having had at any time engaged in these 'deviant practices.

In addition, most of the Haitian AIDS victims are uneducated, do not speak English
or Frech and, having no legal status in the U.S. live in constant fear of being

deported. The credibility of their responses to any American interviewer should

certainly be considered questionable at best.

Furthermre, the Haitian diaspora is not limited to the U.S. Approximately one-third

of the population of the Bahamas is crposed of Haitians. There are sane 300,000
Haitians in the Dominican Republic, 15-20,000 in French Guyana and 8-10,000 in the

French Antilles. Yet, no occurrence of AIDM has been reported in these territories.

on the-other hand, Haitian physicians investigating in Haiti and their colleagues

of the Haitian Doctors Association ME) operating in the U.S., though working with
far less sophisticated technical facilities and more modest financial means than

researchers from the CDC,have established that more than 30% of the Haitian AIDS

population have actually admitted to a homsexual experience.

In an attempt to investigate the African Swine Fever connection, the serum of Haitian

AIDS patients in Haiti was tested for the presence of antibodies to African Swine

Fever (ASFV) by immuoelectro-ounoboresis and by indirect in zno-fluoresoence (The

Lancet, July 9, 1983, p. 110). These antibodies were not detected. Investigations

on necropsy or biopsy materials were also unsuccessful (ibid. loc).

THE SOCIAL NVIRO*T

As a result of their separate high-risk classification, other high-risk groups began

to use the Haitians as scapegoats, blaming their miseries on the imaginary Haitian

comnection. The media also capitalized on the issue. As a spawned population,
because of their immigrant and low socioeconomic status, Haitians had no access to

U.S. media. It was simple to turn the anger of an already panicking population

against black, poor, illegal immigrants. A New York magazine correctly noted that

every Haitian had become an object of dread.
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A Haitian phobia rapidly developed in U.S. commities. As a result, Haitians across
the country ware being evicted frun their jobs. Restaurants, hotels and parking areas

were firing their Haitian personal. Haitian home attendants and housekeepers were
ejected from their employent. In one particular instance, a Haitian maid presented

herself to work on a Monday morning, only to find all of her belongings in the street

and to be told through a closed door that as all Haitians were sick she would not
receive her salary directly but by mail. Haitian applicants were advised by Home
Services Agencies not to reveal their Haitian identity if they wanted to be accepted
by the clients. The New York Times, Channel ABC and other prominent media confirmed

these horror stories.

Children were not spared. Haitian pupils were harrassed by their schoolmates. Mothers
forbade their children to play with Haitian children. In an elementary public

school in Brooklyn, a teacher refused to resume her classroom activities stating
that their were too many Haitians on the premises. In some apartment houses, leaf-

lets ware circulated urging parents not to let their children mingle for any purpose

with their Haitian counterparts.

THE MEDICAL EVF0M~

Haitian patients have been receiving minimal care in hospitals because of fear of
pysical contact by health care workers and professionals. The incidence of psycho-

somatic diseases such as headache, acute ulcers, impotence, generalized itching and

stress related diseases such as hypertension have been increasing in the Haitian

cmaunity. The pride and self-esteem of the Haitian population has also been

damaged immeasurably. The management of this crisis by the American Public Health

Community has made it extremely difficult and painful for most Haitians to admit

their identity.

Haitian AIDS victims are mostly recent undocumented immigrants without any legal
status. In the hospital, they suffer the same discriminatory treatment as other AIDS

patients. However, upon discharge from those facilities, they face additional

insults. Many of then,being recent immigrants, have no families. Others are rejected

by their families and friends. Titey have no place to live and cannot find room.

7hey are not eligible for social services such as Medicaid. Even the victims who

are legal immigrants are new rs to the country and are therefore unaware of

-4-
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available resources. Ite stress experienced by these AIDS victims upon release
frum the hospital could contribute to the higher mortality rate suffered among the

Haitian AIDS population.

HAITIAN RESPE TO AIDS

Since the beginning of this ordeal, every substantially sized Haitian community
across the country has set up special AIDS Task Forces. In New York, for example,

we have organized a scientific comittee for research purposes and have founded,
in cooperation with the community, a Haitian Coalition on AIDS. Imurmlogic studies
which we have performed in collaboration with Downstate Medical Center have demon-

strated by random blood sampling fran the Haitian population, that there is no
inxuodeficiency in the Haitian population at large,nor is there a tendency among
Haitians to develop AIDS.

We have been debating with the CDC the potential for an extensive epidemiologic

study which woald investigate all centers of heavy Haitian immigration. We have
stipulated in our discussions that Haitian scientists and professionals should be
involved in these studies. So far, no official answer has been received.

Cn the social aspect of the AIDS issue we have had to deal with three major
problems. These include the growing fear and frustration of the Haitian ccmmmuty,

the detrimental relations between the Haitian camnity and its neighbors and
the social problems encountered by the victims of AIDS.

In most ommnities, the Haitian Coalition on AIDS has done its best to overome
these three problems. We have employed a multimedia approach in attempting to

educate the population. However, our efforts are hampered by severe financial

constraints.

No study has yet been done to evaluate the long term effect of the AIDS propaganda

on the Haitian community. We have established an information hotline and have

tried to provide coanseling for the families of the victims.

Regarding relations with the American comunity, we think that at this stage, it is
necessary to tell the public the truth about the transmissibility of the disease and
to inform Americans that Haitians were erroneously classified as a high-risk group.

-5-
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Aga in, our resources are very limited. As recent lmnigrants in this country, we do

w~t have the cwmectins or the means to make our voices heard. Even if we do succeed

in telling the truth to the public, we will still have to deal with the subtle fear
that people carry within themselves when they are faced with ignorance and misinforma-

toin.

We have been faced with the necessity of sheltering some of the victims as wall as

their families. We have had to provide food and money to buy their expensive
medications. As already mentioned, many of these patients are udocumented aliens
and have been denied social benefits. We must see to it that they are educated so

that they can understand what is being told to then in the hospitals. We must also

provide same form of counseling for relatives and close friends whose oonfusion and
frustrations are multiplied because of the language barrier. All of these activities

have been and are being carried out without the help of any local or federal agencies.

We deeply appreciate the opportunity you have given us to present our case before

this Subcmmittee. We warmly thank ongressman Major Owens for his-help in the

Brooklyn area. We have all gratefully received the moral support of groups such

as the National Council of Churches, 1199 and DC37, the Bedford Stuyvesant Family

Health Center and Downstate Medical Center. 7his support has been vital to us.

unfortunately, the support which we have received falls far short of our necessities.

OUR NEDS

On the scientific front, an adequate epidemiologic study including proper interviewers

and questionnaires adequately adapted to our Haitian culture should be the priority.

We do know that the CDC is launching such a study. H , we emphasize that in
order to be successful, it mist use professionals who are familiar with the Haitian

culture. Te study will not be valid otherwise. In addition, we need a broader
sectrum of imruzlogic, research studies.

on the social front, we mist develop a program to repair the damage caused by this

unscientific classification of Haitians by the CDC. We need program to educate
our people as well as the American cuuminity and to do counseling for the family

smtbers of the victims. We need halfway houses for the patients with no housing in

order to alleviate their suffering and prevent the dissemination of AIDS. The task

is indeed of tremendous magnitude and requires substantial federal funding.,.

89-6-
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Mr. WEIss. Mr. Brownstein.

STATEMENT OF ALAN P. BROWNSTEIN, EXECUTUVE DIRECTOR,
NATIONAL HEMOPHILIA FOUNDATION

Mr. BROWNSTEIN. Thank you very much.
The National Hemophilia Foundation is most grateful for the

support that Congress has provided over the years for much needed
hemophilia research and care. This support has facilitated a revo-
lution in hemophilia treatment over the last 10 years.

Plasma clotting factor concentrates have become widely available
and home infusion therapy has freed these patients from hospital
care and emergency room visits.

The committee report accompanying the Omnibus Budget Recon-
ciliation Act of 1981 concluded, "Hemophilia treatment is one of
the biomedical and medical successes of the decade." This state-
ment is based on clear-cut documentation of progress in hemophilia
treatment. And I ask you to consider the following 1981 data as
compared with 1975.

The number of patients on home care has nearly quadrupled.
Hospital utilization is down, more than 80 percent; average hospi-
tal days per year reduced from 9.4 to 1.8. The percent of unem-
ployed adults dropped from 36 percent to 12.8 percent. These im-
portant human benefits are coupled with significant economic sav-
ings. Careful studies have documented a 62-percent reduction in
total health costs per patient for the 9,500 hemophiliacs enrolled in
Federal subsidized comprehensive care centers. This is down from
$15,800 in 1975 to $5,932 per person in 1981.

Clearly the advances in hemophilia care have enabled hemophili-
acs for the first time in history to lead nearly normal full and pro-
ductive lives.

Now we are faced with the frightening specter of AIDS. Al-
though in absolute terms the number of hemophiliacs, 16, who
have become afflicted with AIDS may seem small, the risk of con-
tracting AIDS is far greater among hemophiliacs than any other
risk group. Today, of the 20,000 hemophiliacs, one out of 1,250 has
contracted AIDS.

Further, if you consider that there are approximately 7,500 he-
mophiliacs who are classified as severe, that is those who are far
more dependent upon blood products, the risk is much greater, one
out of every 500 hemophiliacs. It is indeed ironic that the very sub-
stance that has served to liberate hemophiliacs from the disabling
aspects of their disease is now highly suspect as the source of
AIDS.

The fear of AIDS among hemophiliacs has been exacerbated by
extensive and in some instances distorted reporting by the media.
Some patients have abandoned appropriate use of blood products
because they fear contracting AIDS. This is documented by report-
ed reductions in blood clotting factor sales. These are reports from
industry as well as from treatment centers that are reporting re-
duced use of the much needed clotting factor.

This is an inappropriate response and the foundation is now
making major efforts to urge hemophiliacs to maintain use of the
clotting factor in the treatment of hemorrhagic episodes.
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The risk of not treating exceeds the risk of contracting AIDS, be-
cause uncontrolled bleeding is the leading cause of death among
hemophiliacs, not to mention the potential of serious orthopedic
complications and crippling if bleeding episodes are untreated.

The fear of AIDS has other tragic implications. No longer are flu
symptoms or fever passed off as trivial problems. Some family
members have questioned whether physicial closeness with hemo-
philic children may be dangerous. Similarly, sexual partners
wonder whether intercourse should be avoided. Many physicians
and treatment centers are deluged with calls from apprehensive
patients and families seeking information, and of course reassur-
ance. Many patients are fearful that their treatment may be
changed. And this is a threat to the autonomy they have gained
through home therapy. And this represents a potential of being set
back two decades to the old sense of helplessness and dependence
upon others.

As you can see, the incidence of AIDS among hemophliacs is of
serious concern. But of even greater concern is the profound
impact of the threat of AIDS.

We are most grateful for the support of Congress and the Federal
agencies involved with AIDS. All of the Federal agencies involved
with AIDS and hemophilia have worked closely with the National
Hemophilia Foundation during this difficult period.

CDC has kept us informed of all new cases and hemophilia-relat-
ed developments in a timely way so we have ample time to commu-
nicate to treatment centers, chapters, and patients throughout the
country. This has helped a great deal to reduce undue alarm that
results from misunderstanding of media reports about the disease.
The CDC has involved the input of our medical expertise and is
working in collaboration with the foundation on two major studies.

The NIH as well has worked closely with the foundation and has
relied heavily upon the input of our medical experts. In response to
the urgency of AIDS, NHLBI has provided increased funding sup-
port for AIDS research and has successfully compressed the peer
review process without sacrificing quality in order to get new re-
search activity moving as quickly as possible.

For example, a study of blood product use in genetic and immu-
nologic factors that may contribute to the development of AIDS was
approved in a very short time. This is also true of two other impor-
tant studies that are just getting off the ground that will begin in
early 1984, which is much shorter than the usual review process.

One of the problems regarding research, according to our medi-
cal advisers, is related to the very complexities of the disease itself.
Because of the many unknowns, it has been difficult for the scien-
tific community to develop a well-focused research strategy which
is needed.

Last January the National Hemophilia Foundation's Medical and
Scientific Advisory Council issued a series of recommendations.
These recommendations included urging that those who might
transmit AIDS should be excluded from blood donation. And here
again the Public Health Service, with the involvement of CDC and
the Food and Drug Administration, used a series of recommenda-
tions -directed at discouraging blood donation from high-risk
groups.
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Last, the Office of Maternal and Child Health, which has respon-
sibility for the Federal Hemophilia Treatment Center program, has
been supportive of all of our efforts concerning AIDS.

In summary, we are pleased with the support, sensitivity, and
sense of urgency demonstrated by the various branches of the
Public Health Service.

But the needs that have been created by the AIDS crisis in our
view will require much more Federal support in the years ahead.
The National Hemophilia Foundation considers research in this
area to be a matter of highest priority. We urge you to give this
problem your most serious consideration.

Adequate funding should be provided to the CDC to expand its
epidemiologic investigation and laboratory studies of AIDS, and
major increase in allocations to the NIH are needed to study the
etiology of AIDS.

Basic research is fundamental in helping us to learn more about
this disease. In addition, the special urgency represented by AIDS
requires specific funding support. The recently-enacted Public
Health Emergency Research Act should be fully funded at the $30
million level, so that funding will be available as new develop-
ments unfold with AIDS.

The AIDS crisis has created a-need for comprehensive care for
hemophiliacs that is greater than ever before. An informal sam-
pling revealed a 25-35 percent increase in patient encounters at
many comprehensive centers throughout the country due to AIDS.
Physicians and nurses are seeing patients more frequently as pa-
tients are being examined and tested for AIDS type symptoms. Pa-
tients require more education concerning their risks and fears as
well as the treatment of actual AIDS cases. This increased demand
for care is most difficult because most of these treatment centers
are operating on a shoestring budget as it is.

We urge an additional $2 million of new funding to be ear-
marked for the Hemophilia Treatment Center program for a total
of $4.6 million for fiscal 1984. This additional funding is essential
to the increase in new AIDS-induced demand for services.

Because there is so much misunderstanding about AIDS and he-
mophilia, it is important that funding be provided to expand the
flow of accurate information to physicians and patients throughout
the country in order to improve patient care and to coordinate he-
mophilia-related research activity. Currently, the National Hemo-
philia Foundation is partially addressing this need through its
scarce resources and we would be supportive of any government
initiative in this 3rea.

In closing, I would like to express our appreciation to this com-
mittee for the focus you are providing on this disease. We need
your help to respond to this new and devastating problem.

The recognition that AIDS appears to be transmitted through
clothing factor concentrates has had a profound effect on the hemo-
philiacs and their families. Indeed, AIDS is a cloud over the entire
hemophiliac community.

I thank you for providing us with the opportunity to share our
views with you today. Thank you very much.

[The prepared statement of Mr. Brownstein follows:]
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I am Alan P. Brownsten, the Executive Director of The National Hemophilia Foundation. The National
Hemophilia Fourdation Is made up of 48 chapters throughout the country and is the only national organization
In the United ' ates that Is exclusively devoted to Improving the health and welfare of the 20,000 persons with
hemophilia and other related bleeding disorders. (Attached to the testimony is a brochure that briefly
describes hemophilia and the work of the Founation.)

The Foundation Is most grateful for the support that Congress has provided over the years for much needed
hemophilia research and care. As you are aware, this support has facilitated a revolution in henlophlila
treatment over the last ten years. Plasma clotting factor concentrates have become widely available and home
Infusion therapy has freed these patients from hospital care and emergency room visits. The Committee report
accompanying the Budget Omnibus Reconciliati)n Act of 1981 (H.R.3982) coaciuded . . . hemophilia
treatment Is one of the biomedical and medicalsuccess stories of the decade.' This statement Is based on clear
cut documentation of progress In hemophilia treatment over the past eight years. I ask you to consider the
following 1981 data as compared with 1975:

- the number of patients receiving comprehensive care increased more than 350%;

- the number of patients on home care nearly quadrupled;

- hospital utilization is down more Shan 80% (average hospital days per year reduced from 9.4 to 1.8);

- the percent of unemployed adults droppec from 35% to 12.8%; and

- there has been a 75% reduction In the number of days lost from work or school each year.

These Important human benefits arecoupled Alth significant economic savings - careful studies have
documented a 62% reduction in total health cost pc r patient ($15,800 per year In 1975; $5,932 per year In 1981)
for the 9,500 hemophiliacs enrolled in federally subsidized comprehensive care centers.

Clearly, the advances In hemophilia care (i.e., aval ability of AHF concentrates, comprehensive care and home
therapy) have enabled hemophiliacs, for the firsi time in history, to lead nearly normal, full and productive
lives - a truly dramatic turnaround from the early 19701s.

The Impact of AIDS
Now we are faced with the frightening specter of AIDS as it has appeared in the hemophilia population.
Although in absolute terms the number of hemophiliacs (16) who have become afflicted with AIDS may seem
small, the risk of contracting AIDS Is far greater tmong hemophiliacs than any other risk group. Today, of the
20,000 hemophiliacs, one out of 1,250 has contracted AIDS. Further, if you consider that there are
approximately 7,500 hemophiliacs who are classIf ed as severe, who are far more dependent on blood clotting
products, the risk Is much greater - 1 In 500. It Is Indeed Ironic that the very substance that has served to
liberate hemophiliacs from the disabling aspects of their disease is now highly suspect as the source of AIDS
infection. To those with hemopilla, AIDS represents the makings of a nightmare - a lethal threat from a
mysterious source. Blood clotting factor replaced ent, the source of their newly found freedom from pain and
disability, has changed overnight from a life sustilning substance to a possible threat to their survival. The
progress of two decades suddenly became a mlxed blessing'.

The fear of AIDS among hemophiliacs has been exacerbated by extensive and In some Instances distorted
reporting by the medil.lnimany respectsexcess fear of AIDS among some hemophiliacs has presented more
risk of death and diallity than AIDS itself. Some patients have abandoned appropriate use of blood products
because they fear contracting AIDS. This is Iased on anecdotal reports from patients and physicians,
particularly orthopedists, who have reported Inctreased joint damage resulting from Inadequately treated
bleeding episodes. This concern Is further documented by reported reductions In blood clotting factor sales
from Industry and reduced blood clotting factor use from treatment centers. This Is an Inappropriate response
and the Foundation Is now making major efforts to urge hemophiliacs to maintain use of clotting factor In the
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treatment of hemorrhagic episodes. The risks of not treating exceed the risks of contracting AIDS because
uncontrolled bleeding is the leading cause of death among herrophilacs not to mention the potential of serious
orthopedic complications If bleeding episodes are untreated.

The fear of AIDS has other tragic Implications. No longer are flu symptoms or fever passed off as trivial
problems. Some family members have questioned whether physical closeness with their hemophlic children mxy
be dangerous. Simlarly, sexual partners wonder whether intercourse should be avoided. How iad it was the
other day when I learned from one of our chapters that their hemophilia camp enrollment was down 7S% this
year because parents of hemophillc children had fear of their children being exposed to other children with
hemophilia. We are now beginning to get reports of instances In the workplace where fear of co tra.tlng AIDS
is expressed by those working side by side with hemophillacs.

Many physicians and treatment centers are deluged with calls from apprehensive patients and f imilles seeking
Information and, of course, reassurance. A number of physicians themselves are concerned and disagreement
exists among experts as to whether or not treatment should be modified. Some have sugg-isted that the
potential for reducing the risk of AIDS would be increased If cryoprecipitate, which Is derived from smaller
donor pools was used Instead of the dominant replacement therapy now In use - AHF concentrates, which are
derived from much larger donor pools. Yet, there is serious question raised as to whether or not this would
represent a safer alternative and, of course, the patients are caught In between as the uncertainty among
physicians compounds the distress. Many patients are fearful that their treatment may ihj changed - a
perceived threat to autonomy gained from home therapy and the potential of being set back two decades to the
old sense of helplessness and dependence upon others.

As you can see, the Incidence of AIDS among hemophiliacs Is of serious concern, but of even gre ster concern is
the profound impact of the threat of AIDS for all hemophiliacs throughout the country. Because it is suspected
that this dreadful disease Is caused by a transmissible agent that can be spread through blood products, we urge
that the public sector continue and expand its efforts to learn more about the spread and etiology of this
disease.

The Federal Response to AIDS: Current
We are most grateful for the support of Congress and the federal agencies Involved with AIDS. All of the
federal agencies Involved with AIDS and hemophilia have worked closely with The Natioral Hemophilia
Foundation during this difficult period.

The Centers For Disease Control (CDC) has kept us Informed of all new AIDS cases and hemophilia related
developments. They have been sensitive to the needs of our constituents by providing background Information
In a timely way so that we have ample time to communicate to treatment centers, chapters ancs patients. This
has enabled us to establish the Foundation as the major source of information for the hemophilia community.
This has helped a great deal to reduce undue alarm that results from misunderstanding of media, reports about
the disease. The CDC has served as an always available source of Information which has helped t) control many
unfounded rumours (and there have been many). The CDC has heavily Involved the Input (of our medical
expertise and Is working in collaboration with the Foundation on two major studies.

The National Institutes of Health (NIH) as well has worked closely with the Foundation and ha*. relied heavily
upon the input of our medical experts.

In response to the urgency of AIDS, the National Heart, Lung and Blood institute (NHLBI) has provided
Increased funding support for AIDS research and has successfully compressed the peer review process, without
sacrificing quality, In order to got new research activity moving as quickly as possible. For example, a study of
blood product use and genetic and Immunologic factors that may contribute to the development of AIDS was
approved (pending final determination of funds needed) In a short time.

NHLBI has also issued an RPA on july 1S to develop new tests for determlnIng the AIDS carrier state. And, at
this time, an RFP Is being prepared for a prospective opidemlologic study on hemophilia and other diseases
requiring blood product use. It is expected that both of these studies will be operational within seven months of
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Issuance of :he RFAIRFP. We are impressed with this responsiveness because, as you know, the peer review
process usually takes much longer. It is clear to us the NHLBI has been active in generating ideas as well as
committing resources to seeking new scientific thinking.

One of the problems regarding research, according to our medical advisors, Is directly related to the
complexlties of this disease. Because of the many unknowns, it has been difficult for the scientific community.
to develop a well focused research strategy.

Last January, The National Hemophilia Foundation's Medical and Scientific Advisory Council issued a series of
recommends tions (full text of January 14, 1983 recommendations attached) to prevent AIDS in patients with
hemophilia. One of those recommendations urged as a precautionary measure that those who might transmit
AIDS should be excluded from blood donation. The Public Health Service (PHS), with the Involvement of CDC
and the Food and Drug Administration (FDA) Issued a series of recommendations directed at discouraging
blood donation from high risk groups. And, most recently, the FDA's Office of Biologics held a meeting on July
19 to dis-cuss the safety and purity of plasma products with specific attention directed at recall of plasma
derivatives in situations where a donor is Identified as an AIDS patient or has symptoms of AIDS. There was
agreement about having ongoing discussion concerning newly reported cases of suspect donors.

And lastly, the Office of Maternal and Child Health (OMCH), which has responsibility for the federal
hemophilia treatment center program, has been supportive of all of our efforts concerning AIDS. OMCH was
very helpful In assisting us In our collaborative survey with CDC of all treatment centers In the nation. Further,
efforts are teing made to Identify resources to bring treatment center directors together In the Fall to discuss
AIDS and its Impact on treatment.

In summary, we are pleased with the support, sensitivity and sense of urgency demonstrated by the various
branches of the PHS.

The Federal Response to AIDS: Future
The needs that have been created by the AIDS crisis, in our view, will require more federal support In the years
ahead. Because hemophiliacs require blood products for their very survival and because these blood products
have the po :ential for AIDS, the hemophiliac has a special interest In efforts to understand and control this
disease.

A. Researh - The National Hemophilia Foundation considers research In this area to be a matter of highest
priority and we urge you to give this problem your most serious consideration:

- adequ te funding should be provided to the CDC to expand its epidemiologic Investigation and laboratory
studio; of AIDS; and

- major increases in allocations to the NIH are needed to study the etiology of AIDS.

In recent years, NIH funding has not kept pace with inflation. Basic research Is fundamental in helping us to
learn more about this disease. in addition, the special urgency represented by AIDS requires specific funding
support. The recent enactment of the Publir Health Emergency Research Act (H.R.2713) provides up to $30
million for tit purposes of having the financial reserve capacity to address public health emergencies such as
AIDS. We urge that appropriations be made at the $30 million level, so that funding will be available as new
research direction is defined for AIDS. We also urge that efforts continue to review research proposals as
rapidly as Fossible without undermining the quality of the peer review process.

B. Treatment Center Funding - The AIDS crisis has created a need for comprehensive care that is greater
than ever 5ofore. An In ormal sampling has revealed a 25% to 35% increase in patient encounters at many
comprehensive care centers and this is specifically due to concern about AIDS. Physicians and nurses are
seeing patients much more frequently as patients are being more carefully examined and tested for AIDS type
symptoms; patients require more education concerning the risks and their fears; as well as treatment of actual
AIDS cases. This increased demand for care Is most difficult because most of these treatment centers are
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operating on a shoestring budget after being cut back 22% last year.

We urge an additional $2 milflon of new funding to be earmarked for the hemophilia treatment center program
for a total of $4.6 million for fiscal year 1984. This additional funding Is essential If we are to adequately
address this new AIDS-induced need for services for thos, who are currently enrolled In comprehensive care
centers. This would also provide a modest expanlen of comprehensive care to those states that are not
currently part of the federal treatment center network.

C. Patient and Provider Education- Because there Is so much misunderstanding about AIDS and hemophilia,
It Is important that funding be provided to expand the flow of accurate Information to physicians and patients
throughout the country In order to Improve patlest care and to coordinate research activity. Such an
Information network would also serve to collect hemolhilia specific AIDS related data, survey and disseminate
Information concerning product use and new forris oi treatment. Currently, The National Hemophilia
Foundation Is partially addressing this need through its scare resources. The National Hemophilia Foundation
would be supportive to any government Initiative in this area. Activediscussion is currently underway with the
OMCH for potential funding In this area

In closing, I would like to express our appreciation to this Committee for the focus you are providing on this
disease. We need your help to respond to this new and potentially devastating problem.

The recognition that AIDS appears to be transmitted through clotting factor concentrates has had a profound
effect on hemophiliacs and their families throughout the country. AIDS Is a cloud over the entire hemophilia
community.

Thank you for providing us with the opportunity to share our views with you today.

August 1, 1983
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4 What You Should Know About Hemophilia

WHAT IS HEMOPHILA?
Hemophilia is a, hereditary blood clotting disorder which
affects males almost exclusively. Although most of the time
i is inherited, hemophilia can occur in fanlies without a

known history of the disease
Hemophilia is caused by the inactivity of ore of the blood
proteins necessary for clotting. Scientists continue to direct
their research lard determining the cause of this inactivity
Hemophika is classified by its level of seventy mild.
moderate, andl severe. Severity is determined by the
percentage of active clotting factor in the blood. Persons
with seere hemophilia have less than 1% of the normal
levels of ctMi clotting factor present in their blood By
definition, normal levls can vary between 50% and 150%
Our definition of hemophilia includes Hemophilia A
(Classcal Hemophilia, Factor VIII deficiency), and
Hemophilia B (Christmas disease, Factor IX deficiency)
Von Wllebrandi disease (which also affects females) and
other rare clotting disorders may have similar symptoms.
but are not utmualy termed hemophilia Nonetheless, these
disorders are included within the purposes and program
of the Nationll Hemophilia Foundaton.

WHO GETS HEMOPHILA?
Hemophilia can occur in any family, even one without a
known history of the disease
Hemophilia equally affects people of all races, nationalities.
and econonac vels
Hemophilia occurs most often in males, but a few females
have the disorder Von Willebrand's disease occurs in both
males and emales.

HOW DOES HEMOPHILIA OCCUR?
Hemophilia, is a genetic disease Mothers with apparently
normal clolting ability may, nonetheless, pass hemophilia on
to their aoes. In most instances, there is a known family
history of hemophilia, however, up to S6 of newly discovered
Cases occur in families without a history of this disorder
Daughters may carry the gene for hemophilia, but rarely
he symptoms of the disease
A hemophilic male cannot pass the disease on to his sons
Howe, all of his daughters will be genetic carriers of the

disease and they can pass hemophilia on to succeeding
,eneratKns Von Willebrandti disease and other clotting
disorders have different patterns of inheritance

HW MANY PEOPLE HAVE HEMOPHILA?
There are at least 20,000 males in the Unried States that
have hemophilia This estimate does not include the many
mild cases, who remain undiagnosed until after major
trauma or surgery
With hemophilia occurring in one out of every 4,000 live
male births, this population is expected to continue to grow.
as medical advances have enabled the hemophiliac to
approach a normal life expectancy
The prevalence of Von Willebrandys disease and other
clotting disorders may be as high as that for hemophilia

WHAT HAPPENS
WHEN A HEMOPHIUAC BLEEDS?
A hemophiliac does not bleed faster than anyone else, but
he may bleed for a longer period of time
Contrary to the common conc option. hemophiiacs do not
b/eed to death from minor external wounds Minor cuts are
easy treated, much as they are with the non-hemophilac
The major problem for the hemophiliac is uncontrolled
internal bleeding which can begin spontaneously without
apparent cause It internal bleeding is not quickly stopped
with appropriate treatment. it will result in oain and swelling
Over a period of time bleeding into points and muscles can
cause permanent damage and chronic pa,n

HOW IS HEMOPHILIA TREATED?
The hemophiliac is treated by infusing a clotting factor,
derived from human blood, which remains active in his
blood for a short period of time Each time internal bleeding
occurs, additional clotting factor is needed It is important to
administer clotting factor as sooni as internal bleeding
begins in order to reduce the chances of permanent
damage
Although there are effective controls, there Is no cure for
hemophilia A child born with the disease will have it all of
his life

HOW MUCH DOES
HEMOPHLIA CARE COST?
The treatment of hemophilia is extremely expensive
Because hemophiliacs have a virtuaty normal Ifespan, they
must bear the catastrophic costs for a lifetime. The cost of
blood products and other hemophilia-related medical
expenses wil vary from person to person Studies
have shown that tie average cost to an individual is
approximately $10,000 a year On occasion, complications
of hemophilia have caused annual medical expenses to
exceed $100,000.

WHAT ADVANCES HAVE BEEN MADE IN
THE TREATMENT OF HEMOPHILIA?
The treatment of hemophilia has radically changed since the
1960's due to the availability of plasma clotting factors in
concentrated form. As a result, the quality of hemophiliact
lives has improved dramatically Hemop.i'ilacs and their
famdws are being taught to administer clotting factor
concentrate at home, at work, and at school (see
photograph on cover). Home therapy enables early
treatment and frees the patient and his family from complete
dependency on the hospital With adequate clotting factor
and careful management, most hemophiliacs may safely
undergo complex dental procedures and major surgery.
Counseling and educational services have substan-
tially enhanced the potential for hemophiliacs to lead
independent lives Of particular note is the expansion in
genetic counseling due to recent advances in genetic
testing (e g detection of carriers and prenatal tests)

WHAT NEEDS TO BE DONE?
* Find a cure for hemophilia through research
* Provide optimal heath care to all hemophiliacs
* Reduce the prohibitrve cost of treatment
* Improve employment opportunities
" Improve availability of health and life insurance
" Educate the public about hemophilia
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Recommendations of
the Medical and cientificA-dvisory Council suBmni'tted
to the NHF Bo~ard of Directors

THE N9lON&
IEvIOAU.JA FOLNDAMlN

THE NATIONAL HEMOPHILIA FOUNDATION
MEDICAL AND SCIENTIFIC ADVISORY COUNCIL

January 14, 1983

RECOMMENDATIONS TO PREVENT AIDS IN PATIENTS WITH HEMOPHILIA

L Recommendations for physicians treating patients with hemophilia.
A. It is recommended that cryopeecipitate be used to treat patients in the following

groups except when there is an overriding medical indication:

- newborn infants and children under 4;
newly identified patients never treated with factor VIII concentrate;

- patients with clinicaly mild hemophilia who require infrequent treatment.
Similar guidelines should be applied to factor IX deficiency patients where fresh
frozen plasma can be used instead of concentrate.

B. The potential advantages and disadvantages of cryoprecipitate versus factor VM
concentrate therapy for severe hemophilia A are not clear at the present time and
are controversial. The Medical and Scientific Advisory Council does not offer a
specific recommendation at this time, but will continue to review the data.

C. DDAVP should be used whenever possible in patients with mild or moderate
hemophilia A.

D. All elective surgical procedures should be evaluated with respect to the possible
advantages or disadvantages of a delay.

11. Recommendations to factor VIII concentrate manufacturers:
A. Serious efforts should be made to exclude donors that might transmit AIDS. These

should include:
1. Identification, by direct questioning, individuals who belong to groups at high

risk of transmitting AIDS, specifically male homosexuals; intravenous drug
users; and those who have recently resided in Haiti.

2. Evaluation and implementation (if verified) of surrogate laboratory tests that
would identify individuals at high risk of AIDS transmission.

3. In addition, the manufacturers should cease using plasma obtained from donor
centers that draw from population groups in which there is a significant AIDS
incidence. It is clear from the epidemiologic data that the pool of individuals
at risk for AIDS transmission is not uniform throughout the country and that a
great deal could be achieved by excluding donors from the "hot spots".

B. Efforts should be continued to expedite the development of processing methods
that will inactivate viruses potentially present in factor VIE concentrates.

- over -
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C. There should be an evaluation of the possibity that U),3 yield of factor VIII in
pheresis donors could be increased using DDAVY or e.;ercia to rrax!mize yield.
This would permit a reduction in the size cf te. 4l3nor ,0 .d voted! compensate
for losses in plasma that might occur due to steps rcted toove.

D. There should be an evaluation bf the feasibility of fractionating and processing
plasma so that lyophilized small pool products are available. While this will
certainly be more costly, it may be the only way to break out of the present
dilemma without going to an a-cryopreclpitate effort.

L. Concentrate manufacturers should immediately cease purchase of recovered
plasma for factor VIII concentrate from blood centers that do not meet the criteria
listed in U A above. These criteria should also apply to the production of
cryoprecipitate.

F. Manufacturers should accelerate efforts towards the production of coagulation
factor concentrates by recombinant DNA technology.

Ml. Recommendations to regional and community blood centers:
A. Those centers that are in regions in which there is a very low incidence of AIDS

should increase capacity for cryoprecipitate production to be used locally and in
other regions.

B. These centers should evaluate the feasibility of preparing small pool lyophilized
cryopreipitate for hemophilia treatment.

C. The production of cryoprecipitate should also adhere to criteria detailed in hA,
above.

26-097 0-83---5
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THE N flN.

HEMOPHILIA AND ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)
FACT " E T

FEDERAL SUFPORT NEEDS

FULL FUNDING FOR EPIr':;,IOLOGIC INVESTIGATION AND
LABORATORIES STUI)'.3. (CDC);

FULL FUNDING OR BASI( BIOMEDICAL RESEARCH, AIDS-
SPECIFIC FUNDING AND $30 IiILLION APPROPRIATION FOR THE
PUBLIC HEALTH EMERGENCY ACT (NIH);

$4.6 MILLION ($2 MILLIOtI NEW FUNDING) TO SUPPORT
HEMOPHILIA TREATMENT (:ENTER PROGRAM TO MEET THE
INCREASED DEMAND FOR SERVICES DUE TO AIDS (OMCH); AND

FUNDING FOR PATIENT AND PROVIDER EDUCATION RELATED
TO AIDS.'

I. HEMOPHILIA - WHAT IT IS - Hemophilia Is a lifelong, hereditary blood clotting disorder which affects
males almost exclusively. Hemophiliacs? blood does not clot due to the Inactivity of a plasma protein In their
blood. Hemophiliacs may experience uncontrolled, paliiful bleeding and hemorrhaging. Chronic Joint bleeding
results In progressive joint damage and crippling without adequate treatment.

II. INCIDENCE OF AIDS - Sixteen cases of AIDS c,)nflrmed, ,Ine deceased. This represents a rate of one
out of 1,250 hemophiliacs with AIDS. Among hemophilia acs who are classified as severe, the rate Is one In 500.

Ill. IMPACT OF AIDS - Since the early 1970's, the advances In hemophilia care have enabled hemophilacs,
for the first time in history, to lead nearly normal, full ind productive lives. Now this population is faced with
the frightening specter of AIDS. Blood clotting factor replacement, the source of their newly found freedom
from pain and disability, has changed overnight from a life sustaining substance to a possible threat to their
survival. The fear of AIDS has tragic Implications. Some hemophiliacs have abandoned use of blood products
even though the risks of not treating exceed the risks ol contracting AIDS because unconrolled bleeding is the
leading cause of death among hemophiliacs, which Is compounded by the potential of serious orthopedic
Implications If bleeding episodes are not treated.

IV. RESEARCH, HEMOPHILIA, AND AIDS - Beceuse hemophiliacs depend upon a factor derived from
blood plasma, they ue vulnerable to anything that nay contaminate blood products. More research and
epIdemIologic work needs to be done to reduce the spread of AIDS and, In the long run, to reduce otherrisks of
blood Infectivity In the future. Such research will benefit the general public as well as hemophillacs.

V. HEMOPHILIA TREATMENT AND AIDS - Due to AIDS, the need for comprehensive care is greater than
ever before. Physicians and nurses are seeing patients much more frequently and the need for psychosocial
Intervention has greatly increased.

VI. PATIENTIPROVIDER EDUCATION AND AIDS - Because there Is so much misunderstanding about
AIDS and hemophilia, It Is Important that funding be pIovided to expand the flow of accurate Information to
physicians and patients.

August, 1983
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Mr. WEISS. I want to thank all of you for your testimony. It has
been very effective, eloquent, and factual.

I also want to thank each of you for summarizing and highlight-
ing your testimony. Your prepared statements will all be entered
into the record. I hope that not only members of this committee,
but Members of the House and the general public will take occa-
sion to read those full statements because they are filled with a
wealth of factual information and analysis that go far beyond the
summaries which we asked you to make in the interests of saving
time.

We will again adhere to the 5-minute rule and go around as
many times as is necessary to cover all the questions that members
have.

Ms. Apuzzo, in the course of your testimony you stressed, as did
some of the witnesses prior to your testimony, the issue of confi-
dentiality. And as you may know, for some 8 to 10 weeks this sub-
committee has been attempting to get access to factual information
from the Centers for Disease Control and other component agencies
of HHS. HHS has repeatedly raised the issue of confidentiality,
claiming they were not confident that the subcommittee would
adhere to the requirements of confidentiality.

We have taken great pains, as I said in my opening statement, to
assure and reassure the Department that, in fact, we had no inter-
est in learning the names of people afflicted with AIDS. They were
not necessary for our oversight work. Indeed the last thing that we
did was to provide a detailed system for CDC to excise whatever
names may be in those files and to assure that our people would
never get to see them.

We still have not gotten access to the files, incidentally.
I give you all that background because I really had not known

until I read your testimony the extent to which CDC has been
using the other side of the argument in refusing to recognize the
concerns that the community at risk, which you represent, had
about questions of confidentiality.

I find that to be the height of cynicism; in the one instance to be
using the confidentiality argument to obstruct the work of their
oversight subcommittee and, at the same time, to refuse to recog-
nize the legitimate confidentiality concern which you have ex-
pressed.

Would you go into some greater detail as to what efforts you
have made to work out the confidentiality issue with CDC?

Ms. APuzzo. Yes, Mr. Chairman.
It is necesary to provide you with some sense of what our com-

munities are dealing with in their various locales. In New York,
early on confidentiality became an issue of enormous concern to us,
an issue relating to the blood question, and in-the context of epi-
demiology.

We have attempted in our own networks to raise the conscious-
ness of our community about the necessity of being as cooperative
as possible in reaching a resolution of AIDS. But again and again,
as Mr. Callen pointed out, the community has had to acknowledge
that there was no premise, no substance, no basis upon which to
provide information to a government that in fact denies us job se-
curity-in 24 States we are illegal, sir-denies us the opportunity
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to serve in the military, denies us the opportunity to raise our own
children, denies us an opportunity to teach other people's children.

You must understand the reality of our lives. When that Govern-
ment-CDC, NIH, any other Government institution-comes to us,
asks us questions that in fact represent illegalities in I believe 24
States-you must understand that it is not paranoia. It is the very
real fear of our lives that has raised our concerns here.

We have worked in locales and then had an opportunity in-Y
Denver to come together at a gay lesbian health conference, where
I chaired a public policy seminar. At that particular seminar, we
had paradigms, constructions, that we had worked out with
Lambda legal defense to demonstrate that we would be willing to
provide all the information essential, providing confidentiality
would be assured, that providing that CDC and Government would
enter into an agreement to assure us that in fact this information
would not be used to sabotage our lives in the future.

We have not been able to get to first base in our negotiating with
CDC to utilize this kind of a system. And so it is only as a last
resort that we come requesting that legislation be considered that
would guarantee not only thoroughness in that vital area of epi-
demiology, but the security needed so that persons could respond to
questions and could guarantee integrity about that data that we so
desperately need. That has been just a bit of our experience.

Mr. WEISS. Thank you very much.
Dr. Compas, in the course of your testimony, you indicated that

in New York City the Department of Health has now removed Hai-
tians as a special category of communities or groups at risk. You
have indicated that has not yet happened with CDC at the national
level.

Have you engaged in any discussions or are there discussions on-
going regarding CDC following through on a similar kind of deter-
mination?

Dr. COMPAS. Yes. In fact, we have started to discuss with CDC
more than a year ago. Two or three weeks ago we have met with
Dr. Joyce Johnson, who is supposed to be the chief epidemiologist
for epidemiological research in the Haitian community. We told
her what we consider as a weakness in those studies upon which
the classification is done.

What we have found is that, as I have said in my testimony,
most of the patients were interviewed by Americans, who don't
know the Haitian culture, don't speak Creole, don't speak French
at all. Those patients are undocumented, what they call '"Iegal
aliens."

They came to their bed, asking questions like: are you homosex-
ual, drug addicts, all things that are supposed to be illegal. The
answer was always no. What we have told the CDC is that the in-
terviewers should be Haitians, people who do understand the cul-
ture of the patients and who can communicate properly with the
patients.

In New York City, Dr. Sencer understood what we have told him,
he is a very scientific man. On the basis of what we have found in
New York, he decided to remove the Haitians from the high-risk
group. The CDC, in their article in the New York Times yesterday,
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said that they are not going to remove the Haitians on their list,
and also they are not going to use any Haitian interviewers.

In fact, somebody said, Dr. Fishee I think from Miami, she said
she doesn't believe that Haitians should interview Haitians, which
is in our opinion totally unscientific. If you are dealing with people
who-are in a different catergory, have a different culture, you have
to use agents who know this culture.

I feel in the gay community here, the people who are interview-
ers were Americans, they share the same culture as the gay com-
munity, they have some differences-but basically the cultural
background is the same. And we do feel it should be the same for
Haitians.

Mr. WEISS. Thank you very much.
Mr. Walker?
Mr. WALKER. Thank you, Mr Chairman.
Ms. Apuzzo, I understand from the chairman now that your writ-

ten record, your written remarks have been submitted for the
record.

Ms. Apuzzo. Yes, sir.
Mr. WALKER. And I assume, then, that questions about those

written remarks are in order as well as what you delivered.
Ms. Apuzzo. To the best of my ability I will attempt to, sir.
Mr. WALKER. Fine, thank you.
On page 3, you make the allegation or the suggestion that dis-

crimination, either racial or otherwise, is being pursued against
people with AIDS. And you suggest rather vividly that someone in
the Government thinks that AIDS victims are expendable.

Those charges are pretty sensational, and they are pretty seri-
ous. What I would ask you, since they are on the record, is if you
could provide us with the names of any Government officials who
you think are guilty of such acts, and if you could give specific inci-
dents that have led you to make such serious allegations.

Ms. Apuzzo. Yes, sir.
Let me say that I will provide you with additional data. But let

me say this, sir: In the last year the blood issue, as we have heard
from our representative from the hemophilia community, this last
year the gay community and other communities, the Haitian com-
munity, have been essentially standing out there on a limb where
the blood issue has been concerned.

If you will, sir, it was 1 year ago, that Dr. Curran came to New
York and identified the blood issue as a very volatile issue.

There is no need to demonstrate to you, I think, the amount of
stigmatization associated with the term "gay blood, bad blood." I
think it pretty much speaks for itself.

In that year, we have headline after headline after headline that
suggested that the blood supply in this country was being contami-
nated by homosexuals. The homosexual community has responded
with what I consider to be unprecedented force and unprecedented
commitment, to educate itself, educate itself long before the media
took up the question of AIDS.

If you look back at the publications in this community over the
last 2to 3 years, you will find that each publication, many of which
are circulated free of charge, have made every attempt to bring to
the gay community the latest information, attempting to get the
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gay community politicized, to be able to apply pressure, and beyond
that, in light of this blood crisis, attempting to demonstrate to our
community a responsible response to what was being told to us.

In that 12-month period, sir, we have been left hanging out on a
limb.

Increasingly, headlines have alleged that we were simply looking
to be obstreperous or failing to cooperate with a life and death situ-
ation.

I maintain, sir, that the lethargy with which the Federal Govern-
ment has responded has made many- of us victims of redtape, as we
heard earlier.

That kind of vulnerability to a community that is already vul-
nerable, has resulted in outbreaks of violence against gay people,
which I can document and give you names.

I don't know the facts about how much research is actually going
on, despite the fact that I have asked for it consistently. I don't
know today what programs are going on where.

I have information to the fact that in this 1-year period, despite
the fact that Dr. Curran came to us a year ago and identified the
volatile issue of blood, there is now $56,000 in one program seeking
to find a resolution of the blood issue, which has left us very vul-
nerable.

Mr. WALKER. I thank you, and I hope you will provide us for the
record with the specific incidents to which you refer.

If I understand, though, in your testimony, I did not hear the
names of any Government officials specified here. You were evi-
dently indicating or expressing the attitude that AIDS victims are
expendable.

There are such Government officials?
Ms. APuzzo. Sir, when a government fails to respond to an issue

that is resulting in the loss of life, it is convenient not to be able to
find a single individual.

It is convenient to blame it on a system, but that system, in fact,
has been something less than just lethargic in responding to our
need, something less than just lethargic to responding to our cry
for assistance, and what I would consider to be an attempt to co-
operate. This community has approached the Government consist-
ently, attempting to cooperate and be a part of the process with the
Government. Rarely has that offer been accepted.

Mr. WALKER. I was going to ask you to go beyond the systemic
problem and identify the specifics.

Ms. Apuzzo. I think, sir, when fully 6 months ago I asked Dr.
Curran, in the company of representatives from the Lambda Legal
Defense', over the telephone, for a report that would demonstrate to
us exactly what programs were in effect, what their costs were,
what professional personnel were assigned, and what the clerical
support were for each of those programs, and I did not get an
answer; and 2 months later I wrote a letter to Dr. Brandt; 2
months ago, I wrote to Secretary Heckler and still do not have an
answer. That is a 6-months' lag, and if we don't know what the
Government is actually doing, how can we responsibly know what
it is to ask for?

Mr. WALKER. You mentioned on three occasions, Dr. Curran. Are
you accusing Dr. Curran of engaging in racial or other-

-1 , -WWM -is
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Ms. APuzzo. The issue has to do with the fact that the victims of
AIDS, 40 percent of the victims of AIDS, are people of color.

The longer the situation is allowed to persist, the more vulner-
able the population is.

Mr. WALKER. OK. I am trying to get to some specifics here,
though.

Are you accusing Dr. Curran of engaging in discrimination or in
treating the problem as though AIDS victims are expendable?

Ms. Apuzzo. I am accusing the entire system, sir, of failing to re-
spond with the same speed and the same commitment that might
have been its motivation, if those persons who were vulnerable to
AIDS were, in fact, a member of another sociological group.

Mr. WEISS. If the gentleman will allow, 7 minutes have elapsed.
We will come back for a second round.

Mrs. Boxer?
Mrs. BOXER. Mr. Brownstein, do you feel that there should be a

way to develop a test so we can tell from a blood sample if it car-
ries AIDS disease?

Mr. BROWNSTEIN. Absolutely; yes. We have supported that as
being the best way of preventing AIDS until we learn more about
how this disease is spread, and what it is; there should be some
sort of a test.

Mrs. BOXER. Do you know at this time whether such research is
going on in the Feeral Government?

Mr. BROWNSTEIN. Yes, it is. The Centers for Disease Control is
exploring different types of tests, and also an RFA has been issued
by NHLBI to determine, to learn more about the AIDS carrier
state, and should be operational at the beginning of 1984, and hope-
fully this will provide new information about what kind of testing
should be applied to the blood.

Mrs. BOXER. What does the Government, if you know this, spend
on research on hemophilia?

Mr. BROWNSTEIN. OK. -
Mrs. BOXER. What did it spend in the height of the research

effort?
Mr. BROWNSTEIN. I cannot answer that specifically. One of the

problems is that there are so many areas that are related to hemo-
philia; much of genetic research is related to hemophilia, as is
much of the research related to joint diseases, and so on; so it is
difficult to pinpoint a specific number, but we do receive printouts
from the various Institutes of the NIH, so that the Foundation and
its medical research advisory group can keep tabs on what is going
on in different places, and I would be glad to share that informa-
tion with you after this hearing.

Mrs. BOXER. You can't give me a ballpark figure as to how much
research money is spent specifically through the Hemophilia Foun-
dation, so we can try to get a handle on that kind of information?

Mr. BROWNSTEIN. Specifically, through The National Hemophilia
Foundation, there is about $100,000 of research.

NHF is a small foundation. That is private nongovernmental
funds supplemented by about $30,000 of Government funds.

Mrs. BOXER. So you feel, I would assume, above and beyond that,
we would need to put more funds into the testing of blood to pick
up the AIDS disease?
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Mr. BROWNSTEIN. Absolutely.
Mrs. BOXER. Have you quantified how many dollars it would take

just on that research effort alone? Any ideas on that?
Mr. BROWNSTEIN. No, but we can furnish that information to this

committee, should it be desirable.
Mrs. BOXER. I would appreciate that.
[,The information follows:]
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September 7, 1983

Honorable Barbara Boxer
U.S. House of Representatives
1517 Longworth House Office Building
Washington, DC 20515

Dear Ms. Boxer:

I am most pleased with the Interest you have taken concerning the serious
matter of Acquired Immune Deficiency Syndrome (AIDS) and your participation
in the hearing that was conducted on August 1-2 by the House Intergovernmental
Relations Subcommittee.

Mr. Alan P. Brownstein, Executive Director of the National Hemophilia
Foundation, requested that I respond to a question that you had asked concerning
the development of a blood test to detect the AIDS carrier state. As I am sure
you can appreciate, there are many variables (including chance) that would
affect the amount of time and funding support that would be required to develop
a test that was sufficiently specific and sensitive to detect AIDS or markers
for AIDS In Individuals who were asymptomatic but whose blood wis potentially
infectious. In my opinion, the first step would be to develop a collection
of white cells and plasma from a large number of individuals at high risk for the
development of AIDS and analyze these stored samples when AIDS developes in those
who donated these blood samples. Given the long incubation period associated
with AIDS, this would require at least 2 - 4 years and a 52 - 5 million
investment. The specific cost of such a study would depend upon how many
individuals were included in the sample, how frequently they had samples taken,
and where the study was conducted--clearly, high risk areas would be more
likely to provide useful information.

Another more broadly based approach depends upon a better understanding of
the immune deficiency in AIDS through basic research. This would also help in
developing a suitable blood test.

I wish I could be more specific about such an effort, but our level of
understanding of AIDS limits our ability to provide a definite answer at this
time.

Once again, I am most appreciative of your commitment to help us learn
more about the etiology of AIDS and its treatment.

,6e (Y,4 V "' Sincerely yours, ,4 7 '

cc: A.P. Brownstein Leon W. Hoer, M.D., Chairman-9,EsT $AtMsTEE.sIE124.N YIP.t~il Z n W4i,,isory Council
19 WES 34th TREET SUITE1204 0NWYN.. Y"fi
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Mrs. BOXER. Dr. Compas, I was rather shocked by what I am con-
cluding as a result of your testimony. It appears to me that the
Haitian community was branded as an entire community before it
should have been, and that because we used sloppy techniques in
interviewing the patients, that it is your conclusion that the Hai-
tian people who have AIDS are the same high-risk population as
the American population, if you will, and that, at this point, you
say in your testimony on page 5 that you have received no official
answer from CDC on discussing this problem.

My concern is, if, in fact, it turns out that you are correct, and
they were wrong, and they had sloppy information, that you have a
stigma on your community, and if that should be the case, do you
think it would be incumbent upon HHS and this Government to
really clear the name of the Haitian community in terms of its not
being any different than any other community? And should that be
done, if this proves to be the case, with a massive public education
effort?

Dr. COMPAS. Yes; definitely.
We did not receive any help from any agency, Federal or local,

for education in our community.
It isn't true that the community did not do any good work, and

the classification was totally premature.
Mrs. BOXER. I understand, but would it be your desire, should

this prove true, that there should be a massive public information
campaign to make the truth known, because it seems to me from
what you say there is great prejudice against children, hiring
people. It seems that we have caused a lot of pain and suffering to
an entire group here.

Dr. COMPAS. Yes, because all Haitians in general have been clas-
sified as a high-risk group, and people, let's say professionals, lay
people, people working as maids, or whatever type of work they are
doing, were stigmatized or fired from their jobs, and definitely, if
the truth comes to light, the American Government has to do a
great deal of education to the American public to make them
known what is the truth about the Haitian community.

Mrs. BOXER. In other words, if we have been wrong, we better
admit our mistake because an entire community has been stigma-
tized.

I want to move on to Ms. Apuzzo here. I have had a very similar
experience, as you have had, in dealing with Dr. Curran, and given
the fact that I am a Member of Congress, it has been a little bit
frustrating for me in trying to set up meetings and get information
and data.

Do you know of any other health crisis in the country where the
Congress has had to really push the health officials? In other
words, it seems to me from my experience as an elected official,
and although I have only been in the Congress a short time-I
have been in local government-that it is the health people that
have come before us elected officials and tried to really fight for
funds, money. In this case, I see a very reverse type of situation,
where it is the Members of Congress that are really pushing, and I
wonder that in your research you might want to comment on
whether this seems to be a different kind of attack.
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Ms. APuzzo. It certainly has raised suspicions in our minds, Con-
gresswoman Boxer.

We only have to look at an instance like Legionnaires' disease,
where I don't believe the public health officials had to come to you
to say, don't push us; we are doing a great job. I believe they were
serious and directed, and very above board in pursuing a rapid re-
sponse, and they should have been.

I believe that we make a terrible error when we pit groups in
need against each other.

My own response, and Mr. Endean certainly can share his, is
that we have virtually had to tug every inch of the way, and I ven-
ture to say that neglect is never benign.

If I have suggested that the neglect has been malignant, I mean
to suggest precisely that. I believe if we have left the Haitian com-
munity, the gay community, if we have left the I.V. drug users
standing by to be consistently vulnerable to a life-threatening dis-
ease, then we cannot call that benign neglect.

Mr. ENDEAN. Congresswoman, we faced enormous difficulties in
this process. On the one hand, the administration and many public
persons say, don't throw money at a problem.

On the other hand, as Ms. Apuzzo has alluded to, we have had
incredible difficulty in finding out what is being done, and what
could be done that is not being done.

We have seen a consistent pattern here that leaves us at a very
significant disadvantage. When the supplemental appropriation
was being marked up before the House subcommittee, the adminis-
tration made clear time and time again that we did not have need
for AIDS money, and at the very same time as that was being
marked up, Dr. Brandt was testifying before Congressman Wax-
man's subcommittee, and on significant probing, it was discovered
that they were not sure whether they did or did not, and they
might have to ask for an emergency supplemental, and in the final
situation, $12 million was put in the supplemental, and we are
very pleased with that, but it is not enough, but there has been a
consistent pattern here that leaves many of us that are attempting
to advocate for increased funds at a significant disadvantage, and
you are quite right: For a public health emergency of this sort, I
think many of us are baffled as to why we have to be pushing as
hard as we do.

Mr. WEISS. Thank you very rich.
Mr. McCandless?
Mr. MCCANDLESS. Before I ask my questions, I would like to start

by saying I am not an insensitive person. You are here before us,
so that we may try to find solutions to problems. If my questions
tend to take on some kind of a connotation, it is not intended.

I would also like to comment that this is a number-one public
health priority, Ms. Apuzzo, and I certainly don't mean to place it
in a second-rate position, but for those of us who have had loved
ones die of cancer, we may find it a little difficult to accept this as
the No. 1 priority for public moneys.

If I had the disease, I would probably think entirely different.
The area that I have some problems with is the information that
the staff gave to me as a basis for participation.
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It indicates that there are certain personal habits completely sep-
arate from homosexuality that have a direct bearing upon the pos-
sibility of acquiring the disease.

For example, a report indicates that 90 percent of the patients
involved have used nitrate inhalers, an intravenous drug. I would
compare this to a person having a problem with his liver and being
subjected to a cirrhosis type of indication, and continuing to drink
alcohol. Certainly the cirrhosis of the liver is going to get worse
rather than moderate itself.

What I would like to know, Ms. Apuzzo, is have you or and your
organizations produced anything in the way of a self-awareness
program on the lifestyle of individuals and what thEy might or
might not do in order to prevent the disease?

Ms. APuzzo. Sir, I appreciate your refutatory comment. I appre-
ciate an opportunity to address the question, because it is a diffi-
cult question, and difficult questions don't have simple answers.

I would say to you parallel to your question, sir, that there is a
high correlation between smoking and lung cancer, and yet we con-
tinue to pour, appropriately, money into the cure of that dread dis-
ease. There is a correlation between other behaviors and other dis-
eases, and we continue to seek the answers to those diseases.

More specifically to your point, what you raised is a question
that we have faceevery day since we have had to deal with AIDS,
and the question basically is the distinction between diagnosis and
judgment.

Each time we have had to deal with the issue of diagnosis, there
has been attendant to that diagnosis a judgment.

I submit, sir, that it is not the purpose of government to judge in
the face of a crisis. It is the purpose of government to solve that
crisis.

But let me go one step further.
You could raise a variety of specific instances, I am sure, that

would not be easy questions to answer, but I would beg you, to take
some cognizance of what is the oppression of a gay male or a lesbi-
an in this country. Not as an excuse, but symptomatic of that op-
pression, there is a style of life that might not be the style of life, if
we were not unable to share domiciles together in many States.
One cannot live together. There is, in an attempt to take a short-
cut, there is a series of circumstances that mitigate against gay

ople simply growing up and living their lives minding their own
buiness.

You don't need me to tell you that. I would submit that just
anyone from this community coming up here could tell you that.

In terms of the amyl nitrates and butyl nitrates, those questions
should be addressed, as I am sure they are, in the testimonies that
I have read by Dr. Bruce Voeller.

Mr. MCCANDLESS. I understand that, but my question was,
shouldn't you, as executive director of the National Gay Task
Force, and Mr. Endean of the Gay Rights National Lobby, and as
leaders in the communities you represent, make certain awareness
programs available.

Ms. APuzzo. Absolutely.
Mr. MCCANDUS. I got a dialog completely separate from that. If

I want to continue to drink Scotch, it is self-induced-
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Ms. Apuzzo. Let me assure you, sir, that the hotline that we
have, every line is filled and has to be filled, every person request-
ing information gets information, and we alert the person as to the
risks of what has commonly been called "fast lane."

We have invested an immense sum of money in public health
education literature that has gone out, and every organization in
the gay community that has been involved over the course of these
last 2 or 3 years has produced literature advising our community
about what constitutes at-risk, and what behaviors put persons in
the category of at-risk, and have urged people to consider very
strongly their personal lifestyles and the necessity to address those
lifestyles in a manner that will bring them into well being as op-
posed to illness.

Mr. MCCANDLESS. Thank you, Mr. Chairman. I have nothing else.
Mr. WEISS. Thank you, Mr. McCandless.
Mr. Levin?
Mr. LEVIN. Thank you.
Let me, if I might converse with you, Mr. Brownstein, because I

found that there is a somewhat different experience that you had
in your organization, in dealing with the Government, than was
the flavor in the testimony of the other witnesses. And thank you
for all of your testimony.

I think it has been most helpful.
How do you react-I don't want to put you too much on the spot,

but you have had a lot of experience in a field dealing with the
Government, and a lot of experience obviously in the public health
field dealing with perhaps one sector, but, as you have testified, it
relates to others.

What is your comment, forgetting about motivation for a
moment, as important as that is, what reaction do you have to the
experience in this battle with the Federal Government?

Mr. Endean testified about the slow and inefficient response of
the Federal Government, and the testimony of Ms. Apuzzo, that
the Government responded with lack of speed, especially in com-
parison to that for Legionnaire's disease.

Mr. BROWNSTEIN. I have two responses to your question, which I
think is a very good one. First of all, it was not until July of 1982
that CDC first announced three cases of AIDS among hemophiliacs;
that is quite some time after AIDS had been identified in the gay
community; so I think that in relative terms, the hemophiliac com-
munity were newcomers to this.

So, in a way, we have had the benefit of the most recent increase
in public awareness, so we are at the eclipse of the awareness that
comes from the Government, from the Congress, and we are seeing
increased activity going on.

Quite frankly, we went to our medical community, and we asked,
what needs to be done, not just for this hearing, but for numerous
meetings that we have had over the past year due to this crisis,
and we have identified certain areas, and we have reason to be-
lieve, that these areas are being addressed and the timetables for
reviewing research grants have been compressed to the point prac-
tical.

That is part one.
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Part two is that surely everything is too slow. It is much too slow
when you consider that 1 out of every 500 severe hemophiliacs has
contracted the AIDS problem to this very date. We want a cure to-
morrow.

Daily, myself, and chapters, and our medical people throughout
the country, are in daily contact with hemophiliacs, mothers who
call up and say, I infused my child last night, and I am afraid that
that infusion had AIDS in it, but we know that that is not possible
to determine, knowing the incubation period, but these are very
real fears, so it is too slow! Yes, it is, and our frustration calls out
for a cure.

I cannot comment to your question as it relates to the Govern-
ment's response 2-3 years ago, when it became apparent that this
was a major problem, but, as we are seeing it now, we see the ad-
ministration and Congress, we see all this activity, and-all of this
contributes to increased awareness and support, so the slowness
will become, hopefully, more rapid. That is my response.

Mr. LEVIN. Let me ask Ms. Apuzzo or Mr. Endean, have either of
your organizations tried to put together what a more comprehen-
sive plan might look like?

I know it is very difficult for you to do that, but the prime focus
of these hearings will be on that question, or it is at least one of
the major areas of attention, with the human tragedies beyond de-
scription, and-I hope-I think all of us are deeply troubled by it.

We also want to try to embody that in some kind of response
here that makes sense.

Do you have any guidelines for us that you would like to throw
out at this point? Perhaps it would only provide some useful mate-
rial for us to consider before we talk with the Government wit-
nesses.

Mr. ENDEAN. The Gay Rights National Lobby has lobbied Con-
gress for a number of years now. A primary focus until recently

as been on securing civil rights and equal justice for gays and les-
bians.

Our focus has changed dramatically to look at the AIDS issue.
However, we are a small organization, and we face, as I suspect the
task force and other organizations face, enormous difficulty in get-
ting the facts about what is and is not being spent, what is and is
not needed.

So I have some difficulties, frankly, giving you the guidance as to
all of the details of what should be done that is not being done.

It seems to me that administration and public health officials
who know from the various institute heads, for instance, what they
believe would be needed, have, when they come up to Capitol Hil,
been gagged. OMB does not let them spell out what is and what is
not needed except within the confines of the budget that they
choose to dictate, so I am at somewhat of a loss to really give you
the guidance that I think you need.

It is my hope that these hearings will play a major role in get-
ting a clear handle on what is needed. Clearly, we have not even
scratched the surface at the present.

Ms. APuzzo. If I may just add to that, sir, and I know Dr. Voeller
and Dr. Conant will be much more specific in their recommenda-
tions to you as a result of their expertise, but I would say from one
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lay person to another, where this is concerned, we need animal
models and we need them rapidly. They are very expensive. We
probably ought to look at each and every body fluid, and probably
over a 2-year period of time, because that is what is being hypoth-
esized as the incubation period. I don't know what the parameters
are in terms of the number of animals, but I have seen models that
suggest over a 2-year period of time in each of the Six body fluids
that one could spend $193 million. That does not take into consider-
ation a beefed-up epidemiological program that really takes confi-
dentiality seriously and provides data we can have confidence in.
That does not take into consideration public health information,
which has to educate fast, and that does not take into consideration
a real partnership with the affected groups, so we can, in fact,
work together to get to the bottom of this, and it does not take into
consideration patient care. I am sure I have left some things out,
but I think, if we continue to think in terms of $10 million, $25
million, and think that those sums seem very large, that they will
solve the problem, then I think we are foot dragging.

It appears to me, and I said before Mr. Natcher's committee
sometime ago, that we have a National Academy of Science and
the best minds available, if CDC and NIH cannot come up with a
program that says, this is what is needed over this much period of
time, and this is what it will cost. Again, to gain our confidence in
that program, perhaps it is time to go to another body that I under-
stand was put into effect to apprise Congress of scientific issues
when they needed to call upon it.

Perhaps it is time that we look to another group of experts to
assist us in putting together something that frankly all of us can
have some confidence in.

Mr. WEISS. Thank you.
Mr. Craig?
Mr. CRAIG. Thank you very much, Mr. Chairman, and special

thanks to all of the panelists.
I am at a point of being confused as to what questions to ask,

because I see a variety of accusations and immediate contradictions
fly ing in the whole testimony of the panel. Let me address, first of
all, the issue of discrimination.

My reaction to that issue as it relates to the testimony I have
heard this morning is, if you were here testifying on the issue of
cancer, as we now know it today, the issue of discrimination would
never arise, because it is a nondiscriminatory disease.

It appears from the evidence that is available today on AIDS,
that it is apparently discriminatory to a point. If you are to talk of
the disease based on the information that is available today, then
by the knowledge of that information, you have to speak about cer-
tain groups of people and certain communities or lifestyles, and in
so speaking of the disease, the accusation can be made that in
speaking o it, you are discriminatory.

I question, then, the accusation that is made, based on that kind
of logic which I don't find too faulty, as it relates to blood, and a
person who is on the threshold of studying this problem recogniz-
ing that it is blood related. Then if we are to speak of blood, and
you have to in the confines of this disease, and you speak of com-
munities with which the disease seems to be prevalent, you, by
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that relationship, develop a problem. I remember Government re-
search officials in the early stages of other areas of research
making statements that were later found to be totally faulty. But,
based on the early information, they thought they were being re-
sponsible in making those statements.

If I could be so crass as to say cyclomates are carcinogenic-now
it is questionable whether they are at all, but we went through
that era, and we have that problem. I think that Mr. Brownstein
mentioned today in his testimony the tremendous complication in-
volved in the intricacy of what we believe to be involved with this
disease.

You would not be here today, Ms. Apuzzo, if it were not for all
that has transpired since 1981.

You would not have been here in 1981, because this hearing
would never have been called. We simply did not have even the
preliminary research we have today which is beginning to identify
the extensiveness of the problem. So I look at the record, and I am
not saying you should not be a prophet of action, and hopefully this
committee can respond in a reasonable sense as it relates, to dollars
and a course of direction in assisting with CDC and NIH, but from
1982 to 1984 this Government has spent $37 million, excluding the
supplemental twelve. Look at legionnaires: we spent $18.5, and yet
you say, that was an immediate call to action, and the timeframe
was 1976 to 1984 for the expenditure of those dollars.

I will agree that when you look at the report, there were 2,700 in
that timeframe that were identified as having contracted legion-
naires with an 18-percent death rate in a much shorter timeframe,
but only because the research has gone on and the collection data
has been brought about.

We are now able to determine some 2,000-plus cases, with nearly
a death rate of 38 percent.

If you look at toxic shock syndrome, $8.2 million to date was
spent by the Federal Government.

We have now appropriated and/or spent over $40 million to date,
and obviously a great deal more will now be spent or else the Sec-
retary of HHS would not have called it the No. 1 medical problem
in this country today.

Based on the research I have read, I think we are beginning to
respond with a great deal more urgency, and they will respond
with a great deal more urgency since it is now recognized to be a
specific emergency.

I believe that if you would look at the past, the present, and
what we perceive we must now do in the future, that I could find
selected areas of criticism. However, the record bears rather clear-
ly that this Government, based on its knowledge, this administra-
tion, on history and the record, is beginning to respond faster than
they have ever responded to anything else. It is beginning to re-
spond in an appropriate fashion, and it will be this committee and
your assistance that will bring that kind of response at a much
more rapid rate than we have seen in the past.

Mr. Weiss. Although your time has expired, I think it is only fair
to allow the panel to respond hopefully ever so briefly.

Mr. CRAIG. Thank you, Mr. Chairman.
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Mr. ENDEAN. Congressman, I am glad you raised the* itsue, be-
cause since Secretary Heckler proclaimed AIDS the No. 1 priority,
the administration has not modified its initial 1984 budget propos-
als. Those are woefully inadequate. The administration proposals
for fiscal year 1984 are less than already has been spent. With all
due respect, I think we are seeing a rapid speedup in rhetoric.

I grant that. I think that the administration has spoken out
forcefully. It has not spoken out forcefully to its budget offices, to
the appropriations committees, subcommittees, or to the Congress.

Without that kind of action, it remains, in my view, so many
words.

Ms. Apuzzo. I think it is difficult to acknowledge perhaps, from
your perspective, that the Government could, in fact, be discrimi-
nating against any group of people in this country. From my per--
spective, it has been a part of my life. From the perspective of
those who are persons with AIDS, ask them.

When you say that the administration is now speeding up, I can
respond to that; I can have hope in that, and I can be willing to
continue to work and encourage my community to continue to
work, but I have to say to you, sir, we now have upward of 1,902
cases in this country as of a couple of days ago. That is a long time
waiting, and it is very, very costly waiting, sir.

Thank you.
Mr. CRAIG. Thank you, Mr. Chairman. Recognizing the time

limit, let me conclude on the discrimination issue that Ms. Apuzzo
talked to--

Mr. WEISS. You have taken twice your allotted time.
Mr. CRAIG. I appreciate that, Mr. Chairman-and I will make it

very brief-I don t think anyone in this Government chooses to dis-
criminate.

There may be exceptions, but I do recognize that when you single
out a problem that may address a select group of people, depending
on your sensitivity to the problem and the group, that ( .n be, and
oftentimes is, construed as being discriminatory.

Mr. WEISS. If members have other questions, of course, we will
provide the time for addressing them to the panel.

If not, however, we do have a group of medical people, doctors
and researchers, who will comprise the next panel.

I would like to move on to them.
Mr. Walker?
Mr. WALKER. On page 3 of your prepared testimony, you suggest

that other high-risk groups have used the Haitians as scapegoats,
Dr. Compas.

Would you elaborate on that comment a little bit for me, please?
Dr. COMPAS. A few gay people have been trying, in some newspa-

per articles, I don't remember which one'exactly-to relate the dis-
ease to the swine fever virus and has been saying that we, Hai-
tians, are bringing the diseases here. Some gay community leaders
have rejected those accusations and defended the Haitians.

Mr. WALKER. OK. Could you provide for the record some of the
documentation that you have.

Dr. COMPASS. Yes.
[The articles referred to follow.]

26-M097 -83-6
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AC NEWS

May 19, 1983
MW DOWNS: GCood even. I'm Hugh Downs. And this is 20/20.

ANNOUNCER: On the ABC Newsmagazine. 20/20. tonight:
AIDS - ,m Incurable diseae.
Dr. MARCUS CONANT: I think It's naive to believe that tie AIDS epidemic is going to
remain confined to one small sep nt of the population. I ink this is a pmblern for the
entire Amrican public.

ANNOUNCER: The most frightening epidemic since polio: 00 pece o( its victims die.
and reported cases ame doubling every six months. First identified in the the homosexual

community, now it's in 35 stes. and the nation's blood supply may be thtened. Did
moralistic attitudes delay the medical counerattack? Did prejudice give AIDS a fatal head
stll? Genldo Rivera, with a report on the mysterious killer called 'AIDS."

Bette MWIler - what drove her le the top?
AARON RUSSO: She thought for about three o . fe seconds, and said. '1 want
to be a legend." And when she ud hat to me. it made everything vety clear. You know.
I knew ex ty what my job was.

ANNOUNCER: His job was to make her a umfor. star. Bene Midler - abrasive. provoca-
tive, often ouageou, on stage. offstage she's been cald a shy and private penm.

BTIE MIXER: I should have been something Js a little more convemional, like a
teacher or a-- and I would have been a wonderful teacher.

ANNOUNCER: Steve Fox. with the story of the Divine Miss M - "Bette Midler."
LENUn OEIR: When I would look in he mimo when I had a pair of short n. I
would cringe. My whole body Image was tied up in my dihs.

ANNOUNCP R: Celulite - the warm weather eansmm ent. Women work oo lose it. and
the spend mhom of dollars to do it. They're slapped, steamed. wnpd uid baged - but
does it do them any good? John Sioel repots on the veaVert f "Cellule: Fad. Fact or
Fantasy'
DOWNS: Up frou tonight, A-1-D-S. AIDS. the most frightening inkials in America today.
They stand for Acquired Iunte Deficiency Syrndee. a medical mysnwy im destrys he
imnue system, and leaves our bodes defenseless against unW al and deadly infections.
And yet. wide publicity and public fing for m attack on this dangeous disease have onlyiI ntly begun. Why the delay? Here is Geraldo Rivera. Geado?
GERALDO RIVERA: Why the delay especially. Hugh. when you consider the fact thu
AIDS has altady killed more people than the Lzgior 'is Disease outbreak and the tuxic
shock syndrome combined. It is the mo fightening medical mystery o our times AIDS
-has spread worldwide, but apantly i began in equatorial Africa and somehow spread to
Haiti.. from Haiti to the Un.hy" Nobody knows: specialists at the Cenee for

m a e by some new virus, Lt so far they
have had absolutely no success in tracking it down, even though AIDS has been killing
people in this ouny since 1979.
I cUp o wnmrW nw r for AIS v"iu

MAN: F*MbV for out lives ... too little is being done too latie...
RIVERA Iov-owrl: Them s an epidemic loose in the lid. This memorial nwch is in
honor of the put mid future victims of AIDS, a so far incurble disease which kills its victims
in stages.
BLL BURKE AIDS pelnt I'm tired o( losing people that I love mad I care about.
RI [vokceoverj: The doctors believe tha Bill Buke and these other men have it.

-2-
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linierviewingl Every day you hear about mote people.
Mr. BURKE: Yeah, a friend of mine's gOng for biopsies today. Another friend of mine died
two weeks ago. And every week. soniebody ele cooms down with it. or somebody I know
gies ito the hospia who had been doing well. And Wi heat king. I1's heatbreaking.
RIVFERA ke-overP. Neztaking aid terrifying. Bill and thee other men nen to be
doing pretty wefl, but all of them know that 80 pesen of all AIDS victims am dead within
Ams two yeas. This ea*sy the worst epidemic since polio. The story of die binh wid
maignan spread of the killer disease may seem like a scenario from some horror movie. but
this is real life.
KEN RAMSAUJR AIDS p -0n: Befbe I got Kqos's, I though I was a preffy goodlook-
ing guy - avera . but happy - aid now it's-- I actually see myself fading away.
RIVERA wce.oworl: Twenty-seven-year-old Ken Ranmaur's case is. unfortunately. typi-
cal. Dignosed just 1w somnier. AIDS has already sripp his body of its ability so fight off
other diseases and infectkins. IL unprotected. he's ontrscled Kaposi's saronma, up to now
a rure form of came.
Mr. RAMSAUR: Everything thu I used so he able so do by myself. I now need kiXs of help
with, and it's jug scary - it's scary the way I'm not wha I win.
RIVERA Ivom e.owl: And Ken is not te only one who is sred - but le's tu= this killer
disease bwk o its be#Wags.

MAN: Free AIDS liertw - please. leam about te symptom.
RIVERA ivoie-owlrP In 1979., tis s whem the first case came to light. in New York's
Greenwich Village and within male homosexual communities in San Francisco aid Los
Angeles.
BOB CECCHk AIS pe4 : I was loin out and meeting people, and trying to find-a
lover, and nkin love to people who interested me. I didn't know thu. you know. th there
were things out ther so secretly hidden tha it was going to destroy my life.
RIVERA (mce-owr: Because it was firs thought limited so this one groip. it was known
then as "the py cancer." aid later, "the gy plague." However, those derogaory labels
soon become obsolete.
Dr. MARCUS CONANT, Ltlwrufty of Ceftlef nat San Ffuclo meowa
C nr: I think it's naive to believe that he AIDS epidemic is Oong so remin confined so
one small segment of the populuwn. I think this is a pnlem for the entire American public.
RIVERA I w ec-owlr: When the disease was idnified m nmlining dhv users. the re-
searchers were fairly convinced thu it was like hepaitis - either sexually tranmited or
blood-bome. But then, in the fall of 1981. the mystey became even more ominous, when the
disease was also diagnosed in otherwise he&lthy imnvigrints from Haiti, men who were
neither homosexual nor dnig users. Then k spread o the women who were the sexual
partners of those u risk.
Dr. CONANT: If research funds are not brought io bear on this problem quickly. the
problem is oing to spread throughout the eirem country aind be a mapo health probleni for
us.
RIVERA [voke-owr Like ink spresding on a blotter. AIDS continues so claim different
types of victims. As an exarnple, eight infants born of high-risk purt sen. so have
conracted the disease. Four have died. And just last summer. AIDS began turning up in
hemophiliacs. and othr people who had received tramfusiom olblood. Some estimate there
will be 20,000 AIDS cases reposed by the end of next year. Jon c'rero/ And .o the evil
genie is out of the bottle. With repoed cases doubling every six months. AIDS has now
been dentified in over 35 stes and 16 foreign countries. Of course. the counieruaick has
also begun. Scores of medical reseche and scientists ae studying the problem. The
epidemic has also received a ge deal of ecen e t in the news media. but one charge
we hear really raises a question for all of us: whether our prevailing social id political
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attitudes - put more bluntly, whether ou negative atudes about homosexuals - allowed
ftis killer epidemic a bizaane sid deadly head start.
LAMY KRAMER day M's 1H eW Crisis: We're into this e yeaw . md you we
finally doing a story - Time md New e* ame finally doing a s"oy. There wea thousand-
1,6( cases, there me 800 dead people. How many does it take before somebody pays
attention to it?
RIVERA (yoce-owl: Larry Kmer. a co-founder of the Gay Men's Health Crisis. is
e-pecialy critical of the rewspier of recod, the New York T'ma.

Mr. KRAMER [on tekepho:e. The New Yort Tim, is being socially irrespomsile by not
relaying to one miion mane of its community what is affecting them.

RIVERA (voice-ovr: Although New York has about half the reported cases in the nation.
with about 250 dead so far. Kramer points out tat in its coverage the Tme has never put the
AIDS story on is fr page. Contrast tht with the ftwn-page prominence given a recent
herpes outbreak that killed 30 dancing hotes in Austria. The management of the New York
Times, on the other hand, told us they feel they have adequately covered the stoy. In any
case, now that AIDS pomes a threat eo the naion's blood supply. society and the media ae
finally paying attention.
Rep. HINRY VWM N, (D) C fOWmhl: Public officials ae very influenced by publk
opinion, and public opinion is very much influenced by whet the media does.
RIVERA (vokce-ovel: Henry Waxm as also been critical of the government's handling
of the epidemic. He should know: he's claim= of the House Subcommittee on Heat a;d
the Envinmemmnt.
Rep. XMAN: We saw wh Legionnaire's Disease cune i, the public awareness that
them was hrnediase clamor for action. Had this disease afflicted chidren or meber of the
Chamber of Commerce. I'm sue the Reagan afministuion would have been breaking duw
all doon in order so push the government on al frnts to deal with ii.
RIVERA: Has it been bigotry, bueaucrcy or budget cuts that have slowed the response so
this nr problem?
Rep. VXMAN: I think all thn of those faco.n have mean that the govennent did not
respond as we should have to ths public health crisis.

Rep. WAXMAN leo House Subconotaee on Heakh and Envbwwenv, May 9. 19831:
CDC first iWentified the disorder In June of 19 1. According so yo testimony, the fts
Ni grants were made 15 months later, & then for only $165.000.

RIVERA [voce-owr: Boft by the qren* slow iniial espome to the AIDS epikm-
ic, both Waxman of California and Senrmor Moyniha of New York have inroducd le a-
dn requesting $40 million a year for public health aegnies like AIDS. But Dr. Edwmd
Braondr the assistant secetasy of Health. ispped.
Dr. WOD BRANDT, suslsintl wsy of HoIhe: I otpse those meaues
because dey're not needed.
RIVERA (ie-m.- And Dr. Brmit is the Reagan On fft whom all
public health agencies report. [to Dr. Brmk* It's given fact tht d dime is so
complex and the ramificton so awfrul the mortality rse so high. dog c. my te fede
povemment should have do n more sooner, mom money. mo people. snre reach -

tf pcase whe ern cy funding and emergcy memure should
have been ten by the feral government?
Dr. RANDT: The issue Is. what would you have done diferea?
RIVERA (coe-amP. What miht have been done differently') Exanyle: with momrk fdrip
money, reevche a md scientists at the Cenier for Disease Conrl. the CDC. migs have
,been able so keep a closer wah on the spared of this killer diseae.
Mr. KRAMER: The gay community has been tryin for nine monis to go the (DC to
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reinstitute active, serious, i-dewh surveillance. in reviewing the victims to e who they had
slept with, what they lad done - firing out the pseIw. No one is doing tht.
RIVERA fr'e-overl: Exarnple: cut reporting to public health officials is required for all of
the following dicases: gonons!, heptitis, Gen.wi mesl, and mumps. Coe repmtig is
not required of AIDS. [to Dr. Brar./ Woukln' it be logical, then. to have mauhory cae
reporting so your experts her in Washinon or at the CDC in Atlanta will know exactly
where the disease is going, id presumauibly can use thm as one factor In the evidence
suggesting where it came from.
Dr. BRANDT: At the pem time, with the heighteneI awareness in the professional
community to we have caled through aricles, tvdugh other things. we believe we're
getting virtually anl the cases rep to us.
RIVERA wcce-owtr But we they getting all the cues? Example: acconlui to he CDC.
there are only 27 AIDS cam In a l of te of Texas. ButO 220 has learned thin the city
of Houston alone there me an estimated 100 AIDS caes.

MAN [adiresuing merting in Ho nhew/f I am mi internist in privae pac her in
Houston who is now seeing a least weekly one puient with AIDS. or sme depesion of
their immune system.

RIVERA [voke-owls. When Infmkon on AIDS w first punished in April of 1961.
there were five Wored cuesa natonwd md two dF h1. By thai summer, it was recognized
a a serious public health probem: there were 106 cas. 43 were dead. In the smmer of
1982, there were 93 cas: 243 were dead. The ltest figures: there ar over I,40 reported
AIDS cases: 341 are dead - md that is *ut the official body count.
Dr. LINDA LAUSB4STEN Nw Yo* Unlvwsfty Mse Csms Thing me getting
worse. There's more p.ixents, mor complexity to the situation. more hysteria and no asy

RIVERA (votce-ow.r: In March. Dr. Linda Labe in qiorored this inuernaional AIDS
conference at New York University Medial Ceter. Since this is ground eo for this
frightening medical mystery. the othe nations affected me loking to the United Staes for
research leadership. So far, they say. they we disqpoirued.
Dr. ROEL COU 1" Dulch *ologM I thn* i'm a bit amazed thu nm more
reseamh has been done, became there we so mny cues. there we so many oppomities to
study it.
RVERA: In fairness. de federal govaen does claim to have spent t $15 million in
the fight against this epidemic. bit m11 critics maintain tha, up untll now at keg. the federal
governent has not don enough fast enough. Example: it was nt until the summer of 1962,
after it became clwr that AIDS posed a hrest to the nton's blood supply, do t National
Institutes of Heakh, the major source o resear funding. even i tsued der"request for graw
alicatiom on the subject of AIDS. As of today. just IS pcen of theme r re
have been grne. Ivoke-owrlAsd fmer the classic prioblerns ssoicimed with catastrphic
illness. like inability to work mid inedequot medical nuance, AIDS victims nust lsho deal
with the ama of being both a patient mid a paiah. even in the hospital.
W. RAMISAUR: And one nih I herd tw of. I believe they were the nse's aides. nt the
actul ires. standing outside my door son of laughing and I would almho my placing bets
on. now. how long is t one gown last?
RIVERA: Whi did they say, exacdy?
Mr. J SAUR: "I waidr how long the faggot in 208 a la "st."
Dr. ANTiONY FAUC, Nelow bm s of H~Us: There's no question and no
denying dit there isa feeling -mo manenb of any ofa nurnterofpw(esaor.. orjus the

pl populion, ta patients with AiDS. mmy of whom we honiexual. we a little bit
different. I think tt that has prb y. u east earty on, led to a little bit o acoplacency
about the @pproach tow s this diee.
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RIVEA fvoe.owr): Dr. Andy Fmoi is a tp government tasearcher. Tihe attitudes he
Is talking about almost lost him the chance to work with the vey patient who is the focus of
his cwaven h.
AON uItO, AIMS p to : I wa refused at this hospital...
RVERA ivokw-ovrl: Thity-si.ye-old Ron Resio ws refused admission so the Clinical
Reswch Center at the National Insitutes of Health, despite the fact that he had been
receiving beatmert here a an ouqwaient.
Mr. RSO: I had double pneumonia. confirmed by x-rays, and a temperature of over 103.1
wa intviewed, or I should say inquisitioned, by a docr who kept calling i "the gay

fIVERA voice-ovwl: The official reason for the refusal was the feeling that his case did not
fit into tie facility's long-range research plans. (to Mr. Resiol How did you et into this
hospital then, finally?
Mr. RESIO: When they found out I had a twin.
RVIERA (voice-overi: The attitude iowwl Ron changed dramatically, when government
reseaches discovered he had a heakhy idenical twin brother, providing them a iexft k
opp mnty to search for a cure. Bmdr Don flies into Washingon for two days evey three
weeks fivn his home in Vicksburg. Mississippi, where he lives with his wife and children. It
is Don's healthy white blood cells that re being used so boost Ron's immune system, but it is
not emsy for eithe am.
DON RUSSO, brother of AJIDS pedeit: It's very ftusta aing to come up here every three
weeks and watch puts of my brothe disintegrate - watch him have trouble with his eyes
one dine, problem with his lungs, Kaposi's, different things - and you Just keep asking
yowself, how long can that o on?
(clip of menorkvia rch for AIDS scrbnuj
RIVERA: Whatever your penonal feelings about the homosexual community. the basic
complaint of dse cwlelgt demonsruon rings ue: until it was discovered that this
disease posed a thdet to the nation's blood supply and began claiming other less comoversial
victims, we all pid a lot less attention du we shumd have in the begirut. Ito Ron Resiol
Do you ever feei jugt giving up?
W. :USSO: No very often. I think one of the things that makes me a good patient is that I
an a fighter, and I have decided that I'll be the in, one to make k. the Vine one so je over
this.
HUG DOWNS: We can hope he does. It's a terrible situation. What we die sympoms of
AIDS?
RIVERA: Tber we several syvptom. Hugh. I guess the fiml most obvious one is swollen
glands. Then those buise-like markins on the skin you saw in the piece itself. weight loss:
pWistent fever. night swets peistent dry e pesistent unexpled dirhea. Tho1 e
me the moat common synponu.
DOWNS: just today there were so repm of some new caes - women who had been
the wives or lovers of AI victims, and a sanitation worker who doesn't fA the AIDS
poIle.
FIVRA: Fire of all, the doctors aren't sure that all of those me spected AIDS cues.
although they am showing the early symptoms. 'The point is, there is no evidence whasoeve
th just casual comct with an AIDS victim will get you the disease: the bes evidence of that
is the fact that no medical peronnel - doctor, muses - have caught k frm thek sapiens
over the last for yea. One way we know you cm go it, though. is by blood uuwrtios -

,c a ncomhned blood from an AIDS victim. And thet'Nl be the focus of our next repon.I the rmaJ teato most of the rest of us.
DOWNS: We'll be waiting tat next week. 'hank you, Gerldo.
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Later in the broadcast, dhe evolution of a legend. Steve Fox profiles the expksive Bete
Midler. Bw next. summer is almost on us, and people me poyiq attention io teir fipues.
John Slossel pays anenuion lo cefulite. that enarrassint 1at, fight after cft.
(conewrcia brea)
DOWNS: Summrtimie is coming, time io get into shorts ad swimsuits, and time for
millis of women to worry about how they look ina bikini, because of somehing called
cellulite ICELL-uleet - or do you call it cellulite [CELL-u-lighl, since it seems io be
spelled chat way? Hen is our corner correspondent. John Sioasel. John?
JOHN STOSSB.: It's pronounced both ways. actually. Cellulise is cha lumpy or dirpy.
looking fat that others in dhe hips and chs of some women. We asked people abot it on a
beach, and got strong reactions. Ion cmmol What do you think of cellulhte?
1 WOMAN: I think it's groIs.
2id WOMAN: U's really ugly.
3rd WOMAN: Ah. it's wht you dread!
STOSSEL What's it look like?
Mh WOMAN: Orwi peels.
Sh WOMAN: Wrinkly ad burpy.
it WOMAN: Jello.

71h WOMAN: Not soot.
S WOMAN: Yucky.

MAN: Big flabby thighs on girls, I don't know. I like, you know, lea wommi. you know?
STOSS vL ,.ov l: Lem is in today.
Icip ftm Rkhrd Sb wwtu Showi

ARM SIMONS: How many of you have cellulite? fausdidss yells I don't tink
I'd shorn abow it!

STOSSE v L .*r: The's lots of advice show how so get rid of it.
WOMAN [so Rkhffd S~woesi: I try exeut.
Mr. SIMMONS: And wt happens?
WOMAN: I get discouaed. bec it doesn't go away.
W. SIMMONS: It's not poing o go away rigd away. but if you contime so exercse. it
will.

Ito ewdse dnl Come on. go rid of do celalike!
STOSS (vokve-owr In fact, exercise my not help. That's one of the weird tdiis about
cellulike - exesble doesn't always take it away. Even some atdetes md deic who
excise all the tim still have celulie. And many thin women have i. ju visit this celluli e
salon. (to womm In .MI I don't ge t - you're thin. you're five-ei ht? You weigh...
WOMAN: One-fifteen.
STOSSEL And you're worried abou cellulite? Why?
WOMAN: I don't think it romrs how din you me whether you have celulie or not. it's just
a very ugly skin condition, mid I have it right here. I'm afraid to rm mound half the time.
STO L (we-o/wr. Yet mny dcdom say there's no much ting a cellulite.
Dr. LAWR8CE I ERT, CuIwmls Sod y oPb hS 8 ms:Celbe. aong
with sone other products from Frnc. is m import. but in t ce it doesn't mei
anylhing. It's a media hype term dw is a famcy rime for fat. It's fat in Paris. fat in Pmoat .
k's the sane fat.
o S jWce-owrl: It is me hat when scientists look at fat cells rm dinply digs
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Virus: Part II by James E. D'Eramo, Ph.D.
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W~~~~y ~ ~ ~ dwrf ude~t h.teMud Sincerely yours,
Mic*Oel B. Gren. M.D.

Deputy Diretor

April 26. 1983
Jane Teas. Ph.D.
Research Fellow at Large
Harvard School of Public Health
665 Huntington Avenue
Boston. Mamachusetts 02115
Dear Dr. Teas:

Many thanks for your letter of April
14 regarding the possible association be.
tween African swine fever virus and AIDS.
I have showed and discussed your letter
and your thoughts with Dr James Curran
who is Director of the Task Force on
AIDS here at CDC. I have also shared it
with Dr. John Bennett. Assistant Director
for Medical Science of the Center for In.
fectious Diseases. They both appreciate
yotur obvious interest and concern about
this possible association- Rest assured
that if they and other members of the se.
nior staff here feel that moreeffort should
he directed to uncover an5 real associa.
lion between the two diteas, it will be
done.

As I believe I implied in our tele.
phone conversation, it is relatively diffi-
cult for outside scientists such as your-
self to impact directly on research pro.
iams within a center such as CDC.

Quite frankly, perhaps the best you can
expect is an acknowledgement with
thanks.

Nevertheless., I do wish to convey to
you my personal shanks for your obvious
interest and encouragement. As you
stated, the power of the pen should not
be underestimated.

Oeat wishes.

is als interested in testing AIDS blo,d
samples for ASFV Dr- Jonathan Gold
(Sloan.Kettering, NYC) has offered his
collection of AIDS blood for such put-
posf. Dr. Michael Lange and Dr. Klein
at St. Luke's/Roosevelt, NYC) are inter-
ested n developing experiments to test
her theory, as is Dr. Kenneth Mayer (Fen.
way Community Health. Boston). Drs.
Ri.hard Wardley. Philip Wilkinson, and
R.F. Sellers (Animal Virus Research Inst.
ute. England) have said they will con.

duct investigations of Dr. Teas' theory.
Dr James Larrick (physician. San Fran-
cisct) and Dr. Ronn Rucker (medical so-
ciologs. Cincinnat) wish to begin studies
as well

Researchers at the National (ancer In.
$11luic, who have worked with Acinomy
cin-D-a drug used for only experimental
purposes in virology research-have visit-
ed Haiti and art interested in the AIDS
problem there. Dr Krause, of the Nation
al Institutes of Health, has recently visit.
ed Haiti, where he has attempted to es-
tablish lines of communication between n
American researchers and scientists there
to investigate AIDS cases in Haiti.

As Dr. Teas' theory pns the interest
of experts (it received coverage on Bos-
ton's Cannel 7 on May 17, and in Nes-
Scientst in their April 28 issue). it is
hoped that another important lead to
the resolution of AIDS etiology will be
illuminated. It is much too eady to dis-
count or verify her theory. It is known
that certain viruses can cause imsunoup.
presion and leukemia irraiimals and pos.
sibly humans. Dr. Tes' theory that
ASFV may be related to AII)Sis charac-
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sienc Is hlerently bed in the diorery of truth. Foe others, the
aues~nm * w~ Iaregeda'usaer vehicle for advancing

Ameorle, bat there do many wor Yclentie whom theories ed
pea" •-'wldshmy have a better said more direct approach to eolv.
One A S-4 i de im py - by the establishment because these

;~~i Sdel rew*d a '"outida the syimen.
Wtomo a pooll 00a -ois of the reraweher who tuyw

A S i ay wO5O'feiVha who wmest 1o f thi diseam quickly. In
dw acadoof sl vesow 0 word. om's fuwre is married to workit
om ' beseain pioIm; N tie iblem l k sokdo the academic mile-

It.., , psoL=aa a mmdor Ii rmoved.t 41 epide jildo, wIs d No the g9W ,nh of the
. lrhb woosof a doo us some aPc Of the rssie.'This' Ug~ 111p1110111 t who edast rfas to shareo their

findings with colleaue or weth d la pre until their data Is pub-
lished in a medical journal. In some arenas, AIDS research now sems to
be at the mewc of scientific q .-a situation above which even our
moat rspeced institutions, like the NIH and CDC. may not always
necewaily rise.

Dr. Jane Teas has ben without funding ince December 1982
because sie does research which is not popular with funding insti-
tutions and government foundations; she is not a member of the scien-
tific "in crowd." Her situation and the funding predicament of many
mor researchers point directly to the need for separate funding organi-
sations to help establishment science combat AIDS. It is evident, now
more than ever, that the gay community must bear substantial responsi-
ility for the founding and operating of new funding organizations for

AIDS nmech.
James E. O'Erano, Ph.D.

cine, has encouraged Dr Teas and recom-
mended that she communicate her theory
to Dr F Hamdy of Haiti (an ASFV ex-
pert). Dr Hamdy has written and met
with Dr Teas. Dr. J.J Callis, Director of
the USDA Plum Island Anima Disease
Center off Long Island. has entered into
discumon with Dr. Teas about the possi-
ble relationship between ASFV and AIDS.
Dr C Mebus and Dr. W Hess, also of
Plum Island. have encouraged Dr Teas
and outlined several experiments that
would be useful in further investipting
her theory Researchers in Australia hive
contacted Dr Teas as well, and are very
,sicrstcd it following up hcr theory. hut

their research facilities will not be ready
for another eighteen months Dr F Mul-
hem. who has worked as a veterinarian in
an official capacity with the US govern-
ment for ten years, has advised Dr Teas
that her theory is of great importance and
has promised to help obtain funds for re-
search projecls related to it Dr. Noble.
Head of Virolosy at the CDC, has com-
municated with Dr. Teas and may be .n-
terested in investigating her theory On
the other hand, Dr Michael B Gregg.
Deputy Director of the Epidemiology
Program Office at the CDC. has given DT
Teas' theory only a very coo' and polite
review

interest and encouragement As you
stated, the power of the pen should not
be underestimated.

Best wishes
Sincerely yours,

MachaelB Greiz. M.D
Deputy Director

Epidemiology Program Office
Cc
Dr. James Curran
Dr. John Bennett
Dr- Nicholas Fiumara

Dr. E. Vinuela, Center for Molecular
Biology. Madrid, has agreed (at the request
of the World Health Organization) to in.
vesligac lAIDS blood for the prescncc
of ASFV I)r Lirry Falk, of the Ne%,
England Regional Primate Center-where
nmonkevs have an AIDS-like disease-has
encouraged ai:J listedd Dr Teas Dr
Fred Siegal (Mount Sinai Hospital. NYCI

illuminated It is much too earls i, j-.
count or venf) her theor%. It is k
thai certain viruses can cause immun,-;,
pression and leukemia isranimals and
sibly humans Dr Teas' theorN 'h.,

ASFV may be related to AIDS is :h.,.
tended by astute observation ind di" ,,
plausibility. The ASFV theory% i,, it-
plausible theories of AIDS ,ioloy% In, r
the senous attention tf ih. ,

community and official 90vf-:'.
health agencies 1

Joni Teas inlrtes ani i 'ie;, at,
orit , iflher their 1 tie i ,iifhIelh

hn,,,g to the folh,v iig addrc

Jane Teas. Mr 1)
Intedi-ipmnari Prri'raimit iii, t
HanardSchie tlifAPrtht Heat:,f
66.i IHunOg, iuPI 41 i014
Boutt. MA 01l ;

The CIA-ASFV Connection
On January 9, 1977, the Boston Globe published an article bi Drev

Fetherston and John Cummings connecting the CIA to the outbreak of
African Swine Fsver Virus in Cuba in 1971. According to the writers.
"A U.S. intelligence source said in en inmterviw that he was given the
virus in a sealed, unmarked container at an Army bos and CIA training
ground in the Panans Canal Zone with instructions to turn it over to
the anti-Castro group." The reporters detail how the virus was moved
from Ft. Gulick (en Army base in the Panama Cuisa Zone) to a fishing
trawler off the Panamanian coest. The trawler then carried the virus to
Nevassa Island, a tiny, deerted US.-owned lend between Jamaica and
Haiti. From there. it wi- taken to a Nry bae at Guantsarmo Say.
Havana is 500 miles northwest of Guarritano. How the virus got from
Guantonmo to Cube is not started in the ertide.

Acordinl to the reporters -A paper pnwrad by the Cubans for a
scintf onference ln'M loo City sald te Irstick pip wr e found
about May 6 (I/i). bu% no vrce location Wa given. A non-oviat-
bloc agIrastiarel bctmlheen thon in Cube old the d sees emily culd
have gone mudsicied for monthL. The vies-m be trietalfiad rapidly
through food or the wow supply."

At the tie, the only remark from the CIA was. 'We don't comment
on iformation from unnamed end, at bt, obscure sourcem"

The repoetre could get no oddity inforti from Corngrsson-
ad sources who had a to some CIA record,. They point out that
"Congmes's efforts to probe CIA activitim in chemical and biological
warfare have been frustrated."

. . . .. . . t _ -- _, -
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Is African Swine Fever
Virus the Cause?

by Janei E. D'Eramo, Ph.D.

,C,,ninuedjrum page 1)
:i3l aenies and instituuons.

Linking AIDS to ASFV

Jane Teas- 36. earned a Ph.D. in patho- 1,
,okg) from Johns Hopkins. her special
es etise is in breast .ncer research. The

. i uections be,een ASFV and
AIDS thi, Dr Teas has propAsed evolved
we, penod of months during which she

tic, ideas in informal discussions
Iieigucs at Harvard. while making

SJ,,J nelt eatch of the scientific litera-
turf Doth medical and veterinary. In con-
,SA .',ril With variOus groups of Amen-

- .s-'rhers working ini Hiti. she
-.-ani out that the Canadian. Mexican.

and U.S. governments are in the process
of destroying the pig populauon of Haiti
n an attempt to control the current
ASFV infection, with the United States
footing the IS million dadar bill.

percent as chronic carriers of the ASFV shown to infect the macrophage cells o1
agent. (Pigs do not form neutralizing an-i- chickens as well. Different strains of
bodies to ASFV) ASFV may be found circulating an the

bloodstream of infected animals ai dif-
ASFV ferent stages of the infection. occasional-

ly the virus cannot be found in infected
Until 1909. when it decimated the pig animals at all. In pigs. ASFV causes high

population ofKenya.ASFV° wasa disease mortali, rates ranging from 80 to 100
of wild African Wart Hoe. and certain percent in some outbreaks, and 30 to 60
ticks ASFV is a member ol the arhovirus percent in others. For this recaon. ASFV
group-ihat is, viruses which are transmit -, 'a highly feared virus. Obviously. there
ted via certain ticks In warm-blooded Al- are profound economic implications for
mals and vice versa. The tick) transmit the pig industry and related agricultural
the virus while feeding on the blood of industries
the animals, and the virus may then be In Haiti. ASFV infection of the pig
transmitted from animal to animal as well populations has taken a significantly dif.
ASFV is also transmitted between ticks I terent course. Initially. ASFV lulled 80 to

sexually, and from one generation of tick
to the next. ASFV is the only DNA-con-
taming arbovirus. This characteristic
makes the virus particularly dangerous be.
cause when it infects a particular cell it

. :o 4f -V o r
ASFV 2t breaks

199 .Keny
1-•* 9O9 Kasnys .-

100 percent of the pigs n a given location,
but as it spread from one pig feeding lot
to another the mortality rate of the pigs

decreased to a mere 3 percent. This
means that a high percentage of the Hai-
tian pip are now chronic carers of the
virus, and a reservoir of possible trans-
mission to pig populations is other coun-
tries and possibly even to other species-
like humans who consume undercooked
pork.

Transmission of ASFV

When the Haitian boat people arrived
as refugees in Cuba m 1980. within six
months 500.000 Cuban pig died of
ASFV (The remainani oa uonulation

sion) could therefore provide a possible
route of transmission for ASFV to hu-
mans. Although ASFV has not been
known to infect humans, the situation in
Haiti has made such infections and modes
of transmission possible. Alter consuming
infected pork. ASFV could possibly enter
the human bloodstream through an ulcet-
alltr or break in some mucosal lining it
the alimentary canal Once the virus has
established an infection and is circulating
in the bloodstream, it could then be trans-
mitted through sexual contact or ainoui
other means to other persons via the
blood, unne, semen, or feces of ASFV an-
fected persons

The Possble AIDS Connection

Acoding to Dr. Teas. the pivotal
point for the linkage of ASFV to the de-
velopment of AIDS in gay American men
would be the transmission of the virus
from an infected Haitian to an American
tisr7 -a sexual contact which would

unuie. sie n. or
feces to encounter a break in the mucosal
lining of the sexual partner. According to
Dr Teas, the sexual partner of the infect-
ed Haitian would also have to be in an tim-

munosuppressed state- Man5 studies no%%
indicate that the average sexually active
pay American male is exposed to several
immunosuppressve agents. mc!udingcyio-
ineilovirus (CMxI and semen itself.
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The nutritional and general heath sta-
tus of many Intiaris is poor: Hiti is in
fact the poorest comty in the Western
Heisphere. Hid also has the highest un.
explained morxtalty rute in the hem*phem
for pernm between d ae of 15 and
45 year of ae. Heaft officials in Haiti
attribute amy of dieue deaths to a dis-
m that sa caled simply fever.- Gen

the 'nFlipain of Dr. Tes' theory.
ther is a distinct powubihty that this fe-
ac r- may b AIDS. This particular notion
p some degree of credibility due to
the adaptability of ASFV to different
hom spedes and due to she fact that
ASFV inbcPiom of pip hav taken a
cousie in Haiti hazreofoen unsew in other
conitsma, whor v im normally kills
a much lar eirupta ofth PIS POP"-
laio. Accordhig to Dr. Tm. a laqp per-
centage of the Hhiu plgpopulation in-
fectad with ASFV. t pip ar curendy
dying as a re of 3 percent, leaving 97

0 f tsie ThW New Yv NaWo .
All eio ua ,umsim.

becomes involved with important func-
tions of the cell's DNA (genetic make-up).
thereby altering the way the cell normal-
ly functions. In pip. ASFV infects many
kinds of cells, including cells of the tim-
mune system (T-ceil lymphocytes. macro-
pagaes. monocytes) and causes a decfacen-
cy in the essential interaction of these
cells which precipitates a breaking
down- of the proper functioning of the
lintanue sysm. This process closely
parAllels the kinds of Immune cellular de-
flcienies which an a halhuk VI

ictirms.

An important characteristic of ASFV
is that it is as actively dmg nus;
which dievelopie different straims readily.
even within the same anumal. Th adap.
tve chancersc may account for the
eae with which the virs jumps" from
one saial specie into another. In SpandrIig the 195s. ASFV Infected popula.
dos of cattle ad sheep. and it habeen

* Mos to be nhled with Swine Flu.

pork.

Tramrimison of ASFV

When the Hia boat people amved
as refugees in Cuba in 1980. within six
months 500.000 Cuban pip died of
ASFV. (The remaining pig population
was subsequently killed, It is suspeted 
that the Haiuan refugees brought the!
ASFV with them in undercooed porkPip eat (and are fed) offal-the uncooked
internal organs of animals. ASP.. may
spread in the pig population b feeding
infected offal from slaughtered pies to
other pigs.

Act.ording to Dr. Teas, a high perent-
aige o the Haitian pigs are infected with
ASFV; the consumption of undercooked
pork h), imnmunosuppressed Haitiansimal-
nutritous often causes immunosuppres-

lining of the sexual partner. A -rngto .
Dr. Teas, the sex-al partner r, 'he infccl.
ed Haitian would also have to n, i , n un-
munosupprissed state. Man% -oudir, nuow
indicate that the average se.u~alI 3cfi%-
gay American male is expoe. to ,everul
immunosuppessli agents. ncludini cyto-
megalovrus (CMV1 and seivrrn oswlf.
There is a d-$stinct possibility' I i
immunosuppressed ga1 Amcri.,n voting
Haiti would contract ASFV infe.ton
through sexual contact wit. .nl,,ee
Hailan.

To recapitulae. in tdr- A'
spre3d vii sexu3l .onti. .rt, Jj .-
ed person to a exual pirtne tlre- eie-
ments would he nec.-sj% - ASFN"
w o uld have to be currcn t . .," . "i in
the bloodstream of the nfe, r - i Or
present in h!s urine. se m'o - ,,, fle
sexual partner would h3e i, N, ,:Po'

Pigs and
Kaposi's Sarcoma

At OW,1tM. 41nSwM in d .a Dr. Cf~ Jim~ I.epwted that

as - %sprhil woo.He

aanatb~apuba-idudwg ajipme ypi ham :.~e " lwo
VA" o "N~sarIuay f*MS e *1 mufthin bwas. UPw~i

'~fO ~I-~ ~paw~iihsai", -00f. iwiima. Although
'rgAican S 1, raveWa-. fair-dues

m.Oabhs aatAea fee s in j ,A i ie rha 1g~ and og en'-

Alm 11 ( aJ06e Room .stiiot Hoqg" RMiM F"ou&.-
'ale bet bees VWarda; Viei~e * 1 N*%Nduisef ~dA toedeter-
,.-- maw .ia"eh ma. mppmati inuue fime.a s.,in usk.
* . -J_ -. eD.. h.D,
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tics, l . mmunoeuppreuaon would fa.
Cil de the prucess by which ASFV may
ante., humau T-cell lymphocytes and
racrosphass, thus leading to a more pro.
found immune defciency-typa of

PfM bY JiY Kfl -

infections; it is also known that stress has It is moe thus inteesting that Dr.
an untoward effect-on the immune sys- Tea' theory creates a -iad of Parrig
tern in general. between the two most psedomamnt thio-

It seems apparent that many of the des of AIDS etlolog: "a" m=uaologc
immunosupprened, and a break in ti overload" and the lindle asuet vilnt"

when examhsing human macrophages t-
fected wis ASFV, certain cytoplasmic
inclusion structures were found, but that
these dad not resemble any virus-related
structures. On April 7. 1983. E.P. Ewing.
et ii., reported to the New Enrland Jour-
mAl of Medicie that they had found stru. -
turs they termed "vsicular rosettes" in
the lymphoid cells of AIDS-related pa.
tents when examined by EM. These two
accounts bear a striking resemblance

Dr. Teas suggests that the AIDS-like
dtiese reported in certain American
monkey colonies may have a relationship
to ASFV as well. Stanford Univerity set
up a monkey colony on an island off the
north central coast of Mexico. In 1975.
all the pip on the island died of unex-
plained "feveC--pssibly ASFV. Tlhe pos.
sibility exists that resairchmn who were
studying the monkeys could have inde-
pendently carried the ASFV to American
monkey coloenim. Then m report that
the ASFV may be teauimtted from one
pig population to mWfer by workers
ad/or by aglgculturalsiplenents.

Examining the tomnd -of pip has
proved to be a dsasgegitic tool for deter-

,s uig whether a pig has ASFV or a dis-
e called ho$ cholera. ASFVIs found in

the tossils of all pip with the disease
Some veterinarians suggest that the many
convolutions -of the tonsils harbor the
ASFV. thus affording a longer exposure
to the infectious agent when it is con-
aimed in contaminated foods. The tonsils
of humou may provide a similar extend-
ed exponsre to AFJf if ther virus is con-
tracted orally edIter bf *htng or having
sexual contact with infected subtnces.
It may be of rtenst to determin what
perctap of AIDS victim have tonsils.

PassiAg lnvmtg 1lonwd. ASFY

Accorag to Dr. Teat there ate several
expedris w~ich may be useful in a-
certiinag aflm a sdtasutlu exists

BEST AVAILABLE COPY



thor. The immunoeuppresion would fa- infeftons; it Is also known that stress ha""litas *l Process by which ASFV may untowmd effect on the immune sys
inec1 hmi Teesi lymphocytes and tnm in general.
m ,rophapa thus leading to a more pro- It seems apparent that many of thefon immu e de fcocy-typicua of ilmmuouppres ed, and a break in theAIDS. It has already been shown that pip mucosu lining of the sexual partnestressed by environmenaJ duams are would have to exit or occur during theeven more saoepUbls to ASFV Ad other sexual cotact.

s It Is more than interesting that Dr.
- as' theory create a kdnd of marriage

between the two moat predomliant theo-
res-of AIDSetiogy: "the.immmologic
overload" and the "ngie sant Wine."
Her theory slpst that a human hos
must already be inir nopprtd to
Some degree to establish a ASFV infic.
condtiom which may be necsary for
the trasssion of ASFV from pip to
humans presently exit in Haiti. It is
Plausible that Americns Wfugted ln1Wt~ii ASFV ham and trnilt the
VMS to __ce!- W0 5ti-g .men-here through sex-

u : -t or h trough blood products-a
factor with obvious significance for cases
of AIDS in Amencan hemophlacs and
IV-drug abusers.

In erher discussions of the AIDS epi.
denic (NYN. Issue 4

9,October 25,1982),
I stated that homosexual activity and cer-
tan sexual practices have been parn of the
human condition since the beginning of
history, and that "It seems that some new
combination of environmental factors, in-
fectious Agents, or social circumstances
have been introduced into our py lifestyle
in recent years, which may account for
such a remarkable and deadly epidemic as
AIDS." The combination of a commonly
tmmunosuppressed gy poZ nation tsta
could have come into contact with a virus
s as the Haitian stran of ASk I may
provide a more zsut"lantisUU e to answer-
ing questions about AIDS than is present-
ly realized.

Furthw Findinp

There wre reports in the medical literal.
ture that ASFV closely resembles the ap-
pearances of herpes simplex virus and hu-
man CMV in sin when viewed hy ec-
tron microsopy (EM); however. ASFV
has identifiable surface structures. Further
EM studies in 1977 by L. Enjs anes,et al.
(JUnumal of Genenl Vrology). report that

medial esachproect.&vM.aBEST AVAILABLE COPY
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Passbl Invwsegfon wij ASFV

According to Dr. Ten, there are several
lerlumsit which may be unful in as.

mrs6fimg Mhm a elonsahip exist
baetus ASFV -md ADS. One study
would entail adding ASFV to the blcnd
samples of healthy homosexual males to
detennine what, if amy, ranges occur in
T-cell lymphocytes and macrophapes. An.
other study would involve testing blond
samples for the preseme ot ASFV irorm
three groups: healthy py men, #Ay mer.
with lympladenopahy, and AIDS nc
tima. The presence of ASFV could ht ie-
tected through speafi cmmwai ,1u :e,,s
Including the very sensitive ELISA tet

Actinornycin D, an antibot,. ;.a
been shown to IdU ASFV grown in .er
aI cell cultures. It WAS also none Th..

first antibiotics used successfullv to ireat
certain cancers of suspected viral ongin.
If ASFV is related to AIDS. Actiuiomycit,
D may be of value in treatine certain
AIDS patients.

Among the largest obstacle, '
vesugaUons of links between ASFV .,:
AIDS is finding suitable laborato, t.,
ties. interested research coillbrj.')
and. of course, funding Groups -,,
searchers in London and Halt: nav.
Pressed interest in the piohler1 bt:
most tio sLiterest exists in the U S i I,
ent. There are only a handful ,t tsr',,..
tones which have the technical se,.tri
systems sufficient to Contasi-prcseni r-
spread of-the ASFV strains. Thew lab,
atGries include uses in Haiti, Spain. L6n.
don. and Plum Island (off the nf.rthvn,
up of Long Island). However. sitt ,
of laboratory researchers at PIpm bl.,1
will not perist work on ASFV l .ai- *the possbility that It may infcct hin..

subjects.Hopefully. Dr. Tea%" tl5''. A,, ,

given the srinus atetiti i %
American science and by instcuum,,,5omcial &memental apenc:cs wh,,h 'uldmedical research projects. a

-..
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An epidemic of myths and misperceptions.

THE HISTORY OF AN EPIDEMIC

By ROBERT BAZELL

STEPPED OFF a plane from Port-au-Prince the other
day. and the immigration officer at Kennedy Airport

refused to touch my passport. Because I had been to Haiti.
he was afraid he uht catch Am from me.

In A Dosia Minr, Barbara Tuchinun notes that even
though the Blc Death of 1346.50 kAed one third of the
population living between Inda and Iceland, the
disorders of the tine could not be attribted to that cause
alone. Theme were many other problems which "existed
prior to the Black Death and continued after the period of
the plague was over."

The effects of AIS cannot be understood without
considering the pre-existing problems of certain groups-
not onl the hocmo u, dg adds. hemophiliac.
and Haitians to whom AIDS is a plag e. but also the
medical research establishment and the mass media. The
immigration office's reaction is part of a hysteria afflicting
many people in recent months, especially on the East and
West Coasts: AWS LOCKER AT BLLEVUE, screams a
headline in the New Y Poo. "One thing we do know for
sure." shouts Geraldo Rivers. "this dreadful disease has
spread well beyond its original bounds." Suddenly a lotof
people fear that they and their families might suddenly
catch some mysterious, fatal illness which until now has
beenconfined to sodetys outcasts.

This is indeed a dreadful disae, a horrible epldrml
that wll ki thousands b en 0 it is ova. It s certainly thw
mos serious pubbc health emwwlercy in the Unitd States
since polo was controled. The cause is unknown, and
themn no cum. But Am is not loig to kill your
grandmother.

In 1961, when the first cnes were identified, A16 had
no name. Doo in New York and Son Francico
suddenly saw relatively arge numbers of patients with
rare diseaaee-pt a cancer called Kaposrs
sarcoma and pneumonia csed by the bacterium
P iocyss caml. Al of the v-tms were young
homosexual men. Doors quickly ieaned that the victims
were contorting these re diseases because part of their
immune system-- certain white blood celis rucal to the
body's defense against infection-had been destroyed. It
was not until last sumawr that someone (there is

Robert Bael. who studied Immunology at the Unavemtv
f Caworrnua at Berkley. is the science correspondent for

NBC News.

confusion about who) thought of the nane Acquired
Immune Deficiency Syndrome. Later, when investigators
from the federal government's Centers for Disease
Control (C.D.C.) searched their records, they realized the
disease had firs appeared in New York in 1978. and tiat
there had been at least seven cases in 1979.

When the doctors in New York and San Franci.o first
recognized the syndrome, they contacted the C.D C. in
Atlanta. The C.D.C. racks down the causes of unex-
plained outbreaks of illness. It is staffed by physicians and
scientists who a r highly competent, usually youn& and
invariably willing to work for less money than they could
make on the outside. They entoy the role of medical detec-
five. Often their tasks are relatively trivial: finding the
tainted macaroni salad which gave diarrhea to dozens at a
crowded picnic. Sometimes the challenge is much greater.
as when C.D.C. scentists identified the bacterium respon-
sibie for Legionnaires Disease, and turned a mystery killer
inho • treatable ailment.

Much has been said and written about the allegation
that because AWS primarily affects homosexuals and drug
addicts, the federal government was lax in responding to
it. I cannot say that more researchers and case workers
would not have been assigned -f this were a fatal affliction
ofinvestment bankers. But it would be ddficut to make a
case that the C.D.C. could have accomplished more than it
did in the WUnal phases of the investagaon.

Th scence of epIdeaolg concentatson finding the
one exposure shared by those iniecte by an ailment and
not by those unaffected by it. "At the picnic did you eat the
potato salad or the macaroni salad'" In the early stages of
the investigation in 1981, the C.D.C. scientists exhaustive-
ly interviewed every A S victim they could find. They
tesed samples of the victims' blood, urine, saliva, and
feces or evey known bacterium virus, and parasite.
Many theories we put leeward: that the amyl nitrate
stimulants known as "poppers" were the cause, that
certain bathhouses or bars amiht be involved. The labors-
tory test found noth . The only fact that emerged
from the interview was that many of the victims wer
ha"vng a lot of sex with a lo( of other men. Many had had
hundreds of sea partners a year, and some had had more
than a thousand.

Irclly, the invesigation moved faster at the begin-
ning stags precisely because the disease was affecting
pnmanly people whom most of society and the mass me-

14 THt NEW etPUBLIC
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,die end to Ignore. During those first months C.D C sci-
entists did not have to contend with hysterical inquiries
from citizens and public officials. They did not have to
spend much time answering reporters' questions, because
reporters weren't calling.

Between 1979 and the end of 1981, 280 cases had been
diagnosed and reported to the
C.D.C., 225 in 1981 alone. The
number seemed to be increas-
ing exponentially, doubling ev-
ery six months. The investiga-
tors saw that AIDS had spread to
drug addicts, to Haitians, to he-
mophiliacs, and to children.
They realized that 75 percent of
the victas who had had the
disease foe a year and a half or
mor were dead. And most k*-
portant, it became increasingly
dear that what was causing the
disease was something "new":
not the familiar bacterium wait-
ing to be found in the macaroni
salad, but an agent to which hu-
mn beinp had never pre-
viously been exposed. At this
point it was obvious that tradi-
tonal epidemiology and the re-
sources of the C.D.C. were not
enough. Alot of basic reah
was needed. And here ther

a lag.
The Natonal Institutes of

Health dominates medical re-
search in the United States. The
N.I.H. is not set up as the
C.D.C. is to respond quickly to
emergency., It funds research
and research to pursue long'
term goals that are established
by Cones an, inumt. by
the lobbying groups that iflu-
ence Congres. That is why the
lugest part of the N.I.H. budg-
et pays for studies of diseases
which might kill a 6&year-old
white male Senator. Not sw-
pelsingly, the top scientists iol-
low the money. Most spend
the time on problems such as 5a iIT VINCus roe

cancer and heart disease. The N.I.H. ofife no money for
AIDS research in 1982. But even ifit had, few top scientists
would have lumped In. Frm the outside it seemed the
C.D.C. still oight come up with a quick easy explanation
and few big-time scientists would have been willing to
switch to research that might prove a waste of hime.

As a result the gap was filled by scientists who. like Dr.
James Oleske of the New Jersey School of Medic ie and

Dentistry in Newark. stand below the top rung. Dr.
Oleske, among the first to study AIDS in children, set off
much of the current panic about AIDS.

The mothers of most of the children who have A&lS are
drug -ddicts, and other researchers had assumed that the
children contracted the dLease fron their mother's blood

in the womb. But Dr. Oleske
announced at a press confer-
ence. in dozens of media inter-
views, and, months later, in a
paper in the 1ou.'iwl of It Ameni
can Medical Assontion that AIDS
seemed to be spreading in the
families by casual contact, by in-
haling the breath of a victim or
by lussing. Several other scen-
fists say Dr. Oleske's work is
flawed. (As Dr. Arye Ruben-
stein. Professor of Pediatrics
and Duecor of N I H research
on AIDS at the Albert Einstein
College o( Medicine in the
Bronx, diplomahcatly put it.
"My feeling was that the infor-
mation Included in his lAMA
paper does not yet justify the
far-reaching conclusion that
there is an intrafamilial spread
through casual contact.") They
contend he did not check thor-
oughly enough whether the
mothers had a history of drug
use or bisexual lovers. Some of

- the cases, they say, might not
have even been AIDS, and some
were investigated after the vic-
lins had died He was the
first--,nd to my knowledge he
remains the only-scientist to
daim that AIS can be spread by
casual contact. But a lot of re-
portr picked up on that story.
Soon hospital workers, prison
guards, undertakers, and many
others were regarding AJDS vic-
tins as lepers.

No group has suffered more f
from bad scec than Haiti an J

THE.,w i 1uLI immigrants. When the fhst
cases appeared. American doc-

tors interviewed the v tms. T'he doctors spoke mostly
English. Occasionally they found someone who could ask (
the question in French. But the recent immigrants under-
stand only a little French, and even less English None of
the original Interviews was conducted in theu native Cre-
ole. Nor did the doctors bother to learn much about the
Haitian culture. They simply asked, "Are you a homosex-
ua? Do you shoot drugs"' When the answer to buth ques-
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tions was no, the doctors declared that Haitians were sus-
ceptible to AIDS for some mysterous reason.

Suddenly there was a popular notion-and it seemed
evmr so logical-that AIDS had originated in Haiti. What
bele. place for a deadly new disease to spring up than the
land of voodoo and poverty? And who better to blame
han Haitian immigrants? Poor, black, and speaking little

EnliSh, they were already facng more discrimination
than almost any other group in America. So why not
blame their for AIDS too? My experience At the airport
iusates the attitude about Haitians. About eighty Hal-
loans in the United Slates--out of four hundred thou-
sand--have AIDS. But because of the fear of AMDS. hun-
dreds of immigrants have lost their jobs or have been told
they wil not get one.

There is simply no evidence to support the so-called
"Ha.tian Connection" When Haitian doctors interviewed
the victims, they learned that at least one quarter had
work , as male prostitutes meeting foreign gay men.
mosy Americans. in bars in Port-au-Prince and in the
rmort areas of Cap Haitien. Thes Haitian men did not
consider themselves homosexual. In fact, them is a strong
caltural taboo against homosexuality in Haiti. Many of
these men were married with families. They had sold
themselves in order to survive.

In Hai I lepmed that ADs is a growing problem there.
At least one hundred ifty cases have been diagnosed. But
there its no evidence that AMDs begpn there. It probably
came from the United States. InsHait! many victims, like
the victims among the immigrants to the United States.
worked as male proItitutes. Others are there wives and
gSifriends. Folk doctors, who provide much of the poor
Haitians' medical care, of" inject several patients with
the same hypodermic needle without ceanuig it. This
pcice may be spreading AIDS among Haiians the way it
Its spread among drug addicts in the U.S. Ste, theme is no
Mason to say that AIS is a Haitian disease or that Haitians
pelt for reasons that ar diffemrt from everyone ee's.

Some ay organizations and gay publicatons have re-
PDOt the afleaton tha AIDS orliginated In Haiti. One
story has it that during voodoo rituals Haitians drink pl"
blood. and can contract an African swie virus which
insects Haiian pigs. There is no evidence whatever to
sOppo., this tale. Although gays have protete vocier.
ously about the discrimination they have suffered because
Of AMDS, some elements of the gay comnunay sein to
have no qualms about abetting dcrmlnatlsm against oth.
as. There is strong desire among some gays to say that
AMS came from somewher-anywhere--ebe.

It Is unlikely we will ever learn where AIDS oriinated.
Within a you or two scientts w probay idenfy a
virus that causes it. But no one win be able to say where
that virus underwent the genetic mutation that enables it
to linec humans and destroy wile blood cels. We can
say that once the virus appeared, one of the main reasons
it became such a public health problem was the promiscu-
ity of ~ay gay men.

Homosexuality, t has often been noted in the discus-

sis of AMS, is as old as mankind. Some people have
always had sex with a lot of other people. But the ener.
gence ol homosexuality as an accepted culture in the last
decade enabled thousands of gay men to indulge in the
age-old male fantasy of having sex with whomever you
want as often as you want. A network where thousands of
people are interacting sexually is as rich an environment
for the dissemintion of disease n one could possil
Imagine. This is particularly so when much of the sex is
anal with tiny sores in the rectum allowing for the mixing
of semen and blood and often the blood of one sex partner
with the blood of the other.

Bekm AM appeared. many gay men were already
victim to dozens of bacterial, viral, and parasitic inkctions
which had been ram until recently. When a fatal disease
iound its way into the network, its rapid spread was
inevitalk-&st amng the most promiscuous, then
throughout the gay community. Whenever it started.
AM quickly became a disease of male homosexuals. More
than 70 percent of the victims are gay men. The evidence
suggests that from the homosexual matrix it spread to i.v.
drug users, and then to the few dozen people who have
gotten it from transfusion and to the few dozen
hemophiliacs who have gotten it from Factor 8. a product
made from blood which they must inect to make their
ow blood dot. Women who have contracted AIDS (the
C.D.C. knows of 110 female victims in the United States)
got It either from bisexual lovers or from dirty needles.
The few dozen chil victims almost certainly "ot it from
their motr's blood while inIhe womb and not from any
casual contact.

F ACED with the posibt of contracting a fatal
illness, many gay men have thought hard about their

lifestyle. The issue has been raised frequently in Say
publications. But even though gays have criticized
overnm oficils, most officials dealing with AIDS

have bied not to si in judgment on people's behavior--no
matte how muc that behavior may have been
MpoIl for the spread of the diea. U A S were
tgatdly to disappear and many gay meon were to resume
widespread promiscuity, thr is a good chan that some
other horrible disease would find its way into the gay
population and then spread to others. One need not be a
Moral Majority moralist to raise questions about the fast
life; there are powerful medical reasons for doin so. and
for hetlerosexuah as well as homosexuals. (On July 2 Jay
Mathews of NI Vamnton Post, citing C.D.C. figums,
reported significant declnes in the numbers of cases of
syphi and gonorrhea since the beginning of the year.
Several health officials specul that the rcent herpes
samre has contributed to the decline.)

In the pat few months the N.I.H. has responded. It has
awarded millions of dollars in research grants, and some
very good scientists have turned their attention to AI. It
is now certain that glory awaits the one who discovers the
came of or cure for the disease. Scientists are using
medicines most complex and modem technologies. It
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may uae a few years. but it is a pod be they wW
succeed.

Iat based on what is already known. and based on the
behavior ol viruses, particularly hepatitis 0 that affects the
sane poups, It is posibe to sort some tdins out now.

-Despite the hyseria, AIS is not highly contagious.
AU the evidence indicates it can be ttntd only by
sea contact or mixng ofblood; even then it requires m-
pealed exposure& ,,S has been around kng enough tiat
if it could be caught by breathing the a or m some other
casual way, theme would be nuy cases. Thee are none.
Thousandsof Say mn have had sea with AmS victim and
hav not gotten it. A lot ol people ae waiting arxiously
because the disease can appear six months to two years
alter exposure, but AS b ctrtaminly not anywhere nearly
as contagious as She Ulack Death of She Middle Ages.

-Thene an mo thm seventeen hundred cms now.
&,d thr wO be w tn dmty4omr hundred s
months from now. Sut It is not likely She wil be sixty-
eight hunsed a yea from now. ALmose ertminly, the
numd ol cases a not going to double every six months
asit hs since She onset of tlw epidemic. At some point the
disease- will have swept through the susceptile
populaotmsand the number of new cases will evel off.

-Ji unikely that everyone who is inted will the

fatal disease. Most viruses affect people to different de-
pires. it would be surprising if Ais wer different. Some
iople Might get a "mld case" and act as carriers but not
sufer the complete immune deficiency.

-Another facOt limiting the smead of M is that
while men can transit it to women through sexual con-
tadt, there is little evidence that women c n give it to men.
Thus it wil not spread li syphilis or gonorrhea.

-Finally, as long s As receives dose attention from
the media them will be reports of people who contracted it
through somne route other thn through sea, blood. or
biood-contaminated needles. It is not easy to get honest
answers about peoples' sex lives and drug-taking habits.

At the end of T7 Pirgw, Camus notes that the bacillus
never may disappears, and reflects gloomy that "per-
hap the day would cone when It would rouse up its rats
asain and end them forth to die mn a happy city." His
warning miMh apply equally we to AM. because a mu-
tant variant of the ADS vuus or some new organism could
appear anytime. Even it nterferon, recombinant D.N.A..
or one of the other wonders ot modern mwdkn provides
a cure for AMD o a vaccine to prevent it. health authorities
and gay mm would do well to rem tber the dangers to
gays and others that a return to the old pattern of massive
promiscuity would create.
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Mr. WALKER. Mr. Brownstein, I gather from your responses to
some of the questions, and also what you said in your testimony,
you see no evidence within the Public Health Service that there is
a feeling among the CDC or the NIH scientists that hemophiliacs
are expendable.

Mr. BROWNSTMIN. No, but I would like to answer that more than
yes or no. .

There was a comment made earlier about if this happened to
Norwegians or tennis p would be a different response.

Quite frankly, hembphiliacs do not represent any particular
group that has been stigmatized or against which there has been
discrimination; so we have received a very positive response from
all the organizations we are dealing with.

I am hearing, and I have heard, these other comments from
other groups, from the other groups identified as being as high
risk, and it has not been my experience, but, you know, there has
never been discrimination on that basis, against hemophiliacs.
There has been discrimination against hemophiliacs with respect to
employment, and so on and so forth, being labeled as disabled, and
so on, but not quite in the same regard.

Mr. WALKER. I appreciate your statement on that.
Mr. Endean, you said it took the Federal Government 3 years to

act on AIDS. Isn't it true that HHS officials dispatched epidemiolo-
gists to New York City and California immediately after the first
five cases were reported in Los Angeles in June of 1981?

Mr. ENDEAN. I can't speak to Los Angeles.
I am not sure. My impression was that the epidemiological ef-

forts that were underway were in New York City and not else-
where around the country.

-Certainly all of us would have to agree that the epidemiological
efforts to this point have been utterly and totally insufficient.

Mr. WALKER. Well, I am asking you to confirm the facts here. In
other words, you don't have knowledge of the fact that the epidemi-
ologists did begin acting after the first five cases were discussed.
You don't have knowledge of that.

Mr. ENDEAN. Yes.
Mr. WALKER. Isn't it true the first AIDS victim was admitted to

NIH in mid-1981?
Mr. ENDEAN. I can't speak to that.
Mr. WALKER. Thank you, Mr. Chairman.
Mr. WEiss. Thank you very much, Mr. Walker. I want to thank

our panelists for excellent testimony.
Mr. CRAIG. The question of confidentiality is a very valid ques-

tion. How are we to get the kind of information and material nec-
essary. This question just came to mind, as you talk about national
legislation to assure confidentiality and to gain the confidence of
the people that that -information would have to be sought from.

Is there a problem with a national law versus State laws that
say, certain types of behavior that these communities might be en-
gaged in is an illegal type of behavior within the State confines,
and therefore, the search for information, although the Federal law
might blanket, they would run into the problem of violating State
law? Is that a problem that anyone in this area has discussed?
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Ms. Apuzzo. Sir, we are going to hear testimony from Lambda
Legal Defense, which has coproposed this, and it sounds like one of
those questions that we might best leave to the attorneys to define
the parameters of.

Mr. CRAIG. Thank you. Probably a valid suggestion.
Mr. WEISS. Mr. Craig, thank you.
Mr. McCandless?
Mr. MCCANDLESS. In May of 1983, the French Government an-

nounced its decision to ban the importation of American blood be-
cause of its possible contamination with AIDS.

We learned earlier that there is no test to determine whether or
not blood has been donated by someone with AIDS before it is
given as a transfusion. Is that correct?

Mr. BROWNSTEIN. That is correct, and, in fact, at this point it has
not been definitively established scientifically that it- is a transmis-
sible agent through the blood.

Mr. MCCANDLE.SS. Is there any parallel between this and the
problems we have had with hepatitis being transmitted through
blood transfusions?

Mr. BROWNSTEIN. I would defer to Dr. Above, who will be testify-
ing later this afternoon.

Mr. MCCANDLESS. Do you know if we import blood for the pur-
pose of creating the necessary activities to help the hemophiliacs?

Mr. BROWNSTEIN. No, we do not import blood for that purpose.
Most of the blood fractionation is done in the United States by

four major pharmaceutical companies. In some small amounts,
blood does come from European concerns.

For the most part, the blood products that are used by hemophil-
iacs are exported to other countries, and, in fact, the notion of bans
on blood from the United States are somewhat overstated.

I have just returned from the Congress of the World Federation
of Hemophilia in Stockholm, and some of these reports are exag-
gerated, and I would be pleased to elaborate more on that at some
other time, if you wish.

Mr. MCCANDLESS. Thank you, Mr. Chairman.
Mr. WALKER. Mr. Chairman, since there do seem to be some

questions for the panelists, could we have permission to submit
questions in writing to the witnesses, so we could have those to
flesh out the record where some questions may still remain?

Mr. WEISS. I am sure the panelists would have no objection to re-
sponding to questions submitted in writing.

Without objection, we will leave the record open for the 10 days
after the close of the hearings for that purpose.

Thank you all very much for very, very effective testimony.
What has been demonstrated not just in your panel, but in the

hearings up to this point, is that there is a tremendous lack of hard
information about the Government's AIDS activities. That is what
we are all struggling with.

Thank you very, very much.
The next panel includes professionals from the medical and re-

search communities who have played critical roles in moving us
closer to unraveling the puzzles of this devastating affliction.
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I would like to call to the witness table Dr. Frederick Siegal, Dr.
Mathilde Krim, Dr. Marcus Conant, Dr. Joseph Bove, and Dr.
Bruce Voeller.

While they are approaching the witness table, let me begin by
introducing the panel.

Dr. Marcus Conant, professor of dermatology at the University of
California Medical Center at San Francisco, and president of the
board of directors of the National AIDS-KS Foundation;

Dr. Frederick Siegal, chief of the division of clinical immunology,
at the Mount Sinai School of Medicine and City University of New
York;

Dr. Mathilde Krim, head of the Interferon Laboratory at Memo-
rial Sloan-Kettering Cancer Center in New York, and chairperson
of the board of trustees of the AIDS Medical Foundation in New
York;

Dr. Bruce Voeller, biologist, head of the Mariposa Foundation in
Los Angeles. Dr. Voeller has held professorships at the Rockefeller
Institute, Hunter College, and Harvard University; and

Dr. Joseph Bove, professor of laboratory medicine, and director,
blood transfusion service at Yale New Haven Hospital. Dr. Bove
will be addressing the issue of AIDS and blood.

I would appreciate it if you would stand at this point. Do you
affirm to tell the truth, the whole truth, and nothing but the
truth?

Dr. CONA . I do.
Dr. SIEGAL. I do.
Dr. VOE-LLFE. I do.
Dr. KruM. I do.
Dr. BovE. I do.
Mr. WEImS. Again, may I suggest that for the sake of time limita-

tions, that you summarize your prepared statements. Of course, the
entire text of your statement will be entered into the record.

We will begin with Dr. Conant and proceed to Dr. Siegal, Dr.
Krim, Dr. Voeller, and Dr. Bove.

STATEMENT OF DR MARCUS CONANT, PROFESSOR OF DERMA-
TOLOGY, UNIVERSITY OF CALIFORNIA MEDICAL CENTER, SAN
FRANCISCO, CALIF.
Dr. CONANT. Thank you, Mr. Chairman.
Mr. WIms. May I indicate for the benefit of the observers that

we will take a brief break after this panel concludes its testimony
and before questioning begins.

Dr. CONANT. I am Marcus Conant, codirector of the Kaposi Sarco-
ma Clinic in San Francisco.

We would like to thank you and the members of the committee
for convening this hearing, and my complete testimony, as you in-
dicated, has been submitted to your staff.

I would like to, in my brief comments, focus in on just three as-
pects of the problem as we see it as medical researchers involved
with this problem in a community that has more per capita gay
men than any other community in the United States.
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Researchers who are in a major medical center right at the edge
of that community, medical researchers who are seeing daily new
cases of patients admitted with Kaposi sarcoma and pneumocystis.

The failure to respond to this epidemic now borders on a nation-
al scandal.

The second point is that this body, Congress, and indeed the
American people, have been misled about the response.

We have been led to believe that the response has been timely
and that the response has been appropriate, and I would suggest to
you that that is not correct.

Finally, I would like to spend a few minutes from my perspective
suggesting to you what needs to be done immediately, if we are not
going to face a catastrophe of undeniably unbelievable proportions.

First, the issue of failure to respond: I think that has created two
major epidemics. The first epidemic is the epidemic of AIDS as we
now know it, and the second is the epidemic of fear sweeping our
country.

There are now 1,900 cases of AIDS in this country, and 900 of
those young people are dead.

The epidemic is now doubling every 6 months.
We hear that changes in lifestyle may make the problem go

away. I would suggest to you that many members of the gay com-
munity that I see as patients have clearly changed their lifestyles.

If you were confronted by a disease that has a mortality rate ap-
proaching 100 percent, it does not take much medical persuading to
convince that patient to substantially alter his behavior, but I
would further submit that to think that any individual is going to
totally deny his sexuality, a basic human function, is naive and ex-
treme.

Gay men will continue to have sexual contacts. They will contin-
ue, even though they know the risk that they are placing them-
selves at; they will continue to be human.

For us to suspect that they will cease to be human is naive.
At this time 1 year ago, there were 300 cases of AIDS in the

United States. We now have 300 cases of AIDS in San Francisco
alone.

By the time the current administration finishes its term of office
1 years from now, there will be 12,800 cases of AIDS in this coun-
try, and, as I have told you, 80 percent at least of those patients
will die.

No one who has acquired pneumocystis pneumonia has survived
for more than 2 years.

Those brave young men that you saw testify are looking to you
to help us to come up with treatments to try to prolong their lives,
but at the present time no one with pneumocystis has lived for
more than 2 years after that diagnosis was made.

If nothing is done by the time the next administration finishes
its term of office, there may be as many as 3,300,000 cases of this
disease in the land.

I spoke of the epidemic of fear. In San Francisco, we now have
the hysteria of policemen unwilling to go into certain areas with-
out wearing masks, the ridiculous situation where a; bus operator
refused to tke a transfer from someone he assumed might be gay,
because he was afraid he would acquire the disease.
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Clearly, we are failing in public education. The incredible situa-
tion where nurses are refusing to care for dying patients because
they don't understand enough about the disease, and they are fear-
ful of acquiring the disease, themselves.

We are failing in educating our medical community as well as
the entire citizenry; and then we had a situation last week where
oung men were running through the streets of Seattle with ball
ats, beating up on people who they think might be spreading a

disease. These self-appointed public health officials out there
spreading fear and anger, why? Because they are hearing this fear
and anger from their parents and their peers, and it is our job to
try to dispel some of that, and we can only do it with coordinated
education at the highest levels.

As a second point, I suggested that you have been misled; that
we have all been misled.

We heard a moment ago that the Government had only recently
become aware of this problem.

I was invited to attend the first meeting held at Bethesda, Na-
tional Institutes of Health, in the fall of 1981.

Everyone attending those meetings knew at that time what we
were facing. We knew the type of disease we thought this was, a
transmissible agent, probably blood-borne.

We knew that the numbers were doubling at an incredible rate.
We were terrified of the implications of this epidemic. We were at
that time able to draw an epidemic coverage.

By May 1982, we were predicting 300 cases by the end of 1982.
And the prediction of that upsweep was perfectly correct. We were
just naive in terms of the numbers. There were not 300 cases by
the end of 1982, there were 900 cases.

The delay in funding research has been unconscionable and has
resulted in loss of lives. As a medical researcher I can tell you that
we have lost much valuable information: Individuals who we could
have questioned epidemiologically about who they had contact with
are now dead. There is no way to do retrospective epidemiology on
individuals who have died. By losing them we are losing informa-
tion vital to understanding how this disease is transmitted.

We know there are not enough projects yet being submitted by
researchers across the country. And yet from our own institution,
the full grant that we submitted was not fully funded. Many por-
tions were completely approved. It went through the peer review
process and we were told yes, indeed, this appears to be good work
but there is not enough money to fund it.

It would seem that the NIH does not have the money to fully
fund all of the projects that have already been submitted, many of
which are necessary and worthy.

And I would suggest that there is a double accounting process
going on. In terms tha we have received in response to inquiries to
the National Institutes of Health, we have been told that large
amounts of money are being used to study and investigate the
AIDS epidemic. And yet when we look at this, we find that these
were moneys appropriated to study cancer, clearly appropriate
studies that should go forward, but that were appropriated 4 and 6
years ago. But they are now being lumped into the accounting for
the moneys being spent for AIDS, deceiving, if you will, those read-
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ing it into believing that this large amount of money is being spent
on AIDS, when in act there is nothing more than moneys that had
been there all along for other important research activities.

I would also like to focus on a misconception that we hear com-
monly, that this is a problem often referred to similar to cancer
where we may be in for the long haul. Let me remind this commit-
tee that there are two aspects of this disease, and I think it is im-
portant that all of us keep this clear.

The first aspect is that we are dealing with a new sexually-trans-
mitted blood-borne agent, probably a retrovirus, and that we have
at our disposal the intellect, the abilities, the capabilities of isolat-
ing a virus, producing a vaccine and protecting a population tiot
yet exposed who are at risk.

The second component of the disease is that in some way this
agent mysteriously cuts off the immune system of its victims and
places them at great risk for developing some opportunistic infec-
tion, such as pneumocystis pneumonia, or Kaposi s sarcoma.

While it may take many, many years to unravel all of the im-
munological complications of the disease, and by the time we have
a vaccine we may have hundreds of thousands of people who have
AIDS, who need that research to save their lives. Funds applied
today to look for the agent may in fact break this chain of trans-
mission. But the job is not easy. The incubation period of this dis-
ease is 18 months. So if I put a vaccine in front of you today and
we began to vaccinate individuals, that would have no -impact on
the incidence of this disease at all until 1985.

Said another way, every case that is going to appear next year is
already in the pipeline, and we have no way of stopping it.

Namely, let me suggest some things at least from our perspective
that could be done immediately and indeed must be done if we are
going to prevent this disaster.

First, new Federal funds need to be committed to attack specifi-
cally this problem. Throughout this epidemic, some funds have
been shifted from one agency over to another, a little bit of money
has been found here, a small amount of money has been found
there. The amounts of money for the type of problem we have here
is just not adequate.

I would suggest that you gentlemen view this like a national dis-
aster, and if this city were devastated by a hurricane tomorrow,
you certainly would not say, well, the sewage department is still
working, the light departments are out there working, we are going
to get the problem taken care of. The city would have been struck
by a new disaster. And it takes new resources to deal with that dis-
aster.

This country has been -struck by a new disaster. None of us ex-
pected a new infectious disease to appear at the end of the 20th
century which has a mortality rate greater than smallpox. We
need new extensive funding to attack the problem.

The second is that all of the worthy grants that have been re-
viewed should be fully funded immediately, so that researchers can
go to work to try to elucidate what the causative agent is and how
it cuts off the immune system of its victims.

The next thin' is that the NIH should solicit grants frequently
from the research community. There should be every 3 to 4 months
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calls for new research papers to stimulate thought in the medical
community and to continue to have new grants to review.

The problem is changing rapidly. We need new information rap-
idly.

We need a task force in the -xecutive branch of Government to
attempt to coordinate the educational activities, the physician edu-
cation activities, the community ne.As that you had eloquently ex-
pressed by the panel that preceded me.

And finally, and probably the most important from the perspec-
tive of a medical researcher, is we need an ad hoc peer review com-
mittee, probably under the National Institutes of Health, which
can expedite the peer review process.

As a scientist, I can tell you that the peer review process is time-
honored and worthy, and should not be tampered with except in
the case of a national emergency. We have such an emergency
today. Eminent scientists could be picked, they could review proj-
ects, and they could recommend funding immediately.

If the Jonas Salk of this epidemic were to appear today with a
proposal that all of us felt was worthy, it would take him 18
months to 2 years to get his first test tube paid for.

For those of us from the west coast, we don't get back to Wash-
ington very often. I was lucky enough to arrive 2 days ago, park
and walk up the Mall, look at some of the national monuments
that we don't get to see, and walked into the National Archives
Building to see the Declaration of Independence. And one is struck
that 207 years ago, when Jefferson penned that document, he said
that we as citizens had three inalienable rights, and I don't think it
is by accident that he said that the first of those was life. And he
pointed out that to secure those rights, governments are instituted
among men. And as I read that, it was his interpretation that the
purpose of government, the mandate of government is to insure the
life and lives of its citizens.

We are in the beginning, not the midst-we are in the beginning
of a national and indeed worldwide epidemic that is going to
threaten the lives of hundreds of thousands of individuals. It would
seem clear that the mandate of this Government is to respond and
to respond immediately.

Thank you, Mr. Chairman.
Mr. WEms. Thank you.
[The prepared statement of Dr. Conant follows:]
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My name is Marcus A. Conant. I am a physician at the University

of California at San Francisco and the co-director of its Kaposi

Sarcoma Clinic. I wish to thank Representative Weiss for calling this

hearing.

Some time three or four years ago, in a manner that will probably

forever remain unknown, a new and terrifying illness was introduced

into the human population. At first, we did not even know that it had

arrived. Instead, it was thought that for some bizarre reason there was

an epidemic of a rare skin cancer called Kaposl Sarcoma among

homosexual men in a few large cities. At about the same time, it was

also noted that others in the same population group were coming dolin

with e lethal form of pneumonia in unusually large numbers. It was not

until several months later that public health officials realized that

the illnesses they were seeing were actually only the symptoms of t

much more fearsome disease, the phenomenon we have come to call

Acquired Immune Deficiency Syndrome. AIDS has since become America's

most feared acronym. The statistics on its proliferation have become

numbing, but they bear repeating here. Last year, there were a few

hundred persons with AIDS. Now there are 1,800. The numbe.- o' AIDS

victims currently doubles every six months, and by the end of the year,

more than 3,000 people will have it. As the number of persons with AIDS

grows, the growth rate of the disease itself also increases, with the

AIDS population expected to be doubling first every four months, and

then every two. The number of people with AIDS could easily reach tfe

tens of thousands in the very near future. Because the incubation

period for AIDS is so long- we believe it to be 18 months- even if

-I--
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vaccine were found today, the number of victims would continue to grow

until at least 1985. The final statistic in this grim litany is that

nearly 60 percent of the people who contract AIDS die from it. The

disease, quite simply, is the most lethal infectiuous killer known to

modern medicine, and it is on a rampage in this country.

In the face of this appalling specter, one would expect the

government of the United States, the world's most affluent and

technically advanced nation, to be sparing no resource In its fight to

stop AIDS. But as a physician and researcher who has worked with this

problem from the beginning, I have to characterize the federal

response to AIDS as bordering on'the negligent. I see in my office

every day young men who should be in the prime of life but who instead

are wasting away towards an early, pointless but once-preventable

death. They i-egularly ask me why their own government does not seem to

care if they live or die. The question is not a rhetorical one. I have

no answer for it

I would like in my testimony to explain briefly how the federal

response has been inadequate, and then to propose what I think we as a

nation should be doing.

Recently, the administration announced that conquering AIDS is,

in the words of the Secretary of Health and Welfare, the nation's

number one health priority. We welcome this verbal support, especially

after such a long period of official silence. However, I wish it was

3ping backed up with financial support as well. The record clearly

shows that it is not.
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We often hear that from the National Institute of Health that it

has all of the money it needs to deal with AIDS. However, my every

experience with AIDS contradicts that. I can, with no effort at all,

think of two dozen research projects that could be crucial to thp fight

against AIDS that aren't being carried out for the simple lack of grant,

money. I know of any number of colleagues who, instead of staying in

their laboratories doing vital research, have to spend their time

chasing funds. Compared to the enormity of the problem, the foderMl

funding response has been, relatively speaking, a pittance. The failur*

of the federal government arid the NIt1 to respond promptly and

forcefully to this crisis is a national disgrace. It has helped the

spread of two epidumics, one of a deadly disease, the other of pub))c

hysteria. I cannot help but conclude that foderal officials who soy

that enough morivy Is being spent on AIDS are simply mouthing some

required political line that hoo rnothing to do with reality. I wish

they could be with me in my office uvury day as I have to face yet

another patient who will tViely die because a major federal LommitmLvnt

to fighting AIDS was not made sooner.

I would also qtJfstion whether the federal government hal actual l1

committed as much money to this fight as it says it hes. I believe that

the NIH has ben less that candid in descrtbing the amountt it is

spending on AIDS. For example, the NIH includes in its figur-es mnies

it was spending on projects that have tiothing directly to do with AIDS;

projects that were underway l~aforo the AIDS upidemic even began. I aluo

know that the National Cancer Institute hets not rvlAsed some of the
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monies forxresearch projects that it has already approved through its

laborious poer review process. It is almost as though dubious

accounting methods are being used to inflate the federal government's

purported AIDS budget in order to create the appearance of a major

effort being undertaken, when in fact that is not the case.

The United States can be proud that its research establishment is

the ablest in the world. It stands ready to be unleashed against AIDS;

all that is needed is the backing of the federal government. The

tremendous intellectual resources of the public sector, including

private industries and the universities of America, must be utilized

in solving this problem. This can only be accomplished if Congress

appropriates enough money to stimulate research outside of the NIH anJ

the Center for Disease Control. I am sure we all have different

opinions aboot how active the federal government should be in matter-,

of social welfare. But no matter what your notion of the-proper federal

role is, it has to include taking the lead in a fight against a disease

that has struck citizens in every state of the union; a fight that Ql

the federal government has the resources to undertake.

There is one point I would like to address here briefly before

moving on. Most of my patients with AIDS are gay, and almost to a man,

they tell me that they believe the federal government would have acted

against AIDS with a vengeance had it only struc14 a segment of the

population that was in better standing at the moment in the nation's

capitol. While gay men are by no means the only persons afflicted by

ADS, it is clear they have suffered from it more than any other group.

I personally find it hard to believe that any member of Congress would
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deny funds for research into an disease because they did not approve of

certain aspects of the lifestyles of most of the people contracting it.

AIDS is a medical problem, and questions of the legitimacy or

illegitimacy of the modern gay movement must be left to some other

forum. But if anyone is reluctant to fund the fight against AIDS

because most of its victims happen to be gay, let me lead them to the

crib of a newborn child who has AIDS, so they can watch as the infant

screams with pain. There alone they will find reason enough to want to

halt this killer.

One misconception frequently heard from funding agencies is that

AIDS is such a complex, enigmatic pathological phenomenon that

providing funds for research would be like throwing money down a

bottomless hole. The analogy is sometimes drawn to cancer, where a

final cure is probably still many years away. This is a grievously

mistaken assumption, which if not corrected, could spell the deaths oc

tens of thousands of Americans.

AIDS is a baffling medical mystery. But it is a solveable medical

mystery. AIDS is a new infectiuous disease agent, and all available

evidence indicates that it is some form of virus. Fortunately, at this

point in the twentieth century, (thanks in no small part to the

support for scientific research provided in the past by tne Congress)

we have the knowledge and tools at our disposal to isolate a virus. We

can then proceed to sequence the genetic ihformation in the virus; to

produce a vaccine that will protect people from acquiring the virus

without incurring the disease; to clone that genetic material; and to
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then produce large amounts of the vaccine for public distribution. We

are hopeful that, given the proper support, we can accomplish all of

this reasonably quickly, and thus break the chain of transmission of

this disease.

But even with that achieved, there would remain another enormous

medical and social problem connected with AIDS. By the time a vaccine

is developed, there will likely be tens or hundreds of thousands of

persons already afflicted with AIDS. In those cases, a vaccine would be

useless, since the virus is already present in their bodies and

wreaking havoc with their immune systems. We therefor need to continue,

at fever pitch, research into the exact mechanism by which AIDS does

its work. This is so we can save the lives of those already with thE

disease, and the many more we know will be contracting it before then

vaccine is available.

These, then, are the two ultimate goals of AIDS research--

creating a vaccine for the well and finding a course of treatment for

the ill. How do we accomplish all of this?

I would like to put forward the proposal that AIDS is such an

unparalled threat to the American people that an emergency task force

be created at the very highest level of government. The task force

would be headed by an emergency coordinator whose job it would be to

act as steward while we, as a nation, join together to fight this

threat. The group would report directly to..the President or to the

Secretary of Health and Welfare.
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There are dedicated man and women throughout the country making

heroic efforts every day to solve the AIDS mystery. I have nothing but

respect for my research colleagues at the NIH and the CDC. Without

them, we would be crippled in this effort. But the work of those

scientists, along with those at research centers throughout the

country, is not being coordinated it is as though they are along the

rim of a wheel that has no center. A task force would be that center

of the wheel. This is not some symbolic action or hollow public

relations gesture, but a desparate need. Today, with no one group

overseeing the entire AIDS ef4ortp it is easy for research to be

duplicated; for vital scientific findings not to be passed along to

those needing them; for researchers in one part of the country to

pursue leads already discredited somewhere else. As you can well guess,

any of those scenarios can be deadly in such a time of crisis. Equally

deadly is the business-as-usual attitude of federal health officials in

the timetables they use to approve funds for research studies. We

desperately need to expedite the funding of worthy projects. If the

Jonas Salk of AIDS were to come to Washington today with a research

proposal, he would probably be told to come back in two years after his

papers had been reviewed.

The National Conference of Mayors, at its recent annual

conference, passed a resolution asking the Congress to appropriate $50

million a year to combat the AIDS threat. I think that is an acceptable

minimum amount. In considering the question of funding, the Congress

must understand that AIDS is a nwdiseasebeiQg visited on the

population, and therefor new monies must be made available to deal with

-7-
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it. Some have suggested that AIDS research be funded by diverting money

from other public health projects. But it makes no more sense to do

that than it does to find the money for Social Security payments for a

new retiree by cutting off payments to someone already in the system.

The public health concerns towards which those earlier funds were

appropriated are still with us even with AIDS, and they deserve

continued federal support. As a researcher, I would also wish to point

out that it would be extremely shortsighted to fund AIDS by cutting

money that was earmarked for other, more basic, research. We would be

helpless in the fight against AIDS-- or in any other battle in

medicine-- had it not been for the basic research done in years past.

Continuing that research is part of our commitment to the future.

I would like to make one additional observation about money. I

think it demeans this body to suggest that it would only make a

judgement on matters of life and death becauLse of economics. The main

reason we must vanquish AIDS is because it is the only moral choice

presented to us. But should anyone need further persuading, consider

the simple dollars and cents of the matter. It now costs about $70,000

to provide care for a patient with AIDS. Thousands have, or will get,

the disease. Simple multiplication makes it clear that it is cheaper

for us to cure AIDS than to treat it.

I have already spelled out the ultimate goals of AIDS research,

and asked you to commit federal resources to help us achieve those

goals. But there are a number of other steps we must take in the

interim.

-8-



111

C) While everything possible must be done to disseminate

information about AIDS to all interested researchers, this must be

done in cuch a way that patient confidentiality Is preserved at the

same time. Growing millions of Americans are completely comfortable

with their homosexuality and do not regard it as any source of

embarrasment. But there are, of course, many others who are unwilling

to be publicly identified as being gay. As a result, a firm federal

policy on patient confidentiality would be a boon to research, since

it would make closeted homosexuals much more willing to fully and

candidly discuss their AIDS problems and related issues with their

doctors. Such a policy would also respect the right to privacy that

every American cherishes.

*) We need to greatly expand the extramural research being done

into the epidemiology of AIDS. The disease baffles us on a number of

fronts, not the least of which is the networks by which it is

transmitted. Some examples of the questions we would lP e answered- San

Francisco has a very large Asian population, yet there are only four

Asian-Americans there with AIDS, while most other ethnic groups have

the illness in proportion to their percentage of the population. Why ic

this so? In the first sets of studies on AIDS patients, they were

revealed frequently to be highly promiscuous gay men. This is not at

all the case today. Why the change? Among the Hatian males who have

AIDS, nearly 100 have described themselves as hetrosexuals. How did

the disease spread to them? The questions go on and on.

a) Fundings for research proposals are generally reviewed through
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the peer review process of the National Institute of Health. This is a

time-honored procedure, and one that all scientists. including myself,

regard as the very cornerstone of our work. Truth flourishes and

science advances only in an atmosphere of skepticism, questioning and

caution. I think we must also remember, though, that we are in the

middle of a public health emergency unlike any other of our

generation, and that, as I indicated earlier, the slow, deliberative

evaluations that in less critical times are the lifeblood of research

could, in this instance, quite literally spell the death of untold

thousands of Americans. In the average case, the time that elapses

between a proposal being put before the NIH and the funds for the

project being released is 18 months to two years. As I think you can

appreciate, that is close to an eternity when it comes to the current

AIDS crisis. The NIH needs to very quickly establish an ad hoc review

committee made up of able, dedicated experts who can review proposals

for AIDS research on an emergency basis. These scientists would bring

with them both their expertise as researchers as well as their

recognition that a grave public health crisis exists that demands

prompt action.

*) I also think it is important for the NIH to issue a general

call for reLearch proposals dealing with AIDS. This would send a

signal from the federal government to the scientific community that it

is genuinely serious about AIDS. I know of a number of able scientists

who currently will not even bother spending the time putting together

an AIDS-related proposal because they feel it will not be seriously

considering by the authorities in Washington.
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*) Every American has an interest in seeing to it that the

nation's blood supply is protected. Efforts must be made to develop a

reliable, scientific method of screening that supply for infectiuous

agents such as AIDS. In recent months, as it has become suspected that

AIDS may be transmitted through blood transfusions, the vast majority

of gay men have taken themselves out of the pool of blood donors for

the duration of this health emergency. Most blood banks have also cut

back on blood drives in gay neighborhoods. But a policy of protecting

the blood supply by screening donors, rather than blood, is ultimately

shortsighted and ineffective. It is easy to imagine, for example, an

office blood bank drive where a closeted gay man, and a potential AIDS

carrier, wishes to "prove" his hetrosexuality to his co-workers by

going along with the others and donating blood. Nci amount of pre-

donation screening or questioning can prevent a person like that from

donating blood. And a massive screening effort to determine who is,

and who is not, a homosexual (or, for that matter, an intravenous drug

user or a Haitian or a hemophiliac) is a social policy that is, at

very best, of questionable wisdom, and at worst Orwellian. As far as

the nation's blood supply is concerned, the emphasis must therefor

shift from the donor to the blood.

*) There needs to be increased federal support for persons

actually afflicted with AIDS. The cost of AIDS treatment is

staggering, and is simply beyond the financial resources of most

Americans. In the case of kidney dialysis, the federal government long

ago realized that it was not befitting a civilized nation for its

citizens to die because they could not afford the cost of medical
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care. The situation is much the same today with AIDS, and I believe

the federal response should be the same.

) Six months ago, those of us doing research into AIDS were

frightened by two things- the disease itself, and the complete lack of

awareness of it outside of the gay community. Now, we have the opposite

problem. There are, in fact, now two AIDS epidemics; one involving

immunology, the other involving fear. There are arf p number of horror

stories in this regard; one of the most appalling has to do with a San

Francisco bus driver who, out of a fear of contracting AIDS from a

tattered slip of paper, refused to take a bus transfer from a man he

presumed to be a homosexual. I also hear too-frequent reports of

hospital workers refusing to care for AIDS patients. It is a sad timc

indeed when members of the healing professions no longer wish to carz

for the sick.

I don't wish to belittle the fear'of AIDS; no one knows more thar-

myself what a truly fearsome medical phenomenon it is. But I think

there is a considerable public education project ahead of us to tell

the public who is, and who is not, at risk. It cannot be repeated too

often that there is no evidence that AIDS is transmitted through casual

social contact. Common sense alone would lead one to that conclusion.

If AIDS were easily transmitted, then by now millions of Americans

would have it, not 1,800, most of whom are gay men.

In several ways, this fear of AIDS is a public health problem in

its own right. The health and welfare department's new toll-free phone
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line is a small step in the right direction. (I would point out,

though, that the phone lines are receiving up to 10,000 calls a day-

testimony indeed to the concerns Americans have aaout AIDS.) There are

also grave questions of social justice in this regard. I-have heard

too many stories of persons with AIDS being fired from their jobs or

evicted from their homes once their condition became known. There are

also economic aspects to the AIDS hysteria. My businessmen friends

back in San Francisco have started to worry about the effect of the

fear of AIDS on tourism in that city. They also say that friends in

other big cities have started to echo the same concern. There is even

the worry that foreign tourism to the U.S. could begin to suffer

because of the world-wide attention given to AIDS. All of these AIDS-

related fears are, of course, groundless. A high-level task force ccule

do much towards re-assuring the public of that fact.

*) The definition of AIDS must be broadened by the Social

Security Administration for the purposes of providing benefits.

Currently, the Social Security use the definition provided by the

Center for Disease Control, which defines an AIDS patients as a person

under 60 with either Kaposi Sarcoma or pneumocystis pneumonia, and a

few other disease. However, we have recently see a number of new

infectiuous agents take hold in AIDS patients. These people are just

as disabled, just as in need of Social Security help, as a person with

KS. Yet they are currently denied that help because of an outdated

definition of the problem.

*) Due to the publicity AIDS has received in large cities with

substantial gay populations, most physicians and other health care
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workers are now familiar with the clinical manifestations of AIDS, as

well as the appropriate treatment protocols. But this awareness of

AIDS must be spread to doctors all over the country, so that persons

suffering from the disease are diagnosed correctly, and from the very

start receive appropriate medical care. This will help save the lives

of these patients it will also help curb the spread of the disease.

In closing, I would like to point out that last weel alone, my

home city of San Francisco buried four of its sons; young men who only

months ago were in the prime of their lives. At a time such as this,

one can't help but recall that it is the right to life that is

the first of the three unalienable rights set forth in our Declaratior

of Independence; and that, as Jefferson wrote 207 years ago, that it is

to secure those rights that governments are instituted among men. Piy

government has no higher purpose than to protect the lives of its

citizens, and the citizens of the United States today face no greater

public health threat than they do from AIDS. We have the profound moral

obligation to take every step necessary to conquer it as rapidly as is

humanly possible.

Thank you.
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Mr. WEss. Dr. Siegal.

STATEMENT OF DR. FREDERICK P. SIEGAL, CHIEF, DIVISION OF
CLINICAL IMMUNOLOGY, MOUNT SINAI SCHOOL OF MEDICINE
AND CITY UNIVERSITY OF NEW YORK
Dr. SIE AL. Mr. Chairman, I was asked to comment today on the

response of the Federal Government to the public health emergen-
cy presented by AIDS. I realized when thinking about this question
that by virtue of existing NIH support, that I and many other in-
vestigators like me do in fact represent a part, albeit small, of that
response, and that to some extent my professional history and cur-
rent work exemplifies some of what the Federal Government can
do and is doing about AIDS.

From my medical student days, through my house staff training,
I learned in an environment heavily endowed one way or another
by public support. But, and this is important, it was a time in
which students and tra-nees were actively encouraged to enter a
research career. The U.S. Army taught me practical public health
and preventive medicine and Federal funds made possible the func-
tioning of the immunology research laboratories in which I did my
post-doctoral fellowship.

Since 1973 I have been engaged in clinical investigation into the
somewhat arcane and certainly obscure field of immune deficien-
cies of adults, funded almost continuously out of Federal moneys,
first at Memorial Sloan-Kettering Cancer Center and then Mount
Sinai School of Medicine.

It was not an endeavor that could have supported a private prac-
tice. Yet from my relatively few patients with these rare diseases, I
was able to have an impact chiefly because of my special research
and rather unique background.

I could not have predicted nor could anyone else that that kind
of background developed first in 1970 could have had an impor-
tance or usefulness to a major public health problem in 1983.

At several other centers in New York City, as well as in Los An.
geles, San Francisco, Atlanta, and Miami, physicians with similar
backgrounds were also trying to figure out obscure immunodefi-
ciencies. We were doing this for a variety of reasons, none of which
obviously had anything to do with the coming epidemic, to help
those few patients, to expand our own knowledge of those diseases,
and to improve through those experiments of nature the under-
standing of human immune deficiency infection. So we happened to
be in the path of AIDS when it appeared and we were ready in
effect to deal with the problem.

Had the disease hit other cities in the United States, there are
federally trained and supported clinical investigators who could
also have promptly become involved.

But given the present climate of opinion, we are concern(* that
10 years from now there .won't be the same kind of background
population available to study a similar epidemic.

It might be useful to look back at the time of the outbreak of
AIDS and the mechanisms that we did use to respond to it.

In June 1980, the first of our cases appeared at Mount Sinai. He
was then just an unusual case of immune deficiency, and we
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turned our NIH-funded laboratory to his investigation. Because he
had unremitting herpes simplex infection, we turned for help to
colleagues at Memorial Sloan-Kettering, who had somewhat differ-
ent and specialized backgrounds.

Carlos Lopez, Ph. D., whose training in herpes viruses and the
host defense was also supported by Federal grants, was also
brought to bear on the problem as were many other investigators.
Without realizing it, we had begun a prospective study of AIDS
with our very first patient.

[Article relating to study follows:]
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rectal biopsy, which - Imphbowmuoms ten,
c-clne was ee without dtes.

The patient waa transferred to the Mount Sai Hospital in May
because of continue fevers and dachezia. He had oral candidiasis,
generalized *botny lupaepayand abdominal, enmssin
the lf lower quadrant Te prlanal ulc had enapd to 12 ca.
Anema and leukopenia were noted. iCultu and itmnunaftuores-

-ce being of the ucer sbowe only HSV Type 2. Esahiation for
hats, gonoea, ly " I pamsloma seneretnk and other paho-
ge" Was isgie.V A biopsy suggeated that HSV and cytomegalo-
thu cxste h I-i the ulcer. Lympb-aod biopsy indicated the ab-
see of germinal center Tratment with vidorabine for Oft daya
had no dfect nor did a bor-day trial of acycleir (kindly provided
by Buroughs-Welcome). Spiin her, retal bleeding. pom-
ste wasting and lymphopenia did ca respond to broad spectrum
antibiotics and u'fus. Terminally, the patient appeared to
have a generalsed cardiomyopathy; he died on August 8, 190.
Permisson for autopsy was denied
hP 3

A 26-year-old Colombian homosexual n reported dull pain in
the lef lower abdominal quadrant and rectal bleeding in May 1960.
He was treated swgcAlly for presumed pesiasia abscess. Postoper.
&tte rectal bleeding necessitated tranduaiom. Ku June fever (te.
perature to 406C) and weight loss began. After additional anal
surgery, a perianal ulcer deseloIpd and gradually spread. Tetracy.
dine and -rdlos we ghen. However, unrelenting Or, pen-
anal ulceration, and a 12-g weight loss prompted an eensive but
uneealing evaluation which Inchde colonoscopy, -atontsi
nal contrast studies, marrow biopsy, plum and ,iter/spleen
scen abdominal ionography. and standard cutu .

The patient was transferred to the Mount Sinai Hospital In Feb.-
ruy 1961 because ofcached and a 20-cm permal ulcer (Fig. 1).
Repeat evaluaton hr nlaiumatory bowel disee and lymphoma
Included exploratory laparotomy and comtiuclo of a divert co.
lostomy. No specific pathologi pro was found; node-biopsy
specimens we normal. Cultures of the ulcer gew HSV Type 2,
which was cociuvaed by inmunofloe testing and typical
morphologic appearance. Vidarabine was given until entral-ne-
oua-yatem toxicity In April, the patient was transferred
to Manora Hospital hor further treatment with Interferon and
FIAC; however, the uker did not reres and cultures remained
positive. Bilateral Iterstitial ptunonida and encephalopathy led
to his death in June.

At autopsy, neerozing, hemorrhagic bronchopmoes a hen.-
orrheagc colitla and choldeiddu we found. Post-mortem cu.
tures frm lung liver spleen. lymph nods and heast we
negative, but herpetic intranuclear Inclusion a4gte of cyo.
megalovirus we see in the colon, adrenals, stomach, and lungs.

POWe 4
A 22-yew-old Hispanic homosexual man had fver (38.58C) and

night swets in July 1960. Gradual weight loss began. Oral cand
dis was noted in September. By December, an 8-k weighs loss,
generalized, lymphadenopathy, splenomegaly, AmWnl and Inko-
penLa woe obete Che film showed an irate In the right
upperJobe. Ev ation h underlying disease, including gastroin-
testinal roentgenography, ver biopsy, gallium scanning, abdomi.
ml sonography, and colonik and lynmph-node biopsis, gate non.
specific or norml results. In January 1911. peanal vesicular

lesions first appeared; cultures showed HSV Type 2. Sp~kn fever,
kth , anorea, and weight lss continued, and the pe"an k
sons formed a gradually enlarging uker; ulvrative lesios, om
which HSV was cultured, also appeared an the nasolablal kold (Fig.
2A). By April, the patient had lost 22 kg and had severe oral candy&
disma. Treatment with amphotericin led to some reduction in the

canida idecdon kkbsek bactered resoh d sh antdibilot
Tratment with vldrabime for two weel did not dc t the
or other symptoms, but ia May acyclovir (Burroughs-Wc )
given hor 10 days led to 4de r cv@a-ae and grdual heai t,
ulcas (Fi. 28). The maried lympeA& and lympbold dyslano.
idon that had characterized the disease (see Results) were not al.

tered. TMP-SMZ was givem in low doem to prsem pomes.W
tis. In July, the ulcers recurred and HSV was again cutured.

During successdl I--reatment with acycdot, biuila nodules ontha
back and penile shaft we noted. On biopsy, a diagnosis of Kapo-
si's sarcoma was nAde

Serologic data are wu'rized in Table 1. Patient 1
never had detectable complement-fiuing antibodies
against HSV, Patients 2 and 4 had lnhangian titers,
and Patient 3 had a fourfold increment in titer.,Sero-
logic evidence of active cytomegalovirus infection was
present only in Patient 2. Patient 4 had complement-
fixing antibody titers of 1:8 and lea than 1:8. There
was no evidence of acute or recent infection with vari-
cella-zoster or Epstein-Barr viruses, lymphogranulo-
ma venerewu, or toxoplasmosis. Antibody to hepati-
tis B virus was present in two patients, and hepatitis B
surface antigenemia developed late In Patient I. Other
serologic studies, particularly in Patint 1, failed to

Figure i. P n Ulceration of Peat n , before ThMy
with VkdarbW&

The apperance of the lesion did not change during or atw
thi e te ent.
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A

B
Figure . Nasolabl t.slo o4 Patent 4.

Pae A how hslon (compWe obstructing both nam)
before therpy wth acyclWv, and Pe B shows healing

fthr days dhe tmeynt.

suggest infection with legionella species, cryptococco-
sis, histoplasmosis, Ewamwb, Aiddy, toxoplas-
ma, respiratory syncytial viruses, or rubeola virus.
Serologic testing for syphilis was negative in all pa-
tbents.

Skin anergy to recall antigens was present in all
subject (Table 2). Total lymphocyte counts were reg.
ularly depressed. Except for a single determination
(Patient 1,July 190), counts did not exceed 1000 and
averaged from 200 to 600. The severe lymphopenia
limited the studies that could be done. The propor.
tio. of cells with T-cell characteristcs ranged from
norma to depressed in various determinations. The
propo'tn of sheep rosettes tended to be lower than
h propo of cells demonstrable with use of hy-

Eridoma-derived antibodies to T cells (anti-Leu-1).
Although this finding suggests that a serum inhibitor
of rosette formation was present, none was found in
Patients 3 or 4. The proportion of T cells exhibiting a

suppressor/cytotoxic cell phenotype (Leu-2a) was in-
creased in Patient 3 but not in Patients 2 or 4. Lym-
phocyte responses to plant lectins were moderately di-
minished in Patient 1, more severely so in Patients 2
and 3, and progressively depressed in Patient 4. Only
Patient 4 had a response to phytohemagglutinin that
was within the normal range when he was first stud-
ied. Responses to pokeweed mitogen were. relatively
preserved. In Patient I, despite only moderate de.
pression of mtogen-induced proliferation, transfor-
mation responses to all antigens tested, including
HSV and cytomegalovirus, were absent.

Measurements of serum immunoglobulin and im.
munoelectrophoresis indicated polyclonal hyperim.
munoglobulinemia, particularly of IgA. Despite this
finding, serum antibody titers were generally low. The
proportions of B cells were normal in all subjects. Ab-
solute numbers of B cells, as well as of T cells, were
depressed.

We considered the results of the assay of natural-
killer-cell function in two ways. (7) HSV-specific nat.
ural-killer activity in lytic units per million mono-
nuclear cells was determined directly from the lytic
system. The calculation, which is based on a range of
ratim of killer cells to target cells, considers all cells
isolated from blood." According to this standard, nat-
ural-killer activity was normal in Patients I and 4; it
was initially very depressed, in Patient 3, but later
gradually became normal. (2) Because of the sere
deficiency of mononuclear cells, calculation of the
lytic units per milliliter of blood,- based on cell yields,
was also made (Table 2). By this criterion, all sub-
jects had severely depressed natural-killer function;
Patient 2 had no measurable activity.

Dsucsnom
Ulcerative lesions caused by HSV are usually ob-

served only in patients with severe deficits of cellular
immunity associated with another underlying dis-
ease.14 That four patients who were believed not to
have been previously immunocompromised had such
skin lesions (with three dying after an inexorably
downhill course) suggests that some factor common to
all the patients was operative. The fact that all were
homosexual men was striking. Reports of Kaposi's
sarcoma and opportunistic infections similar to those
that we observed (e.g., P. carim, Oly~ccoc w w*-
mm, and cytomegalovirus) suggest that our findings
are part of a nationwide epidemic of immunodeicien-
cy among male homosexuals.""

The most prominent and so-far unexplained im-
munologic riding in these four men was profound
lymphopenia. Many of the immunologic deficits that
we measured could be attributed to this state of ap-
parent lymphocyte depletion. Skin anergy was pres-
ent in all subject. When the responses to in vitro
stimulation with plant lectins and antigens could be
determined, they showed moderate to marked de-
presons in lymphocyte proliferative ability. Difficul.
ty in Interpretation of these data arises because of the
paucity of available lymphoid cells and their dilution
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by monocytes in the mononuclear-cell isolates. Rela- immunity, which had been suspected on clinical
tive monocytosis in mononuclear-cell preparations is grounds. was conrmed. The defect can be charac-
known to lead to poor in vitro -proerative re- terized as a progressive state of lymphocyte depletion
spouses." Among the lymphold cells present, ther and consequent dysfunction, in which cellular immu-
was specific depresion of cells forming sheep-erth- nity is principally affected.
rocyte -osettes in two patients and a relative rise in The specific bost defense against HSV poorly
cells bearing the Leu-2a phenotype in one padent understood. Although patients with lym-
The relative rise implies an Increase in the rado of phocyte counts or T.lymphocytmacrophage dys-
suppressor to helper cells among the lympholdel function might be exqected to have severe oill sec-
populations - a indig that we (unpublis data) oadary to HSV, the vast aJority o( such patients do
ad others" have obser in cam of infectious not. Consequently, ft Is suspected that other factors
mononucleosis. Attempt to rectify the lymphold-cell play an important part in 4SV-specific host deFense.
responses of one patient in vitro by meau of thymic The group of patients most frequently reported to be
humoral fctors" we unsuccessful. When these find- sucepuble to ulcerative HSV are those who have had
ings were taken together, a severe defct in cellular immuosuppresson for organ transplantation. Re-
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cently, cells that confer "ntural" immunity and do
riot require prior exposure to their specific target cells
have been deauibed. Certain naturakiller cells are
thought to be involved in the host defense against
HSV in mice and n human beings.I. Overwhelm-
ing diseminated HSV infection in neonates and in
some adults is associated with depress natural-kill.
er activity of this sort." We measured this type of
natural-killer cell in our patients because of their
unusual HSV lesions. On a "pej" basis, the nat.
ural-kiUer cells in two of the four patients were ab-
normally hyporeponsive. Moreover, in view of the
paucity of mononuclear cells present per unit of blood,
the calculated herpes-directed natural-killer activity
was severely depressed in all patients. Thus, a com-
mon absence of HSV-di'ected natural-killer activity
may be involved in the development of the ulcerative
skin lesions.

The cause of the immunodeficiency disorder that
we observed is undoubtedly complex. Viral infection,
especially in unusually heavy inoculum transmitted
by enteric routes, may be an important initiating
factor.

Infection by a great many virtses -such as measles or
rubella can result In depressed delayed-type hyper-
sensitivity." Primary cytomegalovirus infection has
been associated with a particulary prolonged cellu-
lar immuozdeficiency state.n.U Exposure to cyto-
megalovirus is known to be particularly heavy within
the homosexual community; a 94 per cent prevalence
has been defined by anticomplement immunofluores-
cence.M A series of four previously healthy homosmexu-
al men with active cytomegalovirus infections compli-
cated by P. mrini pneumonia has been reported." In
our series, disseminated cytomegalovirus was found at
autopsy in Patients I and 3, and on biopsy and by
seroconversion in Patient 2. Cytomegalovirus must be
considered a candidate initiator of the immune de-
fects observed.

Serum immunoglobulns were increased. The con-
sistent elevation of serum IgA levels could reflect the
importance of gut-associated lymphoid tissue as a pri-
mary site of immunization in this disorder. Battisto
and Chase desibed a imate of antigen-spec& hypo.
responsiveness occurring after oral immunization"
that has recently been reported to result from the
seeding 4f suppressor cells to non-gut-asociated lym-
phoid time." The immune deficit that we observed
could likewise result, in part from the route of expo-
sure to viral pathogens.

Since these cases are certainly rare, eve among
additional actorss must be involved In
susceptibility. A group may be specifically hypore-
spomive to HSV, perbaj because of their genetic
b--ground - e.g., VLA-D-linked Immunere-
,most gen-es. Heavy exposure to HSV could lead to

A;-infection, and secondary Inmunodefciency
could then result. At present, no group has been de-
fined that Is geneticay susceptible to HSV.

Still another poslbUllty Is that amo men who are
homosexual some have a latent, broad-baed cellula

immunodeflclency that becomes clinically manifest
only because of heavy expmure to certain pathogens
in particular combinations. For example. a honm .
ual male nuise whom we studied recovered from
pneumocystis pneumonia but eventually died at
another hospital of recurrent pneumocystis and cyto-
megalovina pneumonia. He had markedly depressed
cellular immunity in vitro and increased proportions
of Leu-2ai-positive cells among his T lymphocytes. Ex.
tensive history taking by one ous (B.R.A.) indicated
susceptibility to a variety of infectious agents over the
previous 20 years, suggesting a low-grade cell-
mediated immunodeficiency.

Severe malnutrition probably accentuated the im-
mune deficits that we observed.? By the time these
patients came under study, all were anorectic and
cachectic and had been chronically ill for many
months. Because of the specific immunosuppressive
effects of zinc deficiency," plasma zinc levels were de-
termined; they were found to be normal in all four pa-
tenu, but three were nevertheless given zinc sts em-
piricaly. In addition, efforts were made to improve
overall protein-calorie intake through oral and paren-
teral ndtritonal supplements. Neither of these ap-
proaches seemed to alter the patients' clinical courses
appreciably.

In view of the relative preservation of immunologic
functions early in the course of the Ilness in Patient 4,
immune deficits like those we observed appeared to be
progressive with time. It seems possible that earlier
recognition and prospective study of such patients will
reveal an anomaly in host defense that could illumi.
nate the pathogenesis of this disorder.

There was no obvious contact between the four
meL To ascertain whether there was any epidemio.
logic relation among the viral strains isolated, we
submitted samples of the virus for restriction-endo-
nuclease mapping" (by Dr. Bernard Rolmn, Uni-
versity of Chkago). The isolates, all Type 2, were
found to be unrelated.
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Dr. SIEGAL. Our laboratories, which in effect are extramural
arms of the NIH, had begun to respond. And as the cases grew
from two and then five, and as we heard from infectious disease
specialists of other cases in New York, we turned the efforts of our
laboratories from their originally intended projects to the problem
of this peculiar new disease.-

By now, just among our group alone, unfortunately, we have al-
ready studied more than 150 cases. Unfortunately, our studies have
revealed a stereotyped pattern of progressive immunologic failure,
with an unrelenting course that no one, as Dr. Conant has pointed
out, has yet been able to reverse.

Dr. Michael Gottlieb at UCLA, another federally funded young
clinical investigator, deserves the credit for notifying CDC about
the outbreak. He and his colleagues in Los Angeles were going
through much the same process there as we were experiencing in
New York.

In the spring of 1981, we knew through the grapevine even
before the June 1981 issue of Morbidity and Mortality Weekly
Report what we had been clinically struggling with and puzzling
over was a nationwide epidemic.

By August that year CDC had officially reported 111 cases of
what we now call AIDS.

As you have heard or will hear at these sessions, CDC from the
outbreak committed itself vigorously to the problem, placing at the
head of its task force on AIDS one of the most brilliant and com-
mitted public health investigators I have ever had the privilege of
knowing, Dr. James Curran.
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I believe that the efforts of this team have been excellent and ap-
propriate. But I understand that in order to carr out his mission
in IDS, oCDC had to divert its already tight fun from other im-

tant work. Symptomatic of the fundin programs was the end of
free distribution ofMorbidity and Moraity Weekly Report, which
many of us viewed as a setback for the dissemination of informa-
tion on epidemic diseases and a disservice to public health in gen-
eral.

In March 1982, Dr. David Sencer, commissioner of health for the
city of New York, convened the first of many monthly meetings for
those involved in AIDS. Although some of us had research funds
that were geared to indepth study of a few patients, they clearly
were insufficient to deal with the citywide public health emergen-
cy. There was no existing mechanism to quickly obtain support for
a major effort to work out the epidemiology, etiology, immunology,
and therapy of AIDS.

On our behalf, Dr. Sencer requested Federal help in a letter of
May 17, 1982, to Dr. Wyngaarden, Director of NIH, that I know to
be available to this committee.

Three months elapsed before the first RFA on AIDS was put out
under which we first received funding on May 1, 1983, almost a
year after Dr. Sencer's letter, and almost 2 years after the out-
break had been officially reported by the CDC.

I am told that this RFA had a shorter turnaround time than
most as a result of efforts to facilitate peer review. While I whole-
heartedly agree that careful critical peer review is essential, I be-
lieve we must quickly work out how we can expedite it still further
for the next public health emergency, especially if H.R. 2713 deal-
ing with these crises should become funded.

A delay of 1 to 2 years between the perception of a major prob-
lem and its initial earmarked funding is unconscionably long.

Despite a severe lack of allocated funds, things were not standing
still in AIDS research between 1982 and early 1983. Many local in-
vestigators did as we did, diverting their attention in research sup-
port from other problems to this new one. The NIH became in-
volved early, admitting cases for study to the Clinical Center, hold-
ing meetings in Bethesda, and funding of these elsewhere.

The FDA efforts too in basic investigation and in providing guid-
ance for the improved safety of blood products should not be forgot-
ten.

All in all, I believe the Federal response to AIDS to have been
excellent at the level of the CDC, although underfunded, but very
slow and insufficient in delivering funds for specific basic research.
The early gains in the disease such as its initial identification and
characterization can be attributed largely to the long term public
investment in academic tertiary care centers.

This in turn depended on the past commitment to basic research
and to the training of young people for biomedical education which
flowered because of the foresight of those in the Congress who pro-
vided the means.

Many of us thought we had pretty much seen the end of infec-
tious diseases as a major scourge of mankind. The tremendous suc-
cess of antibiotics and now even of some antiviral agents has per-
haps lulled us into an inappropriate sense of security. Consequent-
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ly, we have lowered our research priorities in communicable dis-
eases including those that are sexually transmitted.

The National Institutes of Allergy and Infectious Diseases now
lags behind the other institutes at NIH in its ability to fund ap-
proved research applications even in areas directly germane to
AIDS. In view of the likelihood that public health emergencies will
involve infectious diseases, we cannot afford to neglect that insti-
tute.

Thank you for the opportunity to share my perspective with you,
Mr. Chairman and Members of Congress.

I will be happy to answer any of your questions.
Mr. WEiss. Thank you very much.

STATEMENT OF DR. MATHILDE KRIM, ASSOCIATE MEMBER,
HEAD OF INTERFERON LABORATORY, SLOAN-KETTERING IN.
STITUTE FOR CANCER RESEARCH, NEW YORK, N.Y.
Dr. KRIM. Mr. Chairman, my name is Mathilde Krim. I hold a

Ph. D. degree and the position of associate member at the Sloan-
Kettering Institute for Cancer Research in New York where I head
the interferon laboratory. I have expertise in interferon research,
virology, and, generally, in biology. Certain studies done in my lab-
oratory complement those of the clinical investigators in our
cancer center who explore the use of interferon preparations in the
treatment of human disease, including Kaposi's sarcoma in pa-
tients with the acquired immune deficiency syndrome.

I am also the chairperson of the board of trustees of the recently-
founded AIDS Medical Foundation. This Foundation was created
by a group of collaborating investigators from several research in-
stitutions who are actively engaged in laboratory and clinical re-
search on AIDS. The Foundation s purpose is to conduct and fund
research on AIDS. =

Its collaborative network was originally brought together by Dr.
Joseph Sonnabend, of New York City.

I am reading only parts of my testimony.
Mr. Wzms. Your entire statement will be entered into the record.
Dr. KRIM. Yes, thankyou.
There are two things I would like to point out with regard to the

Foundation, because they were mentioned earlier here.
One is that we share with some of this morning's witnesses a

great concern for the ethical problems raised by research with
human subjects, particularly those afflicted with AIDS, since a
large proportion of them are members of a minority which is still
openly discriminated against in this country. Therefore, we have,
as a Foundation, an interest in undertaking or supporting studies
on the feasibility of devising protections which would not impede
the provision of necessary data to legitimate research efforts but
will do so only within the context of maximum protection for the
identity and privacy of research subjects.

We are also concerned by the ignorance about AIDS existing in
the public, and very often among caregivers themselves, which re-
sults in fear and, as a result of fears and uncertainty, there is prej-
udice and in certain cases even hate. This sad situation has given
rise, as we heard this morning, to incidents of discrimination
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against a minority group. And if identity and privacy of patients is
not protected carefully, it could result also in incidents of discrimi-
nation against homosexuals.

So to make up for this great need for accurate information our
Foundation will also have a program on publication of medical and
scientific advances translated into simple language for the public
at large and nursing personnel in particular.

Now, the substance of my testimony addresses two questions:
Why should we as a society be concerned about AIDS and what

should we ask the Government to do that it is not doing yet.
The reasons for concern derive I believe from two considerations.

One is humanitarian. The other one is a very pragmatic one, which
breaks down into public health considerations and societal consid-
erations.

As for humanitarian considerations, they are based on the fact
that AIDS has killed, after crippling and maiming for months on
end, hundreds of .mostly young, previously healthy, often highly
gifted, productive people. It is paralyzing with fear hundreds of
thousands, if not millions, more. The anguish it is causing is im-
measurable. It can hardly be placated by words of reassurance in a
situation of continuing ignorance of the cause or causes of the dis-
ease, and of its precise mode of transmission.

Epidemiological data suggests transmission from person-to-person
through prolonged, intimate contact, which would seem to indicate
that spread of the disease may not be very rapid. But in fact it is
increasing, and the rate of increase has been close to doubling
ever 6 months. There are also lingering doubts that perhaps there
can be transmission through a single blood transfusion, for exam-
ple.

Groups at risk are acutely aware of these uncertainties, and
suffer great anguish from them.

An aspect of the situation that goes largely unrecognized, al-
though it contributes to its nightmarish quality, is that of the un-
certainty of diagnosis. AIDS is an insidious disease with no clear
onset. No single test has as yet become available that can unequiv-
ocably diagnose AIDS before one of several life-threatening and
usually uncontrollable infections makes diagnosis certain but, by
then, futile.

At that point in the disease it is too late for preventative meas-
ures and, when the disease is fully established, also much too often
too late for useful medical intervention. No treatment has yet
proven to be life-saving.

In about 40 percent of the patients a multifocal, uncontrolled
proliferation of endothelial cells occurs under the skin and internal
mucous membranes, which has been called Kaposi's sarcoma. This
added complication is probably not a true malignancy, but it is
highly visible, progressive and irreversible if treated unsuccessful.
ly. AIDS patients also have a high incidence of true malignancies
such as lymphomas, squamous ce 1 carcinomas, and probably other
cancers.

Because the occurrence of an opportunistic infection and/or Ka-
posi's sarcoma or cancer, on a background of severe cell-mediated
immune deficiency, constitutes the only unquestionable diagnosis
of AIDS, the disease has been defined on the basis of such a combi-
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nation by the Centers for Disease Control. How and when the un-
derlying immune deficiency becomes severe enough to allow for"CDC-AIDS" to develop is still anyone's guess.

Many people from the general healthy population may present at
times with transient but measurably deficient immune functions
without suffering obvious ill effects. However, because of the lack
of clear, early diagnostic criteria for AIDS, any immune function
test that produces abnormal results in a male homosexual now
spells terror.

Physicians are at a loss to provide specific advice because they
cannot tell if and when a deadly infection, Kaposi's sarcoma, or
cancer are likely to strike, nor can they tell concerned individuals
how to prevent this from happening. Immunodeficient gay men
therefore live in a limbo, left to their own devices and private de-
spair.

There is today no effective, accepted treatment for CDC-AIDS,
nor for Kaposi's sarcoma. A very high mortality rate is an undis-
puted fact: a 40-percent death rate 1 year after diagnosis and an
80-percent death rate after 2 years.

I suggest that humanitarian concern is in order when a disease
is 6a cruel and so severe that it kills so many and terrorizes so
many more. Mere compassion should long ago have been sufficient
reason for action.

As for general public health considerations, the distinct possibil-
ity still exists that the new infectious agents might be causally in-
volved in AIDS. Such an agent might bo transmitted through blood
and would undermine immune defense mechanisms important in
the protection againt microorganisms causing opportunistic infec-
tions, or against malignancies. Such an agent would not cause
overt disease; rather, it would act slowly over a period of many
months during which time the person infected by it might unknow-ingly be contagious. AIDS, with its dramatic late manifestations,
would then only represent the end result of an insidious, much ear-
lier infection with the hypothetical agent.

Sociocultural factors, such as degree of sexual promiscuity, would
then represent only a contributing factor which merely increases
likelihood of viral transmission. Alternatively, environmental fac-
tors favoring multiple infections with common microorganisms
could predispose individuals to infection by a new, immunosuppres-
sive viral agent.

If one of these scenarios proves correct, there is truly no saying
where the epidemic will stop. Some 24 infants have contracted
AIDS or an AIDS-like disease and 18 have already died. More than
100 women have contracted the disease, and most are dead.

Are we witnessing the slow spreading of the disease beyond the
neat high risk groups identified m early epidemiological surveys? If
this may be so, can we indulge in the luxury of waiting to find out
if this is so,- when we know that months and perhaps years may
have to elapse before the clearcut CDC-AIDS develops?

Wouldn't the situation be sufficiently alarming to everyone to
justify throwing the weight of the spectacular advances made in
recent years in virology, molecular biology and immunology at the
crucial question of whether or not a new virus, perhaps one related
to the-recently discovered human T-cell leukemia virus, is the real
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culprit for AIDS? If such a virus were to be identified as the true
cause of AIDS, vaccines could be produced and rational preventa-
tive measures could be devised.

I am concerned also about the societal consequences of AIDS. I
think the preservation of hard-won civil liberties also calls for a
rational, rapid and effective solution to the problems of AIDS.

Words of reassurance sound hollow to many in the face of medi-
cal ignorance of AIDS's causes, mode of spread, and effective treat-
ment. Uncertainty breeds fear. AIDS may not only be destroying
lives but also the very fabric of a humane and progressive society,
on which this country prides itself.

Couples have been torn apart, thousands of young men have
been abandoned by family and friends, a minority group is victim-
ized by incidents of gross prejudice leveled indiscriminately at its
members.

Our blood banks are in jeopardy. The whole blood banking
system is in jeopardy in this country. Already scenarios for the
quarantine of groups perceived to be 'contagious" are emerging in
thoughts, talk, and even writing. The atmosphere of doom and
total helplessness surrounding the problem of AIDS threatens to
push us back into a medieval society, complete with the equivalent
of colonies of pariahs and lepers and, since homosexuality is not
going to disappear from the face of this Earth, maybe we will also
have colonies of "heretics" in hiding and an inquisition to find
them out.

What should we ask our Government to do in this situation?
I believe that if there ever was a problem that cried for money to

be thrown at it, AIDS is such a problem. Our biomedical research
community is now suffering under recently imposed funding cuts
which impede its healthy growth rate and, in many institutions,
preclude its functioning at earlier levels of activity and excellence.

On the other hand, extraordinary scientific advances have been
made in recent years in the very areas pertinent to the solution of
the problem of AIDS. A much better understanding has been
gained of basic mechanisms of infection, immunity, cancer develop-
ment and their biological control. This is putting into our hands
powerful new tools for investigations of the etiology, diagnosis and
treatment of infections and cancer.

AIDS, a condition where all these pathologies are interrelated,
can also be seen as an extraordinarily challenging "experiment of
nature." If offered support for their studies, thousands of scientists
could be enrolled virtually overnight to investigate every aspect of
this intriguing condition.

As for the areas of research to be supported, I believe that scien-
tists will want to work in the following areas: They would like to
conduct thorough extensive epidemiological studies going much
beyond the necessarily early superficial studies carried out so far
by the CDC, which are limited to this country. The epidemiology of
AIDS should be studied in Africa, where the disease has been re-
ported and in the Caribbean region, in Latin America, and in

rope.
Epidemiological studies could precisely identify risk factors and

thus make rational prevention possible.
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Scientists would like to develop reliable diagnostic criteria for
the disease. Only systematic prospective clinical studies involving
many patients of both sexes, with different lifestyles and life his-
tories, can result in a definition of clear predictive diagnostic crite-
ria. Such studies are of utmost importance and urgency. They are,
however, logistically and scientifically complex and therefore also
costly. They are beyond the capability of any single clinic and labo-
ratory, because they require expertise in multiple clinical and sci-
entific disciplines. They would, however, allow rapid progress in ar-
riving at an understanding of how AIDS develops, and they could
also lead to accurate diagnosis, prognosis, and perhaps prevention.

In this regard, I believe that the Government, in addition to
funding, could help in planning and in offering resource support.
This would be needed in the collection and storing of clinical speci-
mens, their distribution to a variety of laboratories representing
broad biological and immunological expertise, and the storage, re-
trieval and analysis of a large number of laboratory epidemiolog-
ical and clinical data.

I believe that the areas of virology and immunology of AIDS
must-be the object of a host of studies that are needed as part of an
intensive laboratory search for a possible viral etiological agent for
which there is a suspicion but, for the moment no proof.

Few clues exist as to which type of virus, if any, may be so in-
volved. Until we know better, many viruses must each be suspected
and investigated. Out of this research will also come the answer,
for blood banks of how to identify infectious blood donations.

A systematic study of the immunological abnormalities of AIDS
patients must also be carried out: how these abnormalities develop
in the course of time in various high at-risk groups, how they cor-
relate with manifestations of viral and other infections, how they
correlate with a patient's genetic constitution, history, and life-
style.

Again, these studies must involve many specialized laboratories,
in order to cover the whole spectrum of specific and nonspecific im-
munize functions that can be studied.

The group of patients and controls studied in these biological and
immunological respects, must be those followed clinically in the
large prospective studies mentioned earlier. Such laboratory stud-
ies will result in information on the etiology of AIDS and its diag-
nosis, treatment and prevention.

And lastly, we must develop methods of treatment.
C)-AIDS has so far been incurable. However, there are glim-

mers of hope. Some have come from clinical trials with interferon
alpha. Over half of the interferon-treated Kaposi's sarcoma pa-
tients have not only seen their lesions regress or disappear com-
pletely, but they have remained during treatment and for several
months thereafter, up to some 2 years by now, free of deadly oppor-
tunistic infections. They have even exhibited some favorable
changes in their immune reactivity. Immunological improvement
has not been seen following chemotherapy, although the latter has
also been successful, sometimes, in making the lesions of Kaposi's
sarcoma regress.

Limited clinical trials of interferon alpha in Kaposi's sarcoma have
so far been sponsored only by industrial companies that produce in-
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terferon from recombinant bacteria and want to develop it as a
commercial product, and probably also, on a few patients,-by the
National Cancer Institute. Trials have been limited to a handful of
patients, their numbers having been determined principally by the
companies' need for information to be provided to the Food and
Drug Administration.

In New York, to my knowledge, only one hospital, at the Memo-
rial Sloan-Kettering Cancer Center, where I work, is involved in in-
terferon trials with alpha interferon. The treatment remains un-
available to most AIDS patients.

I believe that the Food and Drug Administration should review
the present evidence which comes from reputed clinical research
centers in New York, in Bethesda and in California, and see wheth-
er it is not sufficient to warrant the immediate provision by the
NIH of interferon alpha to interested clinicians for the treatment
of patients with Kaposi's sarcoma, foregoing requirements for
double blind trials in the development of this form of therapy for
this particular disease.

Personally, I believe that, in the absence of any other effective
and safe treatment, the present evidence of interferon's effective-
ness should be considered sufficient to make this form of therapy
immediately available to all those who may benefit from it. This
should be done as early as possible following the appearance of Ka-
posi's sarcoma lesions because this is a situation clearly favoring a
response.

I also believe that, at this point, not making interferon available
now may literally amount to sentencing a substantial number of
people to sure early death, because we know that Kaposi's sarcoma
is a progressive, lethal disease and, it is clear that interferon can at
least prolong life.

Furthermore, interferon is not the only promising biological. In-
terleukin 2, another product of human lymphoid cells, may also
have immune-enhancing properties and it could potentiate interfer-
on's effects in vivo as it does in vitro. Clinical trials of interleukin 2
alone, and in combination with interferon therapy, appear war-
ranted immediately. The exploration of other interferons, lympho-
kines, and differentiation factors, alone and in combination, first in
vitro and then in vivo, should be encouraged through grants from
the Program of Biological Response Modifiers of the National"
Cancer Institute.

These are but two areas in which immediate progress in therapy
might be made. There are other approaches to therapy, both for
the underlying immunological disease and its infectious and malig-
nant complications. There is the use of plasmapheresis, there are
methods to remove immunoglobulin complexes, there are methods
to remove suppressor cells from the blood, there are certain drugs
that are not immunosuppressive that could be tried either alone or
in combination with interferon.

Logistical and financial aspects to be considered in recommend-
ing Government intervention:

First of all, there is no lack of ideas in the scientific community
on what to do about AIDS. I believe that the research needed can
therefore be done almost exclusively through investigator-orighiat-
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ed proposals in the form of individual research grants and/or col-
laborative program projects.

Central Government planning should be limited tc helping with
organizational and logistical problems in which the Government
could be very useful in facilitating collaborations between experts
in different disciplines.

Our National Institutes of Health could, if directed to do so, set
up mechanisms for fair and rapid allocation of funds and so avoid
long delays-such as the usual 18 months-before funding. One or
more ad hoc review committees could be appointed for the very
purpose of reviewing and expediting the funding of projects in
AIDS research The imagination, the talent and the ingenuity are
there in the biomedical research community fully capable of ad-
dresing the many scientific and medical challenges presented by

What is most needed from the Government is the money. And I
don't mean money from the CDC or the NIH, that is, taken from
Peter to pay Paul, which would cause internal disruptions, delays,
and justifiable resentments.

On top of already severe cuts suffered by the CDC in 1983, it is
unrealistic and almost outrageous to expect this agency to do more
now, in 1984, with a budget for its AIDS program that will be ex-
actly $300,000 less than it was in 1983. Much the same can be said
for the NIH.

What is needed in the face of a national emergency is new
money such as this country has always found whenever it has set
itself to do a real job.

How much money is needed? One way of calculating it is to take
into account that the treatment of each CDC-AIDS patient is now
well over $100,000 per year if he is treated properly. Since much of
the treatment that can be offered is experimental, much of it is al-
ready done at taxpayers' expense, through research grants, as we
heard earlier from Dr. Siegal.

Even if only half the present cost of treatment is borne by tax-
payers, the bill amounts already to $100 million per year. And this
covers only some 2,000 patients with CDC-AIDS with the frustrat-
ing result of seeing them die anyway.

The additional figures I think we must think of for a comprehen-
sive program of research on AIDS must be of the same magnitude
as the expenses we incur already. That is about $100 million. If
roughlY doubling the present financial burden imposed by the dis-
ease may insure a resolution of the problem rather than permitting
it to grow and fester as it does now, it seems clear that such an
investment must be made.

Finally, for those who may still feel that not enough people have
died and that AIDS has not caused sufficient tragedy and anguish,
let me end by stating that an appropriate investment in AIDS re-
search will certainly benefit all of us in the long rum, and in more
than one way.

Understanding AIDS will undoubtedly greatly improve our abili-
ty to understan._ and therefore learn to control the biological
events lead to acquired immune deficiency, susce tibility to in-
fections and cancer in general. This wl benefit ingtely larger
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numbers of people than only those suffering from, or at risk of,
AIDS itself.

There can, therefore, only be winners in what I propose here.
Gentlemen of the committee, there is therefore no reason and no

excuse not to try and your decision should be very easy.
Mr. WEISS. Thank you very much, Dr. Krim.
[The prepared statement of Dr. Krim follows:]
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PRmEAm TwTMONY OF MATHiLDE KmM, PH. D., AssocIAT Mum, HEAD, INwi-

FERON LABORATORY, SLOAN-KrrraxNG INSTn'TUE FOR CANcER RzsEzcH, Auousr
1, 1983

My name is Mathilde Krim. I hold a Ph.D. degree and the

position of Associate Member at the Sloan-Kettering

Institute for Cancer Research in New York where I head its

Interferon Laboratory. I have expertise in interferon

research, virology and, generally, in biology. Certain stu-

dies done in my laboratory complement those of the clinical

investigators in our Cancer Center who explore the use of

interferon preparations in the treatment of human diseases,

including Kaposi's sarcoma in patients with the acquired

immune deficiency syndrome (AIDS).

I am also the Chairperson of the Board of Trustees of the

recently founded AIDS Medical Foundation. This Foundation

was created by a group of collaborating investigators from

several research institutions who are actively engaged in

laboratory and clinical research on AIDS. We are studying,

in a coordinated fashion, the same large group of patients

and control subjects, and we exchange information on our

respective results.

This collaborative network was formed at the initiative

of Dr. Joseph A. Sonnabend, himself a distinguished virolo-

gist and interferon expert who has spent much of his pro-

fessional life in academia. Dr. Sonnabend presently prac-

tices medicine in downtown New York City. He was among the

first physicians to observe cases of severe immunodeficiency

and opportunistic infections among men living in the New

York area. He became alarmed about it, since it appeared to

be a new disease in this patient population, and he initiated
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research into possible causes. Since no known animal model

existed, research on the condition (later known as AIDS) had

to be done on the patients themselves and/or on specimens of

cells and body fluids obtained from them. Dr. Sonnabend

enlisted the volunteer cooperation of his patients, deve-

loped an informed consent form for their use, and at his own

expense and through his own efforts, collected and distri-

buted hundreds of specimens and relevant clinical infor-

mation to several laboratories. His own earlier experience

in academic research made him eminently capable of contri-

buting to the planning of the research and the interpreta-

tion of the results. A number of valuable publications by

him and his collaborators resulted from these efforts.

In late 1982, those investigators collaborating with Dr.

Sonnabend all felt that they were making significant fin-

dings, but all were facing great financial difficulties

after several months of work without support. One of

them--Dr. Michael Lange of St. Luke's Roosevelt Medical

Center--obtained a grant in the amount of $22,400, which

permitted him to continue his work. This grant did not come

from the Federal Government but from the New York City's Gay

Men's Health Crisis group. Unfortunately, the amount

soon proved inadequate for the support of his increasing

AIDS work load. By the fall of '82, Dr. Lange was studying

over 150 men with different stages of the disease. At great

expense, he was following them prospectively through a
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battery of specialized tests administered to each patient

every four months.

By the spring of 1983, it was becoming clear that despite

much talk of possible supplemental appropriations by

Congress, no funding for AIDS research would be available

for many months. Since most of us had already more than

exhausted all resources available, including personal

resources, we decided to form a public foundation in order

to be able to continue our work through support solicited

from private individuals, foundations and corporations. An

announcement of the formation of the AIDS Medical Foundation

was made on June 23rd, 1983. It was well received by the

press. Comments of approval and encouragement were also

received from many individuals. These were people from all

walks of life. Some were patients or relatives of patients;

others were motivated only by feelings of compassion and

decency. This public response has been heartwarming. It

augurs well for the Foundation's ability to accomplish its

primarity goal, i.e. to keep alive the work of those

investigators initially involved in its creation and even-

tually to accept for review and funding other applications

for AIDS-related projects. Without early support from the

Foundation, many of these projects now face certain ter-

mination.

Foundation support will be wide open to any scientifically

valid approach to the study of the new syndrome.
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Selection of projects will be made--as for all Foundation-

supported research--on the basis of scientific merit alone

as determined by an impartial scientific peer review commit-

tee. The Foundation has an interest in studies on Indivi-

duals from all high risk groups, including infants.

Although the Foundation will concentrate on biomedical stu-

dies, we are very mindful of the complex ethical problems

that arise when research must be carried out on human sub-

Jects, particularly such as may be, or become, subject to

public health reporting. Patient volunteers and the

Foundation itself have serious and clearly legitimate con-

cerns about possible breaches of privacy which might result

in patient vulnerability to discriminatory practices.

Discrimination against homosexuals can be, and indeed still

is, practiced with impunity in many States of the Union and,

in particular, in New York City. Therefore, the Foundation

is also interested in undertaking or supporting studies on

the feasibility.of devising protections which, while not

impeding the provision of necessary data to legitimate

research efforts, will do so only within the context of

maximal protection for the identity and privacy of research

subjects.

In addition, the Foundation is concerned about the con-

sequences of irrational acts resulting from the fears bred

by ignorance. Therefore, it has assigned staff to the task

of translating evolving biological and medical knowledge of
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the disease Into language accessible to large audiences,

specifically, patients, groups at risk and health personnel.

The above describes my involvement in AIDS research and

with the AIDS Medical Foundation, and hence, my presence

here.

I would now like to address two topics which will form

the substance of my testimony.

1. WHY SHOULD WE, AS A SOCIETY, BE CONCERNED ABOUT AIDS?

Reasons for concern derive, Ibelieve, both from humani-

tarian and pragmatic, health and societal, considerations.

a. Humanitarian Considerations.

AIDS has killed, after crippling and maiming for

months on end, hundreds of mostly young, previously healthy,

often highly gifted, productive people. It is paralyzing

with fear hundreds of thousands, If not millions, more. The

anguish it is causing is immeasurable. It can hardly be

placated by words of reassurance in a situation of con-

tinuing ignorance of the cause or causes of the disease, and

of its precise mode of transmission. Epidemiological data

suggests transmission from person to person through pro-

longed, intimate contact. It does not preclude the possibi-

lity of low level contagion through casual contact. In view
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of the likely long Incubation period and a few cases which

have apparently resulted from blood transfusions or alleged

casual contact, no one can say for sure, at this point in

the history of this epidemic, how many may be just "at risk"

and how many are already doomed. Groups "at risk" are acu-

tely aware of these uncertainties and suffer great anguish.

An aspect of the situation that goes largely unre-

cognized, although. it contributes to its nightmarish

quality, is that of the uncertainty of diagnosis. AIDS is

an insidious disease with no clear onset. No single test

has as yet become available that can unequivocably diagnose

AIDS before one of several life-threatening and usually

uncontrollable infections makes diagnosis certain but, by

then, futile. At that point in the disease, it is too late

for preventative measures and, when the disease is fully

established, also much too often too late for useful medical

intervention. No treatment has yet proven to be life-

saving. In about 40 per cent of the patients, a multifocal,

uncontrolled proliferation of endothelial cells occurs under

the skin and internal mucous membranes, which has been

called Kaposi's sarcoma. This added complication is pro-

bably not a true malignancy, but it is highly visible,

progressive and irreversible if treated unsuccessfully.

AIDS patients also have a high incidence of true malignan-

cies such as lymphomas, squamous cell carcinomas and pro-

bably other cancers.
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Because the occurrence of an opportunistic infection

and/or Kaposi's sarcoma or cancer, on a background of severe

cell-mediated immune deficiency, constitutes the only

unquestionable diagnosis of AIDS, the disease has been

defined on the basis of such a combination by the Centers

for Disease Control (COC). How and when the underlying

immune defic-iency becomes severe enough to allow for "CDC

AIDS" to develop is still anyone's guess. Many people from

the general "healthy" population may present at times with

transient but measurably deficient immune functions without

suffering obvious ill effects. However, because of the lack

of clear, early diagnostic criteria for AIDS, any immune

function test that produces abnormal results in a male homo-

sexal now spells terror. Physicians are at a loss to pro-

vide specific advice because they cannot tell if and when a

deadly infection, Kaposi's sarcoma, or cancer are likely to

strike; nor can they tell concerned individuals how to pre-

vent this from happening. Immunodeflcient gay men therefore

live in a limbo, left to their own devices and private

despair.

There is, today, no effective, accepted treatment for "CDC

AIDS," nor for Kaposi's sarcoma. A very high mortality rate

is an undisputed fact: a 40 per cent death rate 1 year after

diagnosis and an 80 per cent death rate after 2 years.

I suggest that humanitarian concern Is in order when a

disease is so cruel and so severe that it kills so many and
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terrorizes so many more. Mere compassion should long ago

have been sufficient reason for action.

b. General Public Health Considerations

If compassion is not sufficient justification for an

immediate all-out national research effort, there are for

all of us other, purely pragmatic and even selfish reasons

for such an effort.

One such reason is simply that the distinct possibility

still exists that a new infectious agent might be causally

involved in AIDS. Such an agent might be transmitted

through blood and would undermine Immune defense mechanisms

important in the protection against microorganisms causing

opportunistic infections and malignancies. Such an agent

would not cause overt disease; rather, it would act slowly

over a period of many months during which time the person

infected by it might unknowingly be contagious. AIDS, with

its dramatic late manifestations, would then only represent

the end result of an insidious, much earlier infection with

the hypothetical agent. Soco-cultural factors, such as

degree of sexual promiscuity, would then represent only a

contributing factor which merely increases likelihood of

viral transmission. Alternatively, environmental factors

favoring multiple infections with common microorganisms

could predispose individuals to infection by a new, immuno-

suppressive viral agent.

26-097 0-83-10
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If one of these scenarios proves correct, there is truly

no saying where the epidemic will stop. Some 24 infants

have contracted AIDS or an AIDS-like disease and 18 have

already died. More than 100 women have contracted the

disease, and most are dead. Are we witnessing the slow

spreading of the disease beyond the neat "high risk" groups

identified in early epidemiological surveys? If this may be

so, can we indulge in the luxury of waiting to find out if

this is so, when we know that months and perhaps years may

have to elapse before the clear-cut "CDC-AIDS" develops?

Wouldn't the situation be sufficiently alarming to everyone

to justify throwing the weight of the spectacular advances

made in recent years in virology, molecular biology and

immunology at the crucial question of whether or not a new

virus (perhaps one related to the recently discovered human

T-cell leukemia virus) is the real culprit for AIDS? If

such a virus were to be identified as the true cause of

AIDS, vaccines could be produced and rational preventative

measures could be devised.

c. Societal Considerations

The preservation of hard-won civil liberties also calls

for a rational, rapid and effective solution to the problems

of AIDS.

Words of reassurance sound hollow to many in the face of

medical ignorance of AIDS' cause(s), mode of spread and



143

effective treatment. Uncertainty breeds fear. AIDS

may not only be destroying lives but also the very fabric of

a humane and progressive society, on which this country pri-

des itself. Couples have been torn apart; thousands of

young men have been abandoned by family and friends; a

minority group is victimized by incidents of gross prejudice

levelled indiscriminately at its members. Already scenarios

for the quarantine of groups perceived to be contagiousm

are emerging in thoughts, talk and even writing. The

atmosphere of doom and total helplessness surrounding the

problem of AIDS threatens to push us back into a medieval

society complete with the equivalent of colonies of pariahs

and lepers.

11. WHAT SHOULD WE ASK OUR GOVERNMENT TO DO?

If there ever was a problem in this country that cried

for "money to be thrown at it," AIDS is such a problem.

Our biomedical research community is now suffering under

recently imposed funding cuts which impede Its healthy growth

rate and, in many institutions, preclude its functioning at

earlier levels of activity and excellence.

On the other hand, extraordinary scientific advances

have been-made In recent years in the very areas pertinent

to the solution of the problem of AIDS. A much better

understanding has been gained of basic mechanisms oif infec-

tion, immunity, cancer development and their biological
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control. This is putting into our hands powerful new tools

for investigations of the etiology, diagnosis and treatment

of infections and cancers. AIDS, a condition where all

these pathologies are interrelated, can also be seen as an

extraordinarily challenging "experiment of nature." If

offered support for their studies, thousands of scientists

could be enrolled virtually overnight to investigate every

aspect of this-intriguing condition.

A. Areas of Research to be Supported

I believe scientists will want to work in the following areas:

(1) Thorough, extensive epidemiological studies:

These would expand the present efforts by the Centers for

Disease Control to include other countries in Africa, the

Carribbtan region, Latin America and Europe. I would like

to see such studies done by the CDC in collaboration with

academic centers selected on the basis of their epidemiolo-

gical expertise. Much could be learned about the cause(s)

of AIDS and, if person to person spread occurs, about the

mechanisms of transmission. Epidemiological studies could

precisely identify risk factors and thus make rational pre-

vention possible.

(2) Developing reliable diagnostic criteria: Only

systematic, prospective studies such as those now being

carried out by Dr. Michael Lange and his colleagues will
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lead to the definition of clear, predictive diagnostic cri-

teria. Such studies are of utmost importance and urgency.

They must involve large numbers of subjects, including men

and women with different sexual preferences and life styles,

all studied repeatedly through multiple tests, over a

protracted period of time. Such studies are logistically

and scientifically complex and therefore costly. They are

beyond the capability of any single clinic and laboratory

because they require expertise in multiple clinical and

scientific disciplines. They would, however, insure rapid

progress in arriving at an understanding of how AIDS deve-

lops, and they could also lead to accurate diagnosis,

prognosis and perhaps prevention.

In addition to funding, government planning and resource

support may be needed here for (a) the collection and

storage of clinical specimens, (b) their distribution to a

variety of laboratories representing broad virological and

immunological expertise, and (c) the storage, retrieval and

analysis of a large number of laboratory, epidemiological

and clinical data.

(3) Virology and Immunolojy: A host of studies need to

be done as part of an intensive laboratory search for a

possible viral etiological agent. Few clues exist as to

which type of virus, If any, may be so involved. Until we

know better, many viruses must each be suspected and



146

appropriate efforts must be made to identify specific anti-

bodies, viral antigens and viral genomes or genome fragments.

A systematic study of the immunological abnormalities of

AIDS patients must be also carried out: how they develop in the

course of time, in various "at risk" groups; how they corre-

late with manifestations of viral and other infections; how-

they correlate with the patient's genetic constitution,

history and lifestyle. These studies must involve many spe-

cialized laboratories in order to cover the whole spectrum

of specific and non-specific immune functions that can be studied.

The group of patients and controls studied in these

respects must be those followed clinically in large prospec-

tive studies mentioned above under "b." Such laboratory

studies will result in information on the etiology of AIDS

and therefore on its diagnosis, treatment and prevention.

(4) Development of methods of treatment: "CDC-AIDS"

has, so far, been Incurable. However, glimmers of hope have

come from clinical trials of interferon alpha. Over half of

the interferon-treated Kaposi's sarcoma patients have not

only seen their lesions regress or disappear completely, but

they have remained--during treatment and for months

thereafter--free of deadly opportunistic infections. They

have even exhibited some favorable changes In their immune

reactivity. This has not been seen following chemotherapy,

although the latter can also be effective in making Kaposl's

sarcoma lesions regress.
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Interferon trials in Kaposi's sarcoma have so far been

sponsored only by Industrial companies that produce infer-

feron from recombinant bacteria and want to develop it as a

commercial product. Trials have been limited so far to a

handful of patients, their numbers having been determined

principally by the companies' need for information to be

provided to the Food & Drug Administration. In New York,

only one hospital (at the Memorial Sloan-Kettering Cancer

Center) Is involved in interferon alpha trials in Kaposi's

sarcoma.

I believe that the Food & Drug Administration should

review the present evidence (which comes from reputed clini-

cal research centers), and see whether it is not sufficient

to warrant the immediate provision, by the NIH, of inter-

feron to Interested clinicians for the treatment of patients

with Kaposi's sarcoma, foregoing requirements for double-

blind trials in the development of this form of therapy for

this particular disease.

In the absence of any other effective and safe treat-

ment, I personally believe that the present evidence of

interferon's effectiveness should be considered sufficient to

make this form of therapy immediately available to all those

who may benefit from it. This should be done as early as

possible following the appearance of Kaposi's sarcoma

lesions, a situation clearly favoring a response. Not

making interferon available now may literally amount to
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sentencing a substantial number of people to sure, early

death. It is clear that interferon can at least prolong

life.

Furthermore, interferon is not the only promising

biological. Interleukin-2, another product of human

lymphoid cells, may also have therapeutic immune-enhancing

properties and may potentate interferon's effects in vivo

as it does in vitro. Clinical trials of interleukin-2

alone, and in combination with interferon therapy, appear

warranted immediately. The exploration of other inter-

ferons, lymphokines and differentiation factors, alone and

in combination, first in vitro and then in vivo, should be

encouraged through grants from the Program of Biological

Response Modifiers of the National Cancer Institute. These

are but two areas in which Immediate progress in therapy

might be made. There are other approaches to therapy, both

for the underlying disease and its complications.

B. Logistical and Financial aspects.

I believe that the research needed can be done

almost exclusively through investigator-originated proposals

(ROIs), in the form of individual research projects and

collaborative program projects. Central, Government planning

should be limited to organizational and logistical problems

in which the Government could be very useful in facilitating
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collaborations between experts in different disciplines.

The imagination, the talent, and the ingenuity are out there

in the biomedical research community, fully capable of

addressing the many scientific and medical challenges of AIDS.

Our National Institutes of Health could--if directed to

do so--set up mechanisms for fair and rapid allocation of

funds.

What is most needed from the Government is the money;

not CDC or NIH money taken from Peter to pay Paul (which

would cause internal disruptions, delays and justifiable

resentments). On top of already severe cuts suffered by the

CDC In 1983, It is unrealistic and almost outrageous to

expect this agency to do more in 1984, with a budget for its

AIDS program that will be $300,000 less than it was in 1983.

Much the same can be said of the NIH. What we need is the

new money this country can always find whenever it sets

itself to do a real job.

How much money is needed? The cost of treatment of each

"CDC-AIDS" patient is now well over $100,000 per year.

Since much of the treatment offered is experimental, much of

it is done at taxpayers' expense. Even if one assumes that

only half the treatment expenditures are borne by taxpayers,

i.e. by the Government, the bill amounts already to $100

millions per year. This covers only some 2,000 patients
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with NCDC-AIDS", with the frustrating result of seeing them

die anyway.

The additional figures we must think of for a comprehen-

sive program of research on AIDS must be of the same magni-

tude. the total budget of a concerted, rational attack on

AIDS through basic and clinical research must also be on the

order of some $100 Million. If roughly doubling the present

financial burden imposed by the disease may ensure a resolu-

tion of the problem, rather than permitting it to grow and

fester, it seems clear that such an investment should be

made.

Finally, for those who may still feel that not enough

people have died, and that AIDS has not yet caused enough

tragedy and anguish, let me end by stating that an

appropriate investment in AIDS research will certainly bene-

fit all of us in the long run, and in more than one way.

Understanding AIDS will undoubtedly greatly improve our abi-

lity to understand and therefore learn to control, the

biological events leading to acquired immunodeficiency,

susceptibility to infections and cancer in general. This

will benefit infinitely larger numbers of people than those

suffering from AIDS. There can, therefore, only be winners

in what is proposed here.

Gentlemen of the Committee, there is no excuse not to

try and your decision should be easy.
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Mr. WEI=O. Again, the testimony that is being presented is ex-
tremely important. Unhappily, we do have a time problem. The
House is in session and the bells may go off at any time for votes.
So I would urge you to try to summarize your presentations.

Dr. Voeller.

STATEMENT OF DR. BRUCE VOELLER, PRESIDENT, THE
MARIPOSA EDUCATION AND RESEARCH FOUNDATION

Dr. VOELLER. First let me second the motions that my colleagues
and predecessors have made thanking the committee for holding
these hearings. I think they are of enormous importance, and the
service being done is very great indeed, because the magnitude of
the funding problem and the planning problem that exist goes far
beyond what the public or governmental agencies have been aware-
of or certainly have publicized.

Again, others before me have quoted the administration to the
effect that their first order of priority is AIDS; that from the lead-
ers of the Public Health Service and the HHS. I think that it is
important to recognize that action does not jibe with HHS pro-
claimed policy of "No. 1 priority."

There have now been nearly 3 years where at least some of us,
significant numbers of us, have been aware of the scope and seri-
ousness of the problem of AIDS, and during that entire time the
Centers for Disease Control, the NIH, and the Food and Drug Ad-
ministration, and in larger form HHS, have not convened so much
as a single large-scale national meeting of scientists and physicians
from the private sector as well as of government to develop a com-
prehensive master plan for discovering the cause of AIDS and for
the developing of techniques for treating and preventing AIDS.

To be sure, there have been small-scale limited-project commit-
tees. Indeed Dr. Bove and I have served on two of those, dealing
with AIDS and blood, at the invitation of those governmental agen-
cies. But the fact remains that there has not been any major con-
vening of people to discuss and develop an overall plan and in fact
the truth is very simple, that there is no such master plan, and one
is extraordinarily badly needed.

That need is because of-a whole array of things:
First of all, we need to have an itemized list of all the conceiv-

able kinds of research -that could be done. You have heard by my
predecessors toda3, a number of them, in the areas of immunology
and virology and the like.

We need to have more than anecdotal lists, we need comprehen-
sive lists. We need to have lists which are prioritized, as well, so
that popular scientific areas not be the only ones on those lists, and
that things which may be much less generative of publicity, of
which we have seen a great deal in the press over the past year
and a half or two, be supplemented by ones that may be much
slower to give results, much less likely to be aimed at Nobel Prizes
or in major funds for the institutions supporting the people doing
the research which has the publicity.

We must not let those long-range projects lapse in favor of more
popular conceptions.



152

We must, furthermore, have such a national master policy or
lan for the purpose of peer review. The various branches of
ealth and Human Services, as you well know, have peer review

for all manner of things considered an essential part of the fund
granting process, and it absolutely needs to recognize that here,
too, the Government can benefit from outside opinion, criticism,
and honing of any master plan, and making sure of the things I
have already mentioned as inclusions in it.

Further, we have heard here today from various people the
degree to which they are conducting individual projects. There is
unwitting duplication; there is redundancy, because people do not
know what the Government is planning or what others are up to.
So we must have a master plan which can in fact let all of us know
what the Government plans either to do, or through its resources
to support others doing outside the Government.

Finally, we need to be able to coordinate the roles the Govern-
ment at the Federal level and State and city levels play.

As you probably know, New York State and the city of San Fran-
cisco -have already allocated sizable funds for AIDS research and
the State of California has funds pending. They need to be integrat-
ed into the planning. We cannot afford the loss of time and pre-
cious resources that will come from unwitting duplication, redun-
dancy, and repetitiveness.

It has to be said, I think very clearly, that there has been an
overall lack of Federal leadership in this area, and that the re-
search that has been done has been fragmented and ill-coordinated.
Lacking a master plan, it should be obvious as well that no realis-
tic budget can be devised.

For tMe administration and the Congress to be considering small
amounts of money, from my point of view, and from what you have
heard from others who have testified here, creates an enormous
problem. If you don't have a master plan, how can you produce a
meaningful, valid budget? So it becomes obvious from that factor
alone that a master plan is called for, needed, and wanted.

And I will tell you that the size and amounts of the moneys that
are being talked about are a drop in the bucket compared to what
is really needed. If we look at only one or two examples, it will
become evident.

Take one, a smaller one actually. Interleukin 2 is reported to cost
about $125,000 per patient to test at the NIH. Four people are
being tested, a tiny number in terms of any kind of medical or sci-
entific research for testing something that then would have to be
used on masses of people. If we were to look at something on the
order of 50 people at $125,000, we are talking already nearly half of
the budget initially asked for by the administration in this country
for all AIDS research-$14 million.

Second, if we look at a far more costly example, one of the clear
things that was mentioned earlier today as well was the need for
an experimental animal model. In order to determine a cause--this
is classic Koch's Postulates, which if you had any biological train-
ing you learned in high school or in college medicine-you must
first isolate what you think is the causal agent then find a host to
reintroduce it into to see if the host contracts the disease. We don't-
have an animal to test it in.
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It is fine to believe this or that virus may cause AIDS. It is fine
to carry out an array of immunological and virological studies. But
at some point we have to go back and study whether or not the
agent we believe is the causal agent is in fact the real one, before
we go to the enormous cost and time-consuming process of develop-
ing vaccines.

I could not agree more with Dr. Conant, with what he had to say
about working on prevention. We first need to know if we have
identified the right beast before we do that.

Well, most of the standard laboratory animals have been looked
at. Things such as rabbits, rats, guinea pigs, et cetera, appear not
to be susceptible to AIDS tissues or fluids from patients with AIDS.
Consequently, we must move to the rather more time consuming,
costly and difficult area of using primates. No one has a clue at
this point whether any primate will be susceptible to AIDS. But
what we do need to do immediately, because of the much greater
medical affinity and physiological affimity of primates to human
beings, is begin to look to see if any primate species is susceptible
to human AIDS. Marmosets don't seem to be.

I have calculated-and I won't go through all the figures here,
inasmuch as they are in my written presentation to you-that if
one looks at only six species of primates, and takes the relatively
small number of 25 individual animals per species-and since we
believe that AIDS has an average incubation of close to 2 years in
human beings, and have no reason to suspect it would be particu-
larly different among primates-if you multiply all those factors
out, plus one extremely critical one from the Centers for Disease
Control, a cost of approximately $100 a day per. animal to raise pri-
mate animals for this kind of research, then you end up with a
figure of almost $200 million merely to discover an animal which
then can be used for tests. Such an animal could be used to deter-
mine whether or not any of our short-term scientific tests have
been effective in identifying a causal agent. We are then also more
able to go forward to do the kind of logical step-by-step slow re-
search which could lead to the isolation of a product or a virus or
whatever may turn out to cause AIDS.

Just to flesh that theoretical skeleton out a bit, if we think that
blood may be the causal agent out of an array of things which
might cause, or at least carry AIDS, we would want to test whole
blood in our animal. This is after we have an experimental animal
to introduce it into.

Then we would want to fractionate blood to see whether or not
the active AIDS factor was associated with plasma, with red cells,
with white cells, with some subset of any of those, whether it was a
protein, whether it was in fact susceptible to cleaning up, if you
will, whether it was liable to heat treatment, to various enzymes,
to pH chanLes or treatment with urea, all of which would have rel-
evance in terms of treatment of persons with AIDS, or who must
have AIDS-free blood products, as well as in developing a vaccine.

So the point is that merely to discover an animal which is sus-
ceptible amongst the primates, to conduct our research on, could
readily and easily cost $200 million or more, might even end up
costing a great deal more because of the limited number of ways
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we can set about doing such trials. Only then do we begin the kind
of research that I have described.

I want to point out a couple of things that I think are important
in connection with all of this.

One of them is that I am delighted that as many people have
spoken as have here today about the costs that are associated with
doing this work.

I would like to point out, however, that in the circle of people
that I have approached and talked to about this, including people
from the various branches of the Federal agencies dealing with
AIDS, and with people at universities around the country, they are
frankly afraid to come and testify at hearings like this because of
fear. In the case of the governmental workers, repeatedly they
have told me that they cannot say the things that I am saying,
much as they concur in them, because they are under an effective
gag order by the administration in terms of any public statement
or private statement that differs from the administration's policy
that budgets in these areas are not to be increased.

The same holds for many researchers. They, too, are dependent
upon Federal grants from the NIH or other institutions in the Gov-
ernment, and are extremely reluctant and fearful of the conse-
quences and reprisals that will happen if they publicly state the
things I am telling you. I am not alone in my point of view that I
am presenting here. And I wish those people could and would come
forth. But I can see why they do not.

All of this, these realities of the need for a master plan and the
costs which I think can hardly be expected to be less than half a
billion dollars over the next couple of years, not the few millions
that we have been talking about, but upward of half a billion dol-
lars, can only be evaluated by taking steps to get a proper assess-
ment outside the government itself.

Because of its commitment to defense and not to social service
projects, I think the administration disqualifies itself instantly. We
have had repeated testimony today that confirms my view. Why is
there not even a master plan? Because if there were, everyone
could see the gross funding deficiency.

What can be done?
The National Academy of Science was created, I believe by Presi-

dent Lincoln a century ago, roughly, to do just this kind of work,
which is to advise the Government on matters of science. The Insti-
tute for Medicine at the Academy, or some private group, such as
the American Public Health Association, should I think be asked to
do a crash review of all of these issues, and to make recommenda-
tions of a comprehensive, depoliticized plan of action, and assign a
properly prepared budget recommendation to accompany the plan.

It is my belief that unless these steps are taken, hundreds of
thousands of Americans and people around the world will be killed
needlessly and inexcusably by AIDS. It has been reported by others
before me that the cost of medical treatment is about $100,000 per
person. Since AIDS has been around nearly 3 years now, if we look
forward another 3 years, we can expect something of the order of
at least 50,000 people to have AIDS, at $100,000 apiece. Coldheart-
ed as looking at mere dollars and treatment and hospitalization
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may be, we are talking $5 billion in the hospital and medical care
for these people.

It seems to me that a half billion dollars for research-just 10
percent of those hospital costs is a very economical amount of
money for us to be looking at in the Congress to deal with this
AIDS crisis by comparison.

Finally, as a scientist who has observed what has happened and
who has seen how his colleagues are suffering from a lack of funds
and the kind of master battle plan that is needed, I begin to
wonder with a certain cynicism if perhaps the only route by which
we are realistically going to get the needed Federal leadership is
when the Armed Forces begin to turn up cases of AIDS.

And that disaster is happening, though it is not a matter of
public information yet. Indeed, it is rather shocking to me that the
public and probably all of you in Congress don't know, but there
are now at least a dozen cases of AIDS in the U.S. Armed Forces.
Perhaps there, where budgets seem to be without limit, we may ul-
timately find the moneys to do the things we should already be
doing. We cannot wait.

Thank you.
Mr. WEIss. Thank you very much.
[The prepared statement of Dr. Voeller follows:]
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AIDS RESEA AND FiING

by Bruce Voeller, PhD
*President, The Mariposa Education

and Research Fcundation

In testify before Congress in the past month, Assistant Secretary for
Health, Edward Brandt, stateithat AIDS is "our number one priority," a public

policy H.H.S. Secretary Heckler echoed to the press. H.H.S. action does not
jibe with its prclaied policy, however.

Despite three years of intense interest in the disease, H.H.S. has not
convened a single national meeting of research scientists and physicians frcm

the private sector and government to collaborate in developing a comprehensive
master plan for discovering the cause of AIDS and of developing techniques for

prevening and treating AIDS.

Nor has H. H.S., or its c=rxnent agencies, even yet named standing or ad hoc

panels of outside authorities to advise and counsel the Department on AIDS, a

procedure they consider essential in their Departrent's review of applications

for scientific research grants given out by the Department. In fact, hastily
convened ad -oc meetings have been called only on such limited issues as AIDS

and blood, and AIDS in monkeys (simian AIDS). In addition, the scientific
ccmmunity interested in AIDS has received extremely little information fra

H.H.S. to assist in research or education. As an invited panel member and

scientist at two of the interagency meetings sponsored by the CDC, NIH and FDA

(AIDS and Blood), I have receive no follow-up reports, no research docuients...
in fact no information whatsoever following the meetings. Indeed, I have had

to purchase a subscription of the CDC's Morbidity and Mortality Weekly Report

(MW4R) for myself. Nor have I received a single issue of the AIDS update

bulleting announced publicly by Secretary Heckler. Even highly publicised

(through press conferences) announcement of "breakthroughs" on T-cell viruses

found in AIDS patients (at NIH) and n trials with Interleucin 2 (NIH and FDA)
were known to me and fellow scientists through personal contacts and national

nedia, rather than scholarly communication from the agencies releasing the

publicity.

*for identification purpose only
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The need for the federal government to develop a comprehensive master plan
and to convene a major council of advisors to review and oomment upon the plan

is imperative. The master plan is needed in order:

1) to assure that all ccnceivable research ccepts and directions are
envisioned and enumerated now, not merely a list hastily compiled, or

ones composed makly of fashia-table research areas currently popular in

select scientific circles,
2) to assure prioritization of the diverse research projects, in order to

see that our best leads are pursued now and with vigor, and also to

assure that long-term projects which may take several-years to cczplete

are not neglected. We dare not risk playing cut fashionable leads, seduc-
tive because of their attendant publicity and celebrity for the researchers

carrying them out. as well as their supporting institutions, only to
discover two or five years from now that the leads were dead ends... .only

than to realize we should have begun the methldical, long-term research
which was actually needed. We can always terminate long term projects

if serendpitous short term work finds the answers we seek; we can never
regain the the lost time and lost lives if we are forced to begin the

traditional, plodding projects at the end of a period of unsuccessful
attempts to find quick results,

3) to assure that each of the many projects which should be listed be period-

ically and systematically scrutinized anew, as fresh information and
hypotheses emesgewhich might shift our perception of the relative signif-

ic ... either upward or downward,
4) to assure close examination of the government's AIDS master strategy using

the same creative and critical peer review which is a standard procedure
at first-rank scientific journals and research funding institutions,

including all branches of the H.H.S. We cannot afford to have good
hypotheses tested through protocols with forseeable limitations or flaws

which might have been avoided or circumvented,
5) to coordinate privately funded research with that undertaken by the

federal government, or financed by it; we must avoid wasteful, unwitting

duplication of efforts and the consequent wasting of resources of money

and time,

26-097 0-83---i-1
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6) to coordinate studies at other governmental levels, including recent

commitments made by the City of San Francisco, the state of New York,

and pending in the state of California,

7) to develop a budget for AIDS research. authentically tailored to meet

the financial requirements generated by a comprehensive mai&ter plan,
rather than invented to fall within the Administration's policy of

frozen social service funding.

In the absence of the fecdral leadership so badly needed in the form of

such a master plan and its correlated budges, we have seen more than two years

of fragmented and ill coordinated research conducted on AIDS. The consequence
is that a cure or preventive procedure for AIDS evades us and the cause of AIDS

remains completely unknown to us.

Lacking a master plan accompanied by a realistic cost analysis, the
Administration continues to resists budgetary increases for AIDS. I has

repeatedly demurred to Congressional suggestions of additional funding for medical

research on AIDS. Fortunately, Congress has taken steps to add about $12,000,000
to the AIDS budget. The fact is, however, funds vastly greater than any included

in proposals so far heard fra the government are manifestly needed if one even

considers a few of the many projects which would be essential in a master plan.
For example, in order even to begin the long process of systematically

identifying the transmissible agent believed to cause AIDS, we first must find

and experimental animal which is susceptible to AIDS. We need to be able to

introduce a suspected causal fluid or tissue frame soneone with AIDS into the
experimental animal to see if it does indeedd cause AIDS inthe animal.. .a part

of the celebrated "Koch's Postulates" taught every beginning student of biology
or medicine. Only in this way can we be sure we have identified the correct

causal agent, even if we have used sophisticated new techniques to bypass much
traditional procedure for discovering a causal agent. We must do this even if
we have, for instance, the strongest suspicion that a particular virus may be

the cause of AIDS.

once a suitable experimental animal is located, it will be possible
to test suspected agents. A lucky breakthrough might occur this way. more
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likely to be the case, and more laboriously, if no such quick breakthrough
occurs, test animals can be used to see if fluids and tissues from those with

AIDS induce the disease in the animals. In this fashion we can see whether

blood, semen, Kaposi tumour tissue, etc., carry AIDS, and then begin to analyze
what part of semen, for example, carries the causal agent. Or if blood is
found to be a major carrier of the infectious agent, we can see if it is in

(or associated with) the plasna, or the white cells, or the red cells. Is
it a small molecule which will diffuse through mrnbranes? is it a protein?

a virus-size particle? is it heat labile? susceptible to treatment with
urea or to pH changes, or to enzymatic inactivation? Each question can be
answered by testing the purified or treated blood product in an experimental

population of animals.

Testing of standard laboratory animals such as hamsters, mice, rabbits,

_or their AIDS susceptibility, has failed so far. Therefore we must test as

many different primate species as possible, because of their far greater
medical and physiological similarity to human beings. There is no way,
however, to predict which species of primate will be susceptible, or even if any

will be. Furthermore, we must test each for as longastwo years inasmuh as
in humans, AIDS incubates close to thvtduratin on the average before it
manifests itself. If the period in primates proves as long as in humans, experi-
mental primate research will be both very slow and very costly. We must start now.

According to several different sources at C'C and at American primate
centers, rhesus monkeys and chimps, for example cost about $100 per day to
house and to care for in research such as we will need for AIDS studies. To

intravenously expose twenty-five animals in each of-six species of primates,
with blood from AIDS patients, and to house them for two years, cares to

$10,950,000 [25 X 6 X 2 X 365 X $100]

To test just five other body fluids and tissues besides blood, e.g., saliva,
semen, turour tissue and fecal material and urine, would be six times more:

$65,700,000 [$10,950,000 X 61

Since we are unclear what route of introduction of the test materials into the

animal would work, merely testing three routes... intravenous, intramuscular and
intraperitneal injection...would cause the cost to soar another threefold to

$197,000,000
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This staggering figure is merely a limitedarray of tests designed Only to

discover a susceptible species of animl... so the real research can begin.

[Note that AIS contamination of animl homing facilities in these studies

may well render them unsuitable for future use.)
The fact is that the cost of this single project is nearly twenty times

the eitire budget the Administratin has until recently been proposing for

all AIDS research.
The cost of experimental testing of interleukin 2, to consider another

example, to determine if it is a useful treatment drug for AIDS, is reportedly

$125,000 per patient. The NIH is, I understand, testing only four patients.

A full scale test might he of the order of fifty patients, if their is sufficient

purified, isolated interleukin 2 to do the studies. At the stated price, the

cost of such a study will be about $6,000,000, inasnxch as we cannot justify

waiting many additional months in the hopes that 'synthetic' recanbiant process

interleucin 2 will be available presently at a cheaper cost per patient.

Callow as raw econics can sern, solving the AIDS mystery is plainly

cost-effective compared with the price of hospital care alone, which now

approaches $100,000 per case.. The nunrer of known AIDS cases nearly doubles

every six months. AIDS has betn aron'at least three years; projecting

forward a similar periods of three years, to 1986, we can expect at least 50,000

AIDS cases. By the end of that period, the national AIDS treatment bill will be

over $5,000,000,000 - five billion dollars.

In talking with numerous research scientists, both within the govenvsent

and in the private sector, I find they aree with my analysis presented here...

the desperate need for a federal master plan and for the level of financial
resources I have given a small indication of here. Sadly, most of ny colleagues

are unwilling to came forward to state their support and concurrence publicly.

Those in govermet quite reasonably fear quick termination of their governments
careers if they state their considered scientific beliefs in the face of

explicit government gag orders. diversity researchers equally clearly tell

me that they fear governmental reprisal if they appear before these hearings

or speak their minds. These wa em and men are dependent upon government
research grants in order out their scientific research... the sort of work that

has won America so many Nobel Prises and made Ls preeminent in science and tech-

nology.
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All these realities lead me to the oonclussicn that a more iRpartial

authority than the current Administration is needed to create a raster plan

for AIDS research and to attach realistic costs to the plan. We may in fact

need an AIDS counterpart, crash-program similar to the Manhattan Project of

the 1940's.

The National Academy of Science was created by President Lincoln a

century ago to do just this kind of work - advise the government on matters

of science. The NaticnlAcademy, the Institute of Medicine or the American

Public Health Association should be asked to review the issues and recxmmend

a comprehensive, de-politicized plan of action and assign a properly prepared

budget reanendation for it.

It is my belief that unless such steps are taken hundreds of thosands of

Americans and people around the world will be killed needlessly and inexcuseably

by AIDS.

CPMrACr: Dr. Bruce Voeller
The Mariposa Foundation
1800 N. Highland Ave.

Suite 202
Los Angeles, CA 90028

(213) 469-3574
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Mr. Wims. Dr. Bove.

STATEMENT OF DR. JOSEPH IL BOVE, PROFESSOR OF LABORA-
TORY MEDICINE, YALE UNIVERSITY SCHOOL OF MEDICINE,
AND DIRECTOR, BLOOD BANK, YALE-NEW HAVFN HOSPITAL
Dr. BovE. Thank you.
Mr. Chairman and members of the committee, I am Joseph R.

Bove, M.D., professor of laboratory medicine at Yale University
School of Medicine and director of the blood bank at the Yale-New
Haven Hospital.

I have devoted all of my professional life to blood-banking and
transfusion practice, and, among other things, chair both the Food
and Drug Administration's Advisory Committee on Blood and
Blood Products and the American Association of Blood Banks Com-
mittee on Transfusion-Transmitted Diseases.

As you might imagine, much of my recent medical effort has
been devoted to AIDS and its effect on our blood banks and trans-
fusion recipients. I will be brief with my statement so that your
questions can focus on whatever may be of specific concern to you.

First, let me address one area that seems to be of major interest
to nearly everyone: Has AIDS contaminated our blood supply? As
of July 11, 1,831 cases of AIDS had been reported to the CDC
United States only. Of these, 71 percent were in gay males, 17 per-
cent in IV drug users, 5.4 percent in Haitian entrants, 0.8 percent
in hemophiliacs, and 5.8 percent, or 107 cases, in individuals with
no apparent risk factors.

To the best of my knowledge, this latter group includes fewer
than 20 individuals who have received blood transfusions and have
come down with AIDS. In one case, and one case only, has the epi-
demiologic investigation identified a donor with AIDS. In several
other cases-still under investigation-there are suspect donors,
but, as far as I know, in only this one case is a transfusion recipi-
ent with AIDS linked to a donor with AIDS. Thus, the current total
of transfusion-related AIDS cases is fewer than 20, with only 1 in
which an AIDS donor is linked to an AIDS recipient.

The current AIDS epidemic began in late 1979 or early 1980. In
1980, the latest year for which there are data, 10,880,079 units of
blood were collected from volunteer donors and transfused into
3,271,792 recipients.

I have no reason to believe that the numbers for 1981, 1982, or
1983 differ significantly, so we can assume with confidence that
over 10 million persons have received over 30 million units of vol-
unteer blood since the AIDS epidemic began. In this vast experi-
ence the number of transfusion-related cases is under 20. If-and
there is no evidence yet that this is so-but if all 20 cases under
investigation by CDC finally turn out to be transfusion-related, the
incidence will be less than 1 in a million. We do not know that
AIDS can be spread by transfusion, but that possibility cannot be
discounted.

But if AIDS can be spread by transfusion, what we know now
suggests that the risk is minimal. Much less than the risk of many
other well-known and accepted risks associated with transfusion,
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with medical practice and with life, itself. Some of these are de-
tailed in the appended table.

Over the past 20 years our blood-collecting agencies--the Ameri-
can Association of Blood Banks, the American Red Cross, and the
Council of Community Blood Centers-have worked together to de-
velop the very fine system-of voluntary blood banks that serves the
American public. Over 98 percent of all blood transfusions now
come from volunteer blood donors. The system is working and
working well.

Even if-and it still is a big if-a small number of AIDS cases
turn out to be transfusion related, I do not believe that this can be
interpreted to mean that our blood supply is contaminated. Prob-
ably not, and if not, what has caused the problem facing our blood
banks?

First and foremost is the element of hysteria that surrounds the
disease and anything even remotely related to it. In my view, this
hysteria is fueled partly by an overreacting press and partly by a
paucity of public information about the exact nature and number
of suspected transfusion-related cases. In a setting where the
amount of information is limited, rumor and anxiety run rampant.
This anxiety has produced a whole host of unfortunate conse-
quences. In some areas-certainly not in all, and probably only in a
few-significant blood shortages are being seen. We cannot be sure
these are AIDS related, but there is a suspicion that they are. Po-
tential recipients and their families are beginning to fear transfu-
sion and, in some instances, are resisting appropriate medical
treatment because of these fears.

There has been pressure on blood banks to allow patients to
select their own donors rather than relying on the community re-
sources. Such requests have the potential to undermine a fine vol-
unteer system to the point where it might no longer be able to
supply the blood needs of most patients who require transfusion.
The collecting agencies have recognized this and taken a strong po-
sition against such directed donations.

Our blood banks are mindful of the heavy responsibility they
shoulder for a safe blood supply. To this end, they have quickly and
willingly implemented the FDA's suggestion to provide all poten-
tial blood donors detailed information about groups at high risk of
AIDS and ask individuals in any of these groups to refrain volun-
tarily from donation. If there had been even a small risk of trans-
fusion-transmitted AIDS in the past, these measures, in place since
late March, should lower it even further.

I am in a difficult and delicate position. We are dealing with a
highly fatal disease of unknown cause which is spread in ways we
do not understand. Much about the disease suggests that it is an
infectious illness caused by an unidentified agent.

There is no test for AIDS and no way to know who, if anyone, is
a carrier. In this forest of unknowns, a few people who have had
transfusions have also come down with AIDS. This may be coinci-
dence, but it seems possible that in an occasional case the two
events are related. We really do not know.

Our needs now are to be calm and realistic in appraising the
medical situation; to take whatever new steps are needed when,
and only when, they can be justified on medical, scientific, and epi-
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demiologic grounds; to continue to support and nurture the volun-
teer blood bank system and to reassure-as best we can-those who
need transfusion.

We look to CDC for ongoing up-to-date information on which we
can base future decisions about the Nation's blood supply; to NIH
for research leadership and support; to FDA for whatever regula-
tory authority may be needed; and to the Congress, ladies mid gen-
tlemen, for financial and emotional support, financial in the sense
that the ultimate solution to the AIDS problem will require re-
search and medical-care dollars, and emotion-if that is thc right
word-so that the public can look to the Hill and see clearcut, un-
ambiguous support for America's volunteer blood bank system.

I thank you for this opportunity to appear before your committee
and am pleased to answer any questions you may have.

[The table entitled "Societal and Medical Risks," follows:]
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SOCIETAL AND MEDICAL RISKS

Transfusion Related Risks

Transfusion transmitted AIDS
Transfusion transmitted hepatitis
Transfusion transmitted malaria
Death from the wrong unit of blood

Medically Related Death Rates
1

Appendectomy
Tonsillectomy
Chol ecystectomy
Hernia Repair
Dilatation and Curettage

General Risks (Death/Person/Year)
2

Automobile racing
Professional boxing
Motorcycling
Struck by automobile
Earthquake (California)
Floods

1:1,000,000 (perhaps)
5-7% of all recipients
1:1,000,000
1:500,000

1:5,000
1:10,000
1:625
1:5,000
1:580

1:10,000
1:14,300
1:50
1:16,600
1:588,000
1:455,000

1. Hospital Mortality. PAS Hospitals, United States 1974-75.

2. Dinman BD. JAMA 1980;244:1226-1228.
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Mr. WEISS. Thank you very much, Dr. Bove. I want to thank all
of you on this panel. It was extremely important and informative
testimony.

We are now going to break for about a half an hour.
The cafeteria is still open and will remain open until 2:30; so it

will allow for some replenishment. We will then resume our activi-
ties at 2:45 p.m.

Hopefully, you can all return for questions at that time, and we
will complete the afternoon's activities with the last remaining
panel.

Thank you.
The committee stands in recess until 2:45 p.m.
[Whereupon, at 2:10 p.m., the subcommittee recessed, to recon-

vene at 2:45 p.m. the same day.]

AFTERNOON SESSION

Mr. WEISS. The subcommittee will come to order, and if all of our
witnesses on this panel will resume their place at the witness
table, we will proceed.

First, let me apologize for keeping you longer by breaking, but I
was afraid if we did not, and the questions ran over, there would be
no occasion for lunch, because the cafeteria closes at 2:30.

I do appreciate your cooperation and your returning.
Dr. Bove, let me address a question to you, if I may.
What steps, in the light of your testimony, do you feel need to be

taken to allay public concern about the Nation's blood supply?
Dr. BovE. Information, sir; information. I think we need an on-

going and open line of information from the CDC, which is current-
lythe locus from which the case reporting stems to the public. I
think those of us who are in the blood-collecting industry, who
have responsibility for the Nation's blood-collecting systems, need
to know exactly how many suspected cases there are, where they
are, and at what stage the investigation is.

Do we have suspect donors? I think that information ought to be
available not only to us in the blood-collecting group, but to the
public. This is really public health information, and I think the
people of this country need to know as quickly as possible what our
CDC knows about the risks.

Mr. WEISS. Why do you believe that information has not been
forthcoming?

Dr. BovE. I can't answer that, Congressman. I think you have to
ask others, but I know that there is a feeling on my part, and I
suspect on the part of others, that the kind of openness about the
information we think we need has not been available from CDC.

Mr. WIss. One of you, though I don't know who, testified that
the Morbidity and Mortality Weekly Report was changed from a
free distribution to a paid-for distribution, and I gather from the
testimony that this was done to comply with budget restraints.

It is your judgment that the same problems may be present in
getting all kinds of information from ODO?

Dr. BovE. I really am not competent to answer that question.
You better ask the DC people.

Mr. WEis. Well-
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Dr. BOVE. The Morbidity and Mortality Weekly Report is still
out, still published every week, and there is an opportunity for
CDC to write and publish in that information about suspected
cases, just as they talk about measles, mumps, and chicken pox.
They could certainly tell us about the suspected transfusion cases.

Mr. WEiss. When Mr. Brownstein testified earlier, the impression
I got from his testimony was that he felt that organizationally, the
National Hemophilia Foundation was, in fact, being reached out to
by the CDC.

I guess what you are saying is that whatever information they
give NHF may be in the very narrow area of their concern, but as
far as broader information is concerned, to allow you to do your
work, that information is not available?

Dr. BovE. I feel that is correct, sir.
I learned this morning the CDC is supplying the National Hemo-

philia Society on an ongoing basis about a number of cases of he-
mophilia and details about them that are suspected and related to
transfusion of blood products, but the three major blood-collecting
organizations have not received that information.

Now that I have learned that it is available, I will see if I can get
it; but why did I have to learn it here this morning in this way?

Mr. WEISS. All of you have referred in one way or another to
what seems to be a lack of a comprehensive approach to dealing
with this problem.

Would any of you care to offer some suggestions as to what you
think ought to be done; how can we get a better- coordinated ap-
proach to deal with this problem?

Dr. Conant?
Dr. CONANT. Yes, sir, and I think there are a number of different

ways. It would seem a problem of this magnitude involving as
many different aspects of our society as it does, and it will continue
to involve more aspects of society.

We learned last week that there is now an indication that health
care workers have acquired the immune deficiency syndrome from
dealing with patients.

Questions will be raised about the safety of doing cardiopulmon-
ary resuscitation on people who may be suffering from AIDS, and
so there are going to be a variety of different issues arising in the
immediate future that need to be addressed.

We should have contingency plans how we will educate the
public and deal with those problems as each arises in turn.

I would think that a blue-ribbon overseer committee, answerable
to the executive branch of Government, perhaps HHS, which could
look at the various issues that will arise because of this epidemic,
and assay what is available in the community to respond and come
up with plans so the Government could respond quickly, could be
appropriate.

We have watched the spectre of a 2V2-year wait to get funding
for research. Some of the issues that could arise regarding this
problem, we cannot wait 2V2 years, and I would see this overseer
committee looking at not only informational areas-the public
need areas-but also the research areas as well.

We heard the other day that a young man in the military had
been summarily discharged without medical benefits because he
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had developed AIDS. It was suggested that he acquired the disease
through his own misconduct. I don't need to remind you gentlemen
that we have Veterans Administration hospitals full of individuals
who are there because they smoked for many, many years. They
acquired chronic lung disease, and alcoholism was mentioned earli-
er.

If a young man is in a motorcycle accident while on active duty
and drinking, he is cared for by the military. This man is being de-
prived medical benefits because he was summarily discharged with
the argument being he got this through his own misconduct.

In all probability his attorney will be able to get that overthrown
in 2 or 3 years. He needs medical benefits now. He will be dead in
2 or 3 years. There are a whole variety of issues exactly like this,
where some overseer committee responding to this emergency
could be extremely useful.

Dr. VOELLER. I think it is essential there either be standing or ad
hoc advisory committees from outside the Government to CDC,
FDA, and NIH on AIDS in general, just as there were to some
extent with Federal panels which met two different times concern-
ing AIDS and blood, a year ago now and back on January 4. Two of
us here served on those panels.

There is a need to have panels of outside people who can help
focus and hone plans and bring in new thoughts and ideas to re-
search programing. I repeat that I think that the most fundamen-
tal thing of all goes beyond that; it is the need to have a politically
independent voice, from people who are competent scientists, for
an overall master plan that probably can only be developed by
some such agency as the National Academy of Science or the
American Public Health Associations, as I mentioned earlier.

Only through that, then, can we turn to a properly conceived
budget, not plans drawn by political necessities or points of view of
the administration on the relative importance of the defense
budget versus health and human services budgets.

Mr. WFuss. Dr. Siegal?
Dr. SIEGAL. I would like to comment on a need for redundancy

and investigation in this and other diseases. We should not forget
the importance of serendipitous observations in what should be ob-
vious to anybody who knows anything about the real process of sci-
ence.

I don't think that a close finger on how research is done by a
steering committee and who does it, and in what type framework,
is necessarily an approach to be handed down.

Mr. WEiss. You are not saying that we ought not to make sure
that the effort is sufficiently well organized, so that we know that
each area of research is, in fact, being undertaken, or are you?

Dr. SIGAiL No, no. I think that it is important to have a general
plan of attack. It is clear that we ought to know that the areas of
importance are being covered and questions that need to be ad-
dressed are being addressed, but to narrowly take that to mean
that only one individual laboratory should pursue a particular per-
spective, I think, would be a mistake.

Dr. Vorsum1. I agree.
Dr. KlUM. I would enlarge, approve strongly what Dr. Siegal just

said. In research, a certain amount of duplication is good and nec-
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essary, because no two people approach the same problem exactly
the same way, and confirmation of results is always necessary.

One has to come to the same results two and three times before
they become completely reliable, and, it is better if confirmation is
obtained done by different people.

In my statement, I emphasized that Government should be in-
volved in the overall planning, but not go into the specifics of the
research. The latter should be left to the investigators themselves;
the Government should make sure that all basic areas are covered
by a sufficient number of laboratories, and that certain facilities
and resources are made available to them. There is a need for a
central repository for clinical specimens, for example, because
many investigators don't have access to patients. Investigators
should be able to write to somebody and say, I need this type of
blood sample, or cell, or virus probe, and the Government should
help make these available. But investigators must be able to work
independently and freely, and not be asked to verify a hypothesis
formulated by others.

Mr. WEISS. All of you are saying basically the same thing. Thank
you very much.

Mr. WALKER. Dr. Bove, I would like to get a couple-of things for
the public record here.

Is it safe to have a blood transfusion in this country today?
Dr. BovE. In terms of AIDS?
Mr. WALKER. Yes.
Dr. BOVE. As far as I know, I think it is. That is my professional

opinion right now.
Mr. WALKER. Is it safe to give blood?
Dr. BovE. Absolutely; unquestionably.
Mr. WALKER. Well, I think it is important that we establish those

two things with an expert for the record, and I thank you for your
statement on that.

Dr. Conant, you made three basic points earlier, and I thought
that your testimony was very good. There was one thing that puz-
zled me, based upon my own reading on this, as to how it relates,
and that is-not from the standpoint of what you said, but its ap-
plication to AIDS-and that is that you said that you don't think
that we in any way can expect in the context of dealing with this
disease, that we can expect anyone to cease being human in terms
of expressing their own sexuality, and that is absolutely a fact. I
don't disagree with that.

However, it does seem to me that the expression of sexuality in
our society is most often in monogamous types of relationships. Is
it not true that we are dealing with something other than monoga-
mous relationships in most cases and dealing not just in terms of
dozens of different sexual liaisons, but in the case of many of the
people who originally contracted this disease, we are dealing -with
hundreds of different sexual liaisons, which is hardly an expression
of sexuality which we would normally think was healthy in any
part of our population?

I wish you would deal with that question.
Dr. CONANT. It gives me an opportunity to stress a point that we

have all been making this morning, and that is that the research
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in this particular case, the epidemiological research, has not been
adequate.

An epidemiological study is only so good as the design of the
study, the questions you are asking as a scientist, and the time, ap-
pointed time, at which you do the study.

As you heard from some of the patients this morning, the CDC
study, unfortunately, was not well designed. I don't know whose.
fault that was. It may be that we were dealing with a new history,
but it was not well defined and not yet even been published, even
though it was done in the fall of 1981, almost 2 years ago.

That study showed that the people coming down with AIDS at
that time were highly promiscuous men, and yet I can tell you, as
a physician who sees abut three new AIDS patients a week now,
that is not what we are seeing today. We are seeing men who are
physicians, nurses, attorneys, who are in not totally monogamous
relationships, but essentially such, and we are seeing large num-
bers of them; in my practice, probably 50 percent of the patients.

I had a patient last week, a young man 28 years old, and he
came in and said, "I think this is Kaposi's sarcoma," and I looked
up and said, "I think you are right. We will take a-biopsy and see."

He started crying, and he said, I jog 25 miles a week, go to the
gym every week; I only had sex with three people in my entire life.
How could this happen to me?"

Now, the point I would like to make here is that if we had done
an epidemiological study the morning after Pearl Harbor, we
would assume that Japan won the war. We need to do ongoing epi-
demiological studies as this disease evolves, look at who is at risk,
why are certain people getting it?

We pointed out in San Francisco we have the largest Asian com-
munity outside of Asia, and yet there have been only four cases in
Chinese, Japanese, or Filipinos. Their sexual behavior is no differ-
ent.

So we need funds to do these ongoing epidemiological studies.
Mr. WALKER. I don't disagree with that. My question came as a

response, though, to your point that-I gathered from your points
that the lifestyle issue should not be considered as a part of this,
and it seems to me that, based upon the evidence we now have
before us, we cannot totally ignore some of the lifestyle issues.

Dr. CONANT. We have to consider every issue that presents itself.
Early on, the men we were seeing were very promiscuous men, but
we are not seeing that today.

Mr. WALKER. You made a reference to the health workers that
have been discovered recently. Do you have any evidence that
those are people who were in contact with AIDS victims?

My understanding of that was that the health workers who have
come down with AIDS were not people who had had contact with
AIDS victims.

Do you have different information on that?
Dr. CONANT. I can give you the information published in the

MMWR last week, and I can tell you what we know from our
health-care workers at the University of California.

They cited four individuals who had come down with AIDS. At
least one of the four cases, the man as far as the CDC can tell, had
no other risk factors. He was not gay, not a hemophiliac, not a Hal-
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tian, nor a drug user. He worked without gloves frequently in
areas where surgical procedures were done, and he did report a
needle stick some 18 months before he became ill. It is not known
that that needle was contaminated with blood from someone who
had AIDS.

He developed pneumocystis and died of that disease. It is only in-
ferential; the suggestion, of course, is that he was inoculated in
some way.

The reason that we think that that is significant is that, as you
heard this morning, the AIDS epidemic has many parallels to
hepatitis B. If it is a viral agent, it would appear that it is being
transmitted in such a way hepatitis D is. Other groups that are at
risk for acquiring hepatitis B are health-care providers and physi-
cians, who do procedures without using gloves.

We would not be at all surprised to see an occasional health-care
worker who did acquire AIDS by exposure to these patients.

Mr. WALKER. Thank you, Mr. Chairman.
Mr. WEIss. Mr. McCandless?
Mr. MCCANDLESS. I would like to ask the panel, as a whole, this

question:
It is my understanding that embarking upon an experimental

program for finding an ultimate solution is a *building-block proc-
ess. As you begin to develop the necessary basic criteria, more and
more people can become involved in' trying to further different
paths that have surfaced. Whether it becomes a dead end, or the
ultimate solution each-path is further broadened until finally you
have a breakthrough.

Is this essentially how it works, or do we have the wrong impres-
sion?

Dr. SIEGAL. It very often works that way, but many of the most
important breakthroughs that have occurred in biomedical re-
search have been sheer accidents, and the discovery of penicillin is
perhaps the best example, but there are lots of others. The discov-
ery of the hepatitis B was the result of an accidental observation
by someone who was prepared to go part of the way and be helped
out by others.

Dr. VOELLER. It is important to say that, too, in the context we
are talking about, we all hope something serendipitous will
happen, that some lucky break will occur. But we can't bank on
that or be caught 3 years from now with 50,000 or more people
dead from AIDS, not having taken the logical steps I spoke of earli-
er.

I think it is important not to limit ourselves with the hopes that
some lucky breakthrough will come up, because we may end up
with dead ends, even though sometimes the lucky break pays off.

Dr. SIEGAL. They don't happen unless there are enough people
looking.

Mr. MCCANDLESS. My concern is this "Government" tends to find
answers through money, in the sense, that if we throw enough
money at it, we will ultimately find a solution.

My Science and Technology Committee believes if we spend
enough money on a certain type of design for a wing, we will come
up with a solution to the problem. People tell us we can only spend
so much and do so much research at a time.



172

In this particular case, it would appear to me that the number of
available resources ultimately simulate research but are somewhat
limited until such time as other projects or activities have worked
their way out and these technicians and scientists become availa-
ble.

Is that correct?
Dr. KRIM. I think in this case-I tried to say this in my state-

ment-in this case we have an enormous amount of expertise out
there, in several areas-biology, genetics, immunology, epidemiol-
ogy-talent available and willing. Some researchers are working al-
ready on a shoestring; others would like to work on AIDS but have
no means to do so now.

The case of the group which formed the AiDS Medical Founda-
tion is a good example. We wanted to continue our work, and we
were sinking for lack of financial support for it.

I really think that in the case of AIDS research, the major obsta-
cle is lack of money, and only then lack of a certain amount of or-
ganizational talent that the Government can provide; but money
could be spent very quickly, and most usefully.

Also, AIDS is a problem that has a lot of different facets. It is
not one narrow problem where one can go only one step at a time.
There is a range of things one can start doing immediately in dif-
ferent areas, and many avenues of research can usefully be carried
out in parallel.

Dr. CONANT. I share with you your concern that the hysteria
around this-we will make this go away by throwing enough
money at it, and we will quickly get the answer, and the whole
problem will go away-all of us understand that that is not the
case. If you don't put enough money there to do the necessary re-
search, we will never get the answers that we need to stop this
problem.

At our institution, for example, which has done a great deal of
research on this problem, our leading cancer virologists had speci-
mens from patients with AIDS and was beginning to do work-on
animal models to try to see if he could isolate the virus. It was ap-
propriate; the university became concerned that the centrifuge he
was using would become contaminated; and so, from November
1982 until we got funding in May 1983, that tissue sat there fallow
with nothing being done because we did not have one $30,000 cen-
trifuge.

The State of California last month voted $3 million to supple-
ment the research that we are prepared right now to do, but we
cannot find funding at the national level; so, while I agree with
you that you could throw too much money at it, and it could be
wasteful, a certain amount of money-and I am afraid that is going
to be a large amount of money-is going to be necessary if we are
going to find an answer.

Mr. MCCANDLEMS. One other point here, if I may, Mr. Chairman.
Our public health figures in the various categories show in fiscal

year 1983 we will have spent $14,532,000 in this field.If I understand correctly, there has been no central coordination
or an information bank set up from which information can be dis-
seminated. If it were, all parties involved could benefit from it in
their research.
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I think the terminology is, you have not had any kind of scientif-
ic meeting on this at the national level. Is this correct?

Dr. VOELLER. Two things-yes, you did-first, there is no master
plan.

There are bits of research being done in different laboratories,
both in the private sector and in the governmental sector at the
NIH, et cetera, but there is no master plan that has been developed
and publicly put forward by the Government which people from all
the different sectors then could relate to in planning and strategiz-
ing what they wish to do.

When I say a master plan, I don't mean it will be dictated or
overseen by the Government to make sure everybody is doing exact-
ly what is supposed to be done, but rather a listing of the things
which we ought to be attending to and different quarters ought to
be conducting those at this point. We need a general battle p an to
wage a successful war.

An example of what's missing: a notion to which we have only
given lip-service-is raising the funds and conducting the experi-
ments needed to get a primate animal model to use for further re-
search.

The answer to the second part of your question is, as an example
of it, Dr. Bove and I both served on the two blood and AIDS panels
held by the Government, as invited guests of the three governmen-
tal agencies, and neither of us has received any followup reports
whatever. We have not even received the update bulletin that Sec-
retary Heckler announced would be put out on AIDS, and indeed, I
had to subscribe on my own to the MMWR published by the CDC,
as was mentioned.

We have gotten no information whatsoever, even as members of
a Federal panel working with the agencies.

Other people are in equally bad or worse positions because we at
least have contacts through our meetings, so we can put in a tele-
phone call and say, what should I know? What has happened? But
the rest of the people in the field are dependent upon published re-
sources and repeatedly seeing press conferences held by members
of Government, or elsewhere, to publicize research.

Mr. MCCANDLESS. You talked about the primate animals, and
this says a syndrome resembling AIDS in humans has been ob-
served in groups of rhesus monkeys at two of the seven NIH divi-
sions of research-resources-funded regional primate research cen-
ters. One of these is located in Massachusetts, and the other is in
California. You go on to talk about the comparison of the symp-
toms, and indicate that it occurs in some cages, but not in others. It
would appear to me that this would be the animal or subject you
are looking for if they come up with the same conclusion or possi-
ble disease without us even getting involved with it.

Dr. VOELLER. So far as simian AIDS is concerned, there is no
reason to believe it is the same or identical to that found in human
beings. There are experiments being conducted by the NIH in col-
laboration with people in Massachusetts and the University of Cali-
fornia at Davis on that. There is I repeat, no, foundation for believ-
ing that it is the same disease. It is, however, a very important and
striking parallel model which may serve to edify in what we do
with human beings.

26-09? 0-83-12
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Dr. SIEGAL. I would like to comment on what I believe to be in
terms of the Federal response. There, in fact, have been several
meetings held; held at NIH in September of 1981. We had a meet-
ing at Mount Sinai in July of 1982 that attracted 600 people, and it
was funded by NIH.

The people who have been funded already under the first RFA
met already in May, and plan to meet roughly quarterly, to coordi-
nate our own efforts; and within the city of New York, David
Sencer has been holding meetings monthly at which all the investi-
gators who were working on AIDS were initially a bit standoffish.
There has now been a lot of coordination between various groups
willing to provide information to other people on an ongoing basis,
and we are seeing a good deal of cooperation and interaction be-
tween people at the level of grass-roots investigators.

Dr. VOELLER. We do note that out of all of that discussion, there
is no master plan circulating for comment, review, or collaboration.

Mr. WEISS. Thank you very much, Mr. McCandless. I have one or
two questions as a followup.

The testimony we have just heard from this panel as well as
from Ms. Apuzzo was outstanding in delineating the areas of
unmet needs that we ought to be focusing on in order to have a
comprehensive way of dealing with this situation.

Dr. Conant, your statistics, your projections are really awe-
some-I guess is the word that comes out of my mind. Again, you
said, I think, that by the end of next year, there would be 12,000
cases, if nothing intervenes, and you said there would be over three
million by when?

Dr. CONANT. By the time the next President goes out of office, 5
years from now, and that is assuming that we continue to double
every 6 months.

Now, there is a worst-case scenario, of course. The best-case sce-
nario is we come up with a vaccine and stop this horror.

There are cities: if you plot the incidents in New York and then
the incidents in San Francisco, two curves are identical except they
are about a year apart. Looking at the appearance of the disease in
New Orleans, Washington, and Denver, they all have the same par-
allel curves a year or so down the line, because the incubation
period is about 18 months, so we expect not only to continue to see
the disease rise in high incidence areas, but we expect to see the
base widen across the country.

The numbers I gave are based on the figures, doubling it every 5
or 6 months for the next year.

As the base enlarges, then the rate of doubling will increase, and
one could come up with a figure that it soon will not be doubling
every 6 months, but every 5 months, and then every 4 months, and
then every 3 months, and the figure might reach as high as 20 mil-
lion cases 5 or 6 years from now.

Mr. WEISS. Do the rest of you generally agree with those projec-
tions? Any of you disagree with the projection?

Dr. Siegal?
Dr. SIEGAL. I think that is clearly the worst-case scenario, and it

is also perhaps fair to argue that infectious diseases tend to use up
a substratum and eventually saturate a population.
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I don't know whether we can really expect that kind of geomet-
ric progression going on. People are changing to a certain degree
the way they behave, and those ways favor the spread of an agent,
and I think we might expect the changes in behavior will continue
to increase as this disease increases, but it is quite clear that it has
to increase to a certain extent because there are a lot of cases in
the pipeline already about which we can clearly do nothing.

Mr. WEISS. Right, and, finally, Dr. Voeller, and I think certainly
others of you, talked about numbers of dollars that would be in-
volved to stop the epidemic.

Dr. Krim did not mention a specific dollar, but brought out the
alternative to not spending dollars.

Are you all in general agreement that, for example, the figures
that Dr. Voeller used of $197 million, roughly, to find the appropri-
ate animal on which to do the research is an accurate projection
and beyond that, I think somebody else had said that we are really
talking about a total package somewhere in the vicinity of half a
billion dollars, $500 million.

Do those numbers seem to be realistic numbers to you as to what
the unmet needs are at this moment?

Dr. Krim?
Dr. KRIM. I mentioned in my statement that we should certainly

think for something in the order of $100 million, and in addition to
the $100 million we spend already for these patients who are now
in experimental treatment. That was my estimate of a reasonable
amount; that would make a difference.

Mr. WEISS. I want to place this difficult matter in context. We
are going to have the CDC and other HHS officials here tomorrow.

The subcommittee has found it almost impossible to get past
budget numbers until very recently. We still have not been able to
get future budget projections, because the administration takes the
position that they are prohibited or forbidden by an Executive
order from sharing them with us, a total misreading, as far as I am
concerned, of their obligations and our responsibilities.

In any event, suffice it to say that for this year, the outside
number is about $25 million, including $12 million that we more or
less thrust upon CDC, NIH, HHS. We are a long, long way from
the kind of dollars that you are talking about.

You want to make a comment, Dr. Krim?
Dr. KRIM. Yes, Mr. Chairman. These figures of $25 million spent in

1983 puzzle me. I don't see any evidence for them among my
colleagues.

I know of a few hundred thousand- dollars that have been spent,
actually given to three major institutions that I know. But even if
this was done nationwide, it would amount to $25 million, or $30
million, or $40 million.

Mr. WEIss. We will try to tie that down tomorrow, when we have
Department officials before us.

Dr. KRiM. You should really ask how they arrived at these figures,
because the NIH has a way of calculating amounts spent on one
health problem that is often very puzzling.

For example, AIDS involves immunology. The NIH could say
that all immunology research is AIDS research.

Mr. WEIsS. Dr. Conant?
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Dr. CONANT. I wanted to second that. In my testimony I referred
to double bookkeeping, where any type of cancer which may vague-
ly be associated with Kaposi's sarcoma appears to be figured into
the NIH budget, and it would be very good for you to question:
what are these moneys being used for? Was this research that was
already underway before the AIDS epidemic even began?

Mr. WEISS. Thank you.
Mr. Levin?
Mr. LEVIN. Mr. Chairman, just let me say-and I am sorry I

missed the question-and-answer session-but, as I understand it,
you have been covering the points that I wanted to raise, or I

oped would be raised, trying to project or discuss projections into
the future, and how conjectural they were, and the potential costs
to try to combat the problem.

I will, with interest, try to obtain from your staff, Mr. Chairman,
as well as the people who are working more directly with me, the
responses, because, as I sat through this morning's testimony, it
struck me how important is our oversight responsibility.

We are not here as advocates, and we are not here to try to ap-
prove a preordained position. We are here to determine the scope
of the problem and the adequacy of the response to the problem by
various institutions, including, and because of our oversight respon-
sibilities, especially governmental institutions, and I hope very
much that we can proceed in that spirit, and not to do something
otherwise, and I think that the testimony that I missed, from what
I can determine, was especially important in trying to help de-
scribe the potential dimensions and the varying points of view
about this, and it should be helpful as we proceed with the rest of
this hearing and then as we proceed to take testimony from CDC
and NIH.

Mr. WEISS. All right. Thank you very much.
I assume that this panel, too, would find it amenable to respond

to questions which may be submitted later.
Thank you all very, very much. We appreciate your contribution

and your patience.
The last panel consists of representatives from volunteer service

organizations: Mel Rosen, Harold Daire, and Christopher Collins.
Let me mention a few things about the organizations that are

represented. The Gay Men's Health Crisis represented by Mr.
Rosen and the Dallas AIDS Project represented by Mr. Daire were
established specifically to provide support for communities victim-
ized by the epidemic.

These organizations and others like them across the country
have mobilized an exemplary effort to battle not only the medical
problem, but also to cope with the social, psychological and eco-
nomic problems associated with AIDS.

Also with us today are representatives from the Lambda Legal
Defense and Education Fund, which dedicates itself to protecting
civil rights of gay men and lesbians, including the issues of confi-
dentiality. We welcome all of you.

Mr. Mel Rosen, member of the board of directors, and former ex-
ecutive director, Gay Men's Health Crisis, Mr. Harold Daire,
founder and director, Oaklawn Counseling Center, Dallas AIDS
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Project, and Mr. Christopher Collins, cooperating attorney, Lambda
Legal Defense and Education Fund.

If you will stand, I will administer the affirmation.
Do you affirm to tell the truth, the whole truth and nothing but

the truth?
Mr. ROSEN. I do.
Mr. DAIRE. I do.
Mr. COLLINS. I do.
Mr. WEISS. Let the record indicate that each of the witnesses

have indicated affirmatively.
I appreciate the fact that you have been here for the bulk of the

day, but because the House is in session, we may be called away for
a vote at any time.

We have your prepared statements, and they will be entered,
without objection, into the record in their entirety.

If you summarize your prepared statement and respond to ques-
tions, as time allows, it may be the most effective way of proceed-
ing. I think we will start with you, Mr. Rosen, and then proceed to
Mr. Daire and Mr. Collins.

STATEMENT OF MEL ROSEN, GAY MEN'S HEALTH CRISIS, NEW
YORK CITY

Mr. ROSEN. Thank you, Mr. Chairman.
I will actually skip through my prepared statement and go down

to the second page and talk to you about the specific services we
have had to create within our organization because the community
and basically the existing social service agencies do not meet the
emergent needs of people with AIDS.

When a person is told he or she has AIDS it is not like hearing
that they have cancer, for example. When you have cancer you are
told what the diagnosis, prognosis and treatments are. When you
are told that you have AIDS you are hearing that you have a time
bomb inside of you, that any day you will get an opportunistic in-
fection and one of thec infections would kill you, usually within 3
years.

The person goes into a crisis. In many cases the person with
AIDS does not have a nuclear family for support. We therefore cre-
ated a crisis intervention unit of 'rained lay counselors who get to
the person with AIDS within 12 hours of their initial phone call to
us. This counselor actively works with the person with AIDS and
helps them cope during this initial period. We started with 15
counselors last October; today we have 175.

Hopefully the person realizes after a while that they may not die
tomorrow, next month or next year. At this point we introduce
them to one of our support groups. People learned to cope from
each other's experiences. In October we started one group. Today
we have 12 groups not only for people with AIDS but groups for
husbands, wives, lovers, friends, mothers, fathers, and significant
others. Although our name starts with the word "gay," our services
are offered to and used by all affected people and those around
them.

We found that there were many people sent home from hospitals
who were too sick to take care of themselves. We therefore created
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a buddy system or home attendant service made up of people who
cook, clean, and generally care for the person at home with AIDS
who is too sick to take care of themselves. In one case a person
with AIDS was being thrown out of their house so the buddies
found him a new apartment and moved him in one weekend. We
started with 7 buddies; we now have 75.

The disease does not discriminate for or against people who are
rich or poor. We found that people making $40,000 a year like my
client were losing everything they had. Even people who were well-
insured were wiped out after numerous stays in the hospitals. Each
opportunistic infection could mean a month or more in the hospi-
tals.

We set up a financial aid committee that assisted people with
AIDS to apply for public assistance benefits they were entitled to.
We also assisted numerous legislators to put pressure on the Social
Security Administration to create a definition for AIDS so people
could get disability insurance. Even when the definition was added,
it was inadequate. Only people with the CDC definition of AIDS
are eligible today; for example, herpes osters is not included.

This forces people with prodromal symptoms to continue to work
when it is possible that working could hasten a case of full-blown
AIDS. Our financial aid committee is stretched to its limits at this
point.

Dr. Irving Selikoff at Beth Israel Hospital asked me to read into
the record the case of one person who is not considered to be a
CDC-defined person with AIDS. I won't do that now because of
time, but I will give this to you to add into the record.

Mr. WEISS. Without objection.
[The information follows:]
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Irving J. Selikoff, M.D.

4. Results.W

a. Initial medical findings.

Ismunological status of the study group exhibited far greater com-
plexity than had been anticipated on the basis of previous reports.

Many of the 100 men had general symptoms that have been reported as
associated with AIDS manifestation. Fever lasting more than one week
was acknowledged by 17%, night sweats by 14%, unexplained weight loss
greater than ten pounds by 12% and unusual headaches by 17%. On
physical examination 48% had palpable lymph nodes felt by the exa-
mining physician to be clinically abnormal. Inguinal nodes were
palpable in 47% and 34% had palpable nodes at two or more noninguinal
sites. Anogenital lesions were noted in 37% by the dermatologist.

Infections were frequent with venereal infections being most common.
Gastrointestinal symptoms were common, with 31% having diarrhea last-
in3 more than one week, and respiratory symptoms were also prominent,
with episodes of dyspnea in 27%.

Each examinee was sent a summary report of findings (Appendix 2); at
his request, details of findings were also sent to his physician.

oCase I demonstrates the range of symptoms which may be present with-
out CDC criteria for AIDS being satisfied.

Case I

The patient reported havinjLhad many sexually transmit-
ted diseases. Hepatitis B occurred in 1979 with relap-
ses in 1979, 1981 and 1982. His health in general had
been poor with a 20 pound weight loss, night sweats,
chills, lymphadenopathy, malaise, fatigue, increased
nasal stuffiness, moderately severe episodes of short-
ness of breath, arthralgias, absence of semen on ejacu-
lation, progressive muscular weakness and loss of
memory. On physical examination, he had generalized
palpable nodes, abdominal tenderness, hyperactive
tendon reflexes, muscular weakness, and molluscum
contagiosua on his neck. All routine laboratory tests
were normal. His H/S ratio was 0.8. Other immunolo-
gical tests were normal except that B-cell function was
decreased (48- normal'lJ65). The IgG level was 1,777
mg/dl (norualti 1,500). His C-reactive protein level
was 0.1 (normal IC0.9). Be had no response to recall
antigens for PPD, mumps, dermatophytin. There was a 19
a response to candida. Subsequent to our examination,
he developed hepatosplenomegaly and received treatment
for arthralgias with plasmapheresis to remove circulat-
inS imaune complexes. He remains under the care of his
physician (July 6, 1983).
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Mr. ROSEN. Our hotline which I mentioned earlier started receiv-
ing about 20 calls a week last summer. It now handles over 1,000
calls a week. Callers range from those in search of a medical doctor
familiar with AIDS to people calling in a complete panic over what
they perceive as a symptom. Thirty volunteers and one full-time
staff member operate this line.

While misinformation or sensationalistic reporting has created
the perception that the general public can contract AIDS through
casual contact, the reality is that people with AIDS can contract
opportunistic infections through casual contact with the general
population. People with AIDS sometimes become shut-ins. We have
tried to combat t0-is by creating recreational groups that get people
out of their homes and into social and recreational situations.

People with AIDS have an average age of 35. In addition they
often are in nontraditional conjugal relationship. These two factors
create a multitude of legal problems in terms of wills and power of
attorney. Hospitals in many cases do not recognize what should be
considered a common law relationship between two people. We
have attempted to deal with these legal problems by coordinating a
network of legal services which advise the person with AIDS of
their legal rights and responsibilities.

We have networked with the American Red Cross to establish a
transportation service providing the means for people with AIDS to
get back and forth from hospital treatments. In addition, the Red
Cross trains our buddies in modern home attendant care practice.

The nonresponse by the public health agencies at all levels of
Government forced us to create and furnish educational and infor-
mational services. Two newsletters which were really booklets con-
taining everything we know to date have been distributed across
the country to anyone wo asks for them at no charge. This includes
not only people who request them but hospitals, clinics, mental
health facilities, and public health facilities.

In addition, i@e created a health recommendation brochure which
has been distributed to half a million people. This brochure con-
tains information ranging from the symptoms of this new disease
to a recommendation by a number of physicians for people to limit
their number of multiple sexual contacts.

We have an AIDS information van which travels to different
neighborhoods and distributes educational materials. Trained coun-
selors are available to speak with people who feel the need to talk
with someone.

We have traveled across the United States to give technical as-
sistance to any group who wish to start an AIDS self-help organiza-
tion.

We have rented auditoriums and presented seminars to the com-
munity presenting doctors, social workers, psychologists, psychia-
trists, legal experts, and insurance experts. At our last open forum
seminar 2,500 people showed up. No one can understand what
problems develop when young people in the community are thrust
into the mind set of elderly people who are adjusted to death as a
fact of life.

We present seminars in hospitals to doctors, nurses, and social
workers. These seminars focus in on the psychosocial effects of
AIDS. The Health and Hospital Corp. has contracted with us to
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present these seminars to every one of the hospitals within their
system. We are currently providing seminars to at least one volun-
tary hospital each week. So many health groups have asked for
seminars that we had to procure an auditorium and present a
seminar to all of them at once.

In the area of research, we have granted $60,000 to research proj-
ects which would have had to stop for lack of funding, or which
could not have gotten started because funding is so slow.

In the past 3 months a new problem has developed: Housing.
People with AIDS are being discharged from hospitals penniless
and homeless. The most that can be done through the city at this
time is placement in an SRO building. These buildings are dirty,
dangerous, and certainly not a place where a very sick person
should live. The distorted image that the press has given this dis-
ease has caused many people with AIDS to be thrown out of their
homes. Although we would rather not get into the housing busi-
ness, we are being pushed to buy a house in order to shelter these
sick people. I don't think this is our job.

Over the past year we have gone from an organization of 40 vol-
unteers to 1,000 volunteers. We now have a full-time core staff of 7,
everyone else volunteering their time. As a not-for-profit agency,
we, of course, want to provide medical insurance to our staff. How-
ever, every major carrier we have contacted has turned us down. If
this is a sign of the future, then we must act swiftly so that people
in high-risk groups are not discriminated against when applying
for insurance.

The Federal Government has not done its share. You must ap-
propriate massive sums of money for research into this disease.
You must appropriate money to the States so they can distribute
moneys to local self-help organizations or set up their own pro-
grams. If you are not motivated to help disenfranchised groups, let
me tell you something as a professionalsocial worker.

Although it is not much talked about, sexuality is not static.
People have different sexual preferences throughout their lives.
This is part of the human condition. Talk by people who would
turn a medical problem into a political one is disgraceful and be-
longs in the dark ages. For those who would consider legislating
morality, this has been tried before without success. The human
condition is continuously in flux.

Since most researchers and health officials have determined that
this disease is sexually transmitted, it is probably the long incuba-
tion period that has kept the disease for the most part confined tocertain groups. This will change shortly. There is a steaming loco-
motive roaring down the tracks at the general population. The
people of this country depends on your God-given wisdom to ascer-
tain the eventuality of certain events and to protect them.

I call upon you to not only appropriate the necessary funds but
to create an office inside the Department of Health and Human
Services that does two things: one, to establish a national effort
that coordinates services to affected individuals and a national edu-
cational effort to the public at large and, two, gives resources and
technical assistance to States and self-help organizations in loca-tions where the disease is spreading or like to spread.

[The prepared statement of Mr. Rosen follows:]
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PREPARED STATEMENT OF MEL ROSEN, GAY MEN'S HEALTH CRISIS, NEW YORK CITY

In January 1982 about 80 people who had lost friends and

loved ones to a new and mysterious disease gathered at author

Larry Kramer's apartment in New York City. There they learned

from Dr. Alvin Friedman-Kien of New York University Medical

Center that what appeared to be a new disease was spreading

among a number of divergent populations. Dr. Friedman-Kien

warned that if the numbers continued to rise in the following

months as they had in the previous months we would shortly be

in the middle of a new epidemic. One member of the group which

was predominantly gay commented that this could turn out to be

a terrible health crisis for gay men, hence the name Gay Men's

Health Crisis. The group decided that they would raise funds

for research into this new disease and organized a fundraiser

that April which netted $50,000. At this point they applied

for tax exempt not-fer-profit status. The money raised went to

research and the establishment of an AIDS hotline.

Two months later I read about this new organization giving

away its money to research and was so impressed that I sent them

a letter offering help, explaining that I was Vice President of a

large social service agency. Within 24 hours, (the mail service

worked that day) I was having lunch with the President of the

Board who asked me to put an organization together. While I did

not say I would do so, I promised to look into the matter. Over

the next two weeks I spoke with doctors, researchers ano patients.

I did an unscientific needs assessment survey which made me come
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to the shocking conclusion that the automatic safeguards that

I thought the government had in place to warn and protect people

from epidemics did not existin this case. In a conversation

with the '.DC at that time I remember asking for month-by-month

statistic s on cases and mortality. I remember telling the CDC

that either they were crazy or I was crazy but their numbers

reflected an epidemic. I remember visiting Dr. Roger Enlow at

Beth Israel Hospital who introduced me to a dying patient.

Imagine my horror when that patient turned out to be an acquaint-

ance of mine. The patient did not die during that bout with

that opportunistic infection but became my client (I am a social

worker) whom I followed through a progression of terrible and

painful infections until his death three weeks ago. This was a

man who made $40,000 per year but died destitute. By carrying

him as a client I was able to help build an agency which would

respond to the special needs of people with AIDS. Most of these

services would have been automatic for any terminally ill patient.

In the cases of the AIDS patients those services were not forth-

coming. Fear of the diseases, fear of death, fear of disenfran-

chised minorities all added to the lack of services by private

and government agencies. What we did to compensate is the

following.

C When a person is told he or she. has AIDS it is not like hear-

ing that they have cancer, for example. When you have cancer you

are told what the diagnosis, prognosis and treatments are. When
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you are told that you have AIDS you are hearing that you have a time

bomb inside of you. That any day you will get an opportunistic

infection and one of these infections would kill you, usually within

three years. The person goes into a crisis. In many cases the

person with AIDS does not have a nuclear family for support. We

therefore created a Crisis Intervention Unit of trained lay coun-

selors who get to the person with AIDS within 12 hours of their

initial phone call to us. This counselor actively works with the

person with AIDS and helps them cope during this initial period.

We started with fifteen counselors last October; today we have 175.

Hopefully the person realizes after a while that they may not

die tomorrow, next month or next year. At this point we introduce

them to one of our support groups. People learned to cope from

each other's experiences. In October we started one group. Today

we have 12 groups not only for people with AIDS but groups for

husbands, wives, lovers, friends, mothers, fathers and significant

others. Although our name starts with the word gay, our services

are offered to and used by all affected people and those around

them.

We found that there were many people sent home from hospitals who

were too sick to take care of themselves. We therefore created a

Buddy System or Home Attendant Service made up of people who cook,

clean and generally care for the person at home with AIDS who is

too sick to take care of themselves. In one case a person with
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AIDS was being thrown out of their house so the buddies found him

a new apartment and moved him in one weekend. We started with

7 buddies; we now have 75.

The disease does not discriminate for or against people who are

rich or poor. We found that people making forty thousand dollars

a year like my client were losing everything they had. Even people

who were well-insured were wiped out after numerous stays in the

hospitals. Each opportunistic infection could mean a month or more

in the hospitals. We set up a financial aid committee that assisted

people with AIDS to apply for public assistance benefits they were

entitled to . We also assisted numerous legislators to put pressure

on the Social Security Administration to create a definition for

AIDS so people could get Disability I.nsurance. Even when the defin-

ition was added it was inadequate. Only people with the COC defin-

ition of AIDS are eligible today. This forces people with prodromal

symptoms to continue to work when it is possible that working could

hasten a case of full blown AIDS. Our Financial Aid Committee is

stretched to its limits at this point.

Our Hotline which I mentioned earlier started receiving about

20 calls a week last summer. It now handles over 1,000 calls a

week. Callers range from those in search of a medical doctor fam-

iliar with AIDS to people calling in a complete panic over what they

perceive as a symptom. Thirty volunteers and one full time staff

member operate this line.
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While misinformation or sensationalistic reporting has

created the perception that the general public can contract AIDS

through casual contact, the reality is that people with AIDS can

contract opportunistic infections through casual contact with the

general population. People with AIDS sometimes become shut-ins.

We have tried to combat this by creating recreational groups that

get people out of their homes and into social and recreational

situations.

People with AIDS have an average age of 35. In addition they

often are in non-traditional conjugal relationship. These two

factors create a multitude of legal problems in terms of will and

power of attorney. Hospitals in many cases do not recognize what

should be considered a common-law relationship between two people.

We have attempted to deal with these legal problems by coordinating

a network of legal services which advise the person with AIDS of

their legal rights and responsiblities.

We have networked with the American Red Cross to establish a

transportation service providing the means for people with AIDS

to get back and forth from hospital treatments. In addition the

Red Cross trains our buddies in modern home attendant care practice.

The non-response by the public health agencies at all levels of

government ,.eee-us to create and furnish educational and inform-

ational services. Two newsletters which were really booklets
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containing everything we know to date have been distributed

across the country to anyone who asks for them at no charge.

This includes not only people who request them but hospitals,

clinics, mental health facilities and public health facilities.

In addition, we created a health recommendation brochure which has

been distributed to half a million people. This brochure contains

information ranging from the symptoms, of this new disease to a

recommendation by a number of physicians for people to limit their

number of multiple sexual contacts.

We have an AIDS information Yan which travels to different neigh-

borhoods and distributes educational materials. Trained counselors

are available to speak with people who feel the need to talk with

someone.

We have traveled across the United States to give technical

assistance to any group who wish to start an AIDS self-help organ-

zation.

We have rented auditoriums and presented seminars to the comm-

unity presenting doctors, social workers, psychologists, psychi-

atrists, legal experts, and insurance experts. 2,500 people

showed up at our last open forum seminar. No one can understand

what problems develop when young people in the community are

thrust into the mind set of elderly people who are adjusted to death

as a fact of life.
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We present seminars in hospitals to doctors, nurses and

social workers. These seminars focus in on the psychosocial

affects of AIDS. The Health and Hospital Corporation has contracted

with us to present these seminars to every one of the hospitals

within their system. We are currently providing seminars to at

least c.i voluntary hospital each week. So many health groups have

asked for seminars that we had to procure an auditorium and present

a seminar to all of them at once.

In the area of research we have granted $60,000 to research

projects which would have had to stop for lack of funding.

In the past three months a new problem has developed:

housing. People with AIDS are being discharged from hospitals

penniless and homeless. The most that can be done through the city

at this time is placement in a SRO building. These buildings are

dirty, dangerous dnd certainly not a place where a very sick person

should live. The distorted image that the press has given this

disease has caused many people with AIDS to be thrown out of their

homes. Although we would rather not get into the housing business

we are being pushed to buy a house in order to shelter these sick

people. I don't think this is our job.

Over the past year we have gone from an organization of 40

volunteers to 1,000 volunteers. We now have a full time core

staff of 7, everyone else volunteering their time. As a not-for-

profit agency we of course want to provide medical insurance to our
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staff. However, every major carrier we have contacted has turned

us down. If this is a sign of the future then we must act swiftly

so that people in high risk groups are not discriminated against

when applying for insurance.

I sit before you a very changed man from a year ago when I

called the CDC. I have discovered that medicine, research and the

so-called safeguards we have in place to warn us about pending dis-

asters are political and do not work when disenfranchised minorities

are involved. When toxic shock and Legionaire's disease first

came on the scene there was an immediate response by government

and press. Why did hundreds ofpeople have to die before anyone

moved in this case? Single people pay a very high percentage of

their salaries to the federal tax structure. Since most of the

affected Individuals affected by AIDS are single they expect something

back from the government they trust. It is the American way for us

to respect and care for the individual person who is in trouble in

our country. I have become disillusioned about this in the past year

in relation to our government. However, I take heart in the response

of the community itself. People from all walks of life have come

forward. The President of our board is a Fortune 500 corporate exec-

utive who was a Green Beret in Vietnam. Our Crisis Intervention

Coordinator was a marine in Vietnam. We have policemen, firemen,

doctors, nurses, social workers, priests, rabbis; people from all

walks of life volunteer with us.

The federal government has not done its share. You must appro-

WM0-83-13
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priate massive sums of money for research into this disease. You

must appropriate money to the States so they can distribute monies

to local self-help organizations or set up their own programs.

If you are not motivated to help disenfranchised groups let me tell

you something as a professional social worker. Although it is not

much talked about, sexuality is not static. People have different

sexual preferences throughout their lives. This is part of the human

condition. Talk by people who would turn a medical problem into a

political one is disgraceful and belongs in the dark ages. For those

who would consider legislating morality, this has been tried before

without success. The human condition is continuously in flux. Since

most researchers and health officials have determined that this dis-

ease is sexually transmitted, it is probably the long incubation

period that has kept the disease for the most part confined to certain

groups. This will change shortly. There is a steaming locomotive

roaring down the tracks at the general population. The people of

this country depends on your God-given wisdom to ascertain the event-

uality of certain events and to protect them.

I call upon you to rot only appropriate the necessary funds

but to create an office inside the Department of Health and Human

Services that does two things: I) to establish a national effort

that coordinates services to affected individuals and a national

educational effort to the public at large and 2) gives resources

and technical assistance to states and self-help organizations in

locations where the disease is spreading or likely to spread.

Thank you for the opportunity to speak with you.
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Mr. WEISS. Mr. Daire.

STATEMENT OF HAROLD P. DAIRE, FOUNDER AND DIRECTOR,
OAKLAWN COUNSELING CENTER, DALLAS AIDS PROJECT,
DALLAS, TEX.
Mr. DAIRE. I am deeply honored my testimony has been request-

ed.
The following presentation represents my attempts at reporting

conditions, feelings, needs and recommendations of Texans as ob-
jectively as I am able.

We have been forced to spread educational, clearing house, and
patient support services to AIDS patients and their loved ones
throughout the State. We also sponsor a 24-hour hotline. However,
the medical problems of AIDS are really what I have come to
speak about.

Solving the AIDS problem requires response and coordination of
resources at all levels of our society. We are dealing with a medical
unknown which has vast psychological and sociological implica-
tions. We must shut the moral door and deal with a medical issue
now, nonjudgmentally.

In Texas many efforts are being undertaken in attempts to
combat the AIDS problem. Attempts at defining the problem are
uncoordinated and by no means systematic. A Federal task force is
necessary to help local health officials define their roles. Local
health care delivery systems are straining internal resources in
dealing with the AIDS registry in Dallas. There is-no registry in
Houston. Attempts at estimating cases in San Antonio were futile
with numbers ranging from 10 to 34, depending upon whom I con-
tacted.

The time to contain the growth of this epidemic is now, not 2
years from now. It is imperative that communitywide networks be
established providing surveillance, health care, and followup. In
dealing with AIDS, a format by which existing agencies could pro-
vide some form of health services is in place. It has been suggested
that we apply strategies already practiced for the containment of
sexually-transmitted disease. This format must address need with-
out antagonizing confidentiality and without judging lifestyle. To
effectively implement the program, the resources of existing struc-
tures such as the Counseling Center must be increased.

The definition of AIDS must be reexamined. The current Centers
for Disease Control definition addresses only those people with
AIDS who have developed malignancies or opportunistic infections.

Physicians at M.D. Anderson Hospital in Houston, Tex., have ex-
panded the CDC definition to include the term "AIDS-related com-
plex." This has enabled the physicians to intervene as early as pos-
sible in order to affect cure or remission. It enables health officials
to conduct follow-up on exposed individuals early, allowing staff to
contact those individuals who are at risk, providing them with in-
formation necessary to contain the spread of AIDS. AIDS-related
complex does not necessarily develop into AIDS. Some recover from
the symptoms spontaneously.

To support a statement made by Dr. Hirsh recently, in combat-
ing AIDS, research is of primary importance. However, reason
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must be used in assigning projects which ma be harmful. A case
in point: According to Dr. Peter Mansell of M. D. Anderson, Hous-
ton, chemotherapy is not the first treatment of choice for Kaposi's
sarcoma in most patients. Dr. Evan Hirsh of M. D. Anderson, Hous-
ton, stated, "Chemotherapy is often lethal to KS/AIDS patients

* * ." Both recommended the use of interferon drugs.
It has been described as a critical issue of major importance that

the FDA approve the use of interferon without randomized clinical
trials. Patients will be killed using the trials. Based on studies in
San Francisco, New York, Los Angeles, and Houston, interferon
studies are the same. Interferon is relatively nontoxic. It is impor-
tant to advocate the patient's right to select among treatment mo-
dalities and to know what is being dripped into their veins.

Along the lines of patient support, the overriding issue in Texas
stems from the destructive effect of AIDS on a person's entire
social network. People with AIDS often lose jobs, residence, money,
friends, and family.

In Texas, as in other major areas of the United States, communi-
ties have organized groups to meet patient's psychosocial needs and
provide education. Unlike New York City, San Francisco, and Los
Angeles, organizations in Dallas and Houston are entirely depend-
ent upon private contributions to fund support services. The KS
AIDS Foundation and Committee for Public Health Awareness of
Houston, the Oak Lawn Counseling Center AIDS Project, the
Dallas Gay Alliance and the Dallas AIDS Action Project have been
hampered in their efforts to petition for State and municipal funds
because time and energy must be devoted to combat groups such as
Dallas Doctors Against AIDS and Alert Citizens of Texas. Any ef-
forts to express needs for State AIDS funding have been neutral-
ized by the negativism of these groups.

On the municipal level, community organizations have petitioned
their cities for support. How the cities have responded so far
amounts to little more than lip service. The city of Dallas passed a
resolution supporting the need for the release of Federal funds.
The city of Houston appropriated $78,000 to fund a State-mandated
AIDS registry. In Houston, the funds have not become available
nor the registry established.

On a national level, funds are being released at a trickle, not
nearly in amounts needed to stem the tide of an epidemic termed
"the number one health priority of the Public Health Service."
None of the funds are earmarked for education or patient support.

Federal funds are needed by community agencies in order to
enable them to realistically provide support to people with AIDS
and their respective communities. Major cities with AIDS problems
such as Houston and Dallas are in need of residences. halfway
house, social services, food transportation, and nursing services.
Community volunteer groups are becoming financially strained.
Funds must be made available to support these efforts.

Evidence of grassroots concern is supported by the fact that na-
tionally on local levels, independently nearly 40 AIDS support or-
ganizations have been formed over the past year. These groups

ave coalesced to form a national AIDS support federation, the fed-
eration of AIDS-related organizations. Why isn't there a coordinat-
ed response from governmental health agencies?
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After completing the investigation and assimilating the feelings
of many individuals, I have become convinced that the lack of re-
sponse from every health agency in this country is intentional.

Denial of the problem is evidenced by the fact that there is no
workable definition of AIDS. Denial of the problem's magnitude is
evidenced by the fact that there are no effective registries operat-
ing in the State. Lack of concern is evidenced by the fact that there
is no support of organizations which provide support and followup,
nor have programs been implemented which could stem the growth
and spread of the epidemic. The disease, although renamed AIDS,
still invokes the classical response toward the homosexual commu-
nity. "We don't care. Furthermore, drop dead." The irony of this
lack of response by the Federal Government is potentially telling
all U.S. citizens to drop dead.

I thank you for this opportunity for presentation.
Mr. WEISS. Thank you very much.
[The prepared statement of Mr. Daire follows:]
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PREPARED STATEMENT OF HAROLD P. DAIRE, DALLAS, Tzx.

Mr. Chairman and Members of the Committee:

My name is Harold Paul Daire. I am a resident of Dallas, Texas. I

am a licensed mental health counselor in Texas, I am Founder and Executive

Director of the Oak Lawn Counseling Center in Dallas, Founder and Coordi-

nator of the Oak Lawn Counseling Center AIDS Program in Dallas, co-founder

and patient support chairman of the Dallas AIDS Action Project. I am a

member of the Dallas Gay Alliance, an organization which maintains an AIDS

Task Force for the Dallas Community. I have been actively involved in

local public health issues since 1980.

Early in 1980, 1 watched while a friend wasted away and finaly died

of a rare cancer and pneumonia. The case was baffling to medical practi-

tioners. Since then I have experienced the loss of six others. I have

been affected. I am saddened, I am afraid, I am more sensitive, I am

concerned, I am involved, I am angry.

AIDS is a disease which is relatively new to us, bringing with it new

sets of problems. Medical scientists are puzzled. Health workers are

misinformed. The general public is panic stricken, reacting with fear,

paranoia and anger towards high risk group. Those defined at high risk

for AIDS are rallied in concern, pushing themselves beyond points of

exhaustion to provide assistance and support to one another. People with

AIDS are living each day coping with moralistic stigmas attached to a

medical phenomenon, hoping each new day will uncover clues to solve the

mystery, yet knowing that without solutions, each new day brings them one

day closer to almost certain death.

Solving the AIDS problem requires response and coordination of resources

at all levels of our society. We are dealing with a medical unknown which

has vast psychological and sociological implications. We must shut the

moral door and deal with a medical issue now, non-judgmentally.

In Texas, many efforts are being undertaken in attempts to combat the

AIDS problem. Attempts at defining the problem are uncoordinated and by

no means systematic. A federal task force is necessary to help local health

officials define their roles. Local health care delivery systems are

straining internal resources in dealing with the AIDS registry in Dallas.

There is no registry in Houston. Attempts at estimating cases in San Antonio

were'-futiie with number f-hng'fr6m tehto thirty four d6alnding-upon whom

I contacted.



195

The time to contain the growth of this epidemic is now. Not two years

from now. It is imperative that community-wide networks be established

providing surveillance, health care and follow-up. In dealing with AIDS,

a format by which existing agencies could provide some form of health

services is in place. It has been suggested that we apply strategies

already practiced for the containment of Sexually Transmitted Diseases

(S.T.D.s). This format addresses needs without antagonizing confidentiality

and without judging lifestyle. To effectively implement the program, the

resources of existing structures must be increased.

The definition of AIDS must be reexamined. The current Center for

Disease Control definition addresses only those people with AIDS who have

developed malignancies or opportunistic infections. Physicians at M. D.

Anderson Hospital in Houston, Texas have expanded the CDC definition to

include the term AIDS Related Complex. This has enabled the physicians

to intervene as early as possible in order to affect cure or remission.

It enables health officials to conduct follow-up on exposed individuals

early, allowing staff to contact those individuals who are at risk,

providing them with information necessary to contain the spread of AIDS.

AIDS Related Complex does not necessarily develop into AIDS. Some recover

from the symptoms spontaneously.

In combatting AIDS, research is of primary importance. However, reason

mustbe used in assigning projects which may be harmful. A case in point:

According to Dr. Peter Mansell of M. D. Anderson, Houston, chemotherapy is

not the first treatment of choice for Kaposi's Sarcoma in most patients.

Dr. Evan Hirsh of M. D. Anderson, Houston, stated, "chemotherapy is often

lethal to K.S./AIDS patients. ... Both recommended the use of Interferon

drugs. It has been described as a critical issue of major importance that

the F.D.A. approve the use of Interferon without randomized clinical trials.

Patients will be killed using the trials. Based on studies in San Francisco,

New York, Los Angeles and Houston, interferon studies are the same.

Interferon is relatively non-toxic. It is important to advocate the

patient's right to select among treatment modalities and to know what is

being dripped into their veins.

Along the lines of patient support, the overriding issue in Texas stems

from the destructive effect of AIDS on a person's entire social network.

People with AIDS often lose jobs, residences, money, friends and family.
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In Texas, as in other major areas of the U.S., communities have organized

groups to meet patient's psychosocial needs and provide education. Unlike

New York City, San Francisco and Los Angeles, organizations in Dallas and

Houston are entirely dependent upon private contributions to fund support

services. The K.S./AIDS Foundation and Committee for Public Health Aware-

ness of Houston, the Oak Lawn Counseling Center AIDS Project, The Dallas

Gay Alliance and the Dallas AIDS Action Project have been hampered in their

efforts to petition for state and municipal funds because time and energy
mist be devoted to combat antagonistic groups such as Dallas Doctors Against
AIDS and Alert Citizens of Texas. Any efforts to express needs for state

AIDS funding have been neutralized by the negativism of these groups.

On the municipal level, community organizations have petitioned their

cities for support. How the cities have responded so far amounts to little
more than lip service. The City of Dallas passed a resolution supporting

the need for the release of Federal funds. The City of Houston appropriated
$78,000 to fund a state mandated AIDS registry. In Houston, the funds have

not become available nor the registry established.

On a national level, funds are being released at a trickle, not

nearly in amounts needed to stem the tide of an epidemic termed "the
number one health priority of the Public Health Service." None of the

funds are earmarked for education or patient support. I

Federal funds are needed by community agencies in order to enable them
to realistically provide support to people with AIDS and their respective
communities. Major cities with AIDS problems such as Houston and Dallas

are in need of residences, halfway houses, social services, food, trans-
portation and nursing services. Community volunteer groups are becoming
financially strained. Funds must be made available to support these

efforts.

Dallas and Houston media and press have presented balanced, non-
judgmental coverage. This has assisted our groups in maintaining a minimal

level of paranoia in the community which is being created by Dallas Doctors

Against AIDS and Alert Citizens of Texas.

Evidence of grass roots concern is supported by the fact that across

the nation at local levels, nearly 40 independent AIDS support organiza-
tions have been formed over the past year. These groups have coales-ed
to form a national AIDS support federation . . . the Federation of AIDS

Related Organizations. Why isn't there a coordinated response from

governmental health agencies?
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After completing the investigation and assimilating the feelings of

many individuals, I have become convinced that-the lack of response from

every health agency in this country is intentional.

Denial of the problem is evidenced by the fact that there is no work-

able definition of AIDS. Denial of the problem's magnitude is evidenced

by the fact that there are no effective registries operating in the State.

Lack of concern is evidenced by the fact that there is no support of

organizations which provide support and follow-up, nor have programs been

implemented which could stem the growth and spread of the epidemic. The

disease, although renamed AIDS, still invokes the classical response

towards the homosexual community. . ."We don't care. . . furthermore. . .

drop dead." The irony of this lack of response by the Federal Government

is potentially telling all U.S. citizens to. . ."Drop dead."
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OAK LAWN COUNSELING CEWTE
L.I.D.S.. Action Project - Dallas

24-528-2181
The AIDS Action Project - Dallas consists of three components

(1) Community Education; (2) Clearinghouse; (3) Patient

Support Services. Es=h component is briefly outlined below

with an indication of some tusks required to carry out the

activities.

I. Community Education
A. Target group(s) - The; Dallms and North Texas gay

community, local health professionals,

and the media.
B. Objectives-

1. To inform target groups about: a) the nature and extent

of the AIDS problem, especially in the Dellas ares;

b) the steps recommended/available to prevent, detect,

and treat AIDS-ralated conditions; and the types

of services available in the Dallas axze.

2. To motivate target groups to: *') take potentially

appropriate preventive actions; b) seek screening,

diagnostic, treatment and support services as necessary;
c) support the AIDS Actioi Project through fund giving,

volunts aring or. other assistance

0. Description - Major elements of the community education

program include:
1. Distribution of educational materials

2. Produce quarterly AIDS Information Forums

3. Provide video tapes of the AIDS Forums and other AIDS

information for viewing at the OLC.

4. Promote articles, news reports, and public service

announcements which emphasaize accurate, up-to-date,

"non-judgemental" and balanced information about

AIDS and AIDS services.
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II. Clearinghouse
A. Target group(s) -the Dallas metroplex and northern Texas

gay community; looal health care pro-
fessionsla and facilities.

B. Objectives
1. To collect and monitor information about AIDS medical

casse

2. To answer community inquires o6ncarning the AIDS
problem, available services, and types of assistance
community members can provide to the AIDS Action
Project.

3. To refor individual, to screening, diagnostic, treatme.zt,
and support services as appropriate:.

C. Description - Mador clearinghouse activities include:
1. Establishment of an ongoing system at OLCC for reporting

and monitoring of AIDS cases
2. ImplementatiOn of an A-IDS Information Line to answer

community inquiries, .refr.individuals ,.to needed
services, collectct possible, cuss information, and
and reapond tor special requests f-oM the medical
community.

III. Patient Support-Services
A. Target group(s:) - those diagnosed as having acquired

immune deficiencies and/or AIDS
related conditions; family, fri nds
ond. loved ones of AIDS patients.

B. Objective
1. To provide a coordinated program of counseling end

social support services for target group members.

C. Description - services will be provided through the

OLCC (but not necessarily be limited to).
1. Individual and -roup counseling of AIDS patients,

family members, friends, and loved ones to assist
them to "work through" the stages of illness and

cope with the medical and social psychological

2. Establishment of a "buddy system" for AIDS patients
Under this system,. volunteer would be trained to assess-
patient needs: during home or hospital visits and
provide, support services.
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DALLAS A.I.D.S. ACTION PROJECT

(DAAP)

To Our Friends In The Community,

The Dallas AIDS Action Project (OAAP) would like to invite
you to join us on Sunday, June 19. at 8:00 PH at the Gran Crystal
Palace in Dallas for a benefit performance by Samantha Samuels.

Proceeds from this event will be used to fund the activities
of the DAAP in the Dallas area. These activities Include:

1) Research to find a cure for AIDS
2 Education to increase public awareness about AIDS
3 Epidemiology to trace the epidemic aspects of AIDS
4 Patient support to assist those in need of treatment

I know that you feel as we do that AIDS is a frightening,
malicious, life-threatening disease. Since the government is
responding very slowly In providing sufficient funding for these
projects, the private sector (you and I and the entire community)
must act, and we must act immediatelyl

Your contribution is tax deductible and will be greatly
appreciated. Please contribute. Please help end the nightmare
of AIDS. Please join us in taking action now against AIDS.

Sincerely and Urgently,

EktF~ega Raising Director
Dallas AIDS Action Project

TICKET PRICE: $10.00 per person
Make Checks Payable to: DAAP (Dallas AIDS Action Project)
Pick up ticket: at: (1) Crossroads Market on Cedar Springs, or

2 Oak Lawn Mail Services, 35.27 Oak Lawn
Call for more information: 521-8919 or 522-6900

DAAP COMMITTE MEMBERS: Dr. Jim Wheeler, Mark Harris, Terry Tebedo,
Al Leviton, Ed Fugate, Ed Frick, Paul Fielding,
Mike Burnett, Jerry Campbell, Howie Daire,
and many other concerned friends in the community
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Involvment of the Dallas Gay Alliance in AIDS in Dallas

Since one of the primary purposes of the Dallas Gay Alliance is
education, we strive to educate the. gay community about AIDS, and
how it affects them. We have published three brochures, one on
what is known about AIDS, one on blood donations, and the third
is on safe sex practices.

We have printed approximately 15,000 of the first AIDS brochure,
and know that several other cities in Texas, including Houston asked
if they could copy it. Funding for printing was from the Club Baths
and AIDS Action Project.

The Blood Bank brochure was used only by a couple of blood plasma
centers, because shortly after meeting with all the blood banks in
Dallas, the ABBA came out with their own guidelines, and they have
all decided to use them in some form. The meeting however, with
all the blood banks was a useful exchange of information, and an
opportunity for us to show the concern that the gay community has
for this problem, and that we wanted to cooperate in any way possible.

Our latest brochure on safe sex practices will have an initial
printing of 10,000 copies, and will be funded by either/or the
Dallas County Health Department or Dallas Aids Action Project.

We also undertook a petition drive, that has gotten over 6,000
signature of people from throughout North Texas that are concerned
about AIDS, and requesting that congress appropriate funding for
research. Copies of these petitions were personally delivered to
Martin Frost and Steve Bartlett. John Bryant was contacted, and
said since he would support funding that we did not need to send
copies of the signatures to him.

The Dallas Gay Alliance met with Craig Holcomb, City Councilperson,
and he presented a resolution, that passed unanimously, and called
for the federal government to fund new research dollars-to AIDS. This
was the first southern city to pass such a resolution.

Observations:

The biggest problem in Dallas now is the fear in the gay community
of what AIDS is, and how they may catch it. Many of us have instantly
self diagnosed any illness as AIDS, and this fear keeps many from
being well.

Dallas-needs money for research projects that can be accomplished
here at Southwestern Medical School. The funding for such projects
should be made more expediently that has been reported in the past.

We also need money for support services, for AIDS patients, and those
that are affected by the loss of a patient.

Tom Hatfield
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INTRODUCTION BY

REPRESENTATIVE BILL CEVERHA

On August 17, 1982, Federal Judge Jerry Buchmeyer,
declared the Texas Sodomy Law, Section 21.06 of the Texas
Penal Code, to be unconstitutional. A notice of appeal
was filed by Attorney General Hark White, on November 1,
1982. On March 11, 1983, the last day on which a new bill
could be introduced in the House of Representatives, Attorney
General Jim Mattox, dropped the State's appeal of the Baker
v. Wade decision. In dropping the appeal, Mr. Mattox sug-
gested that the legislature should reintroduce a sodomy law
If it thought it was in the public's interest.

The Baker v. Wade case was tried in June of 1981. No
evidence of the public health threat caused by homosexual
conduct was introduced at the trial court. The Attorney
General has made no effort to ask the District Court to re-
open the evidence to introduce the overwhelming medical evi-
dence concerning the public health threat caused by homo-
sexual conduct.

The diseases being transmitted by homosexuals and being
caught by homosexuals during their sexual practices threaten
to destroy the public health of the State of Texas. One of
the most recent and deadly diseases is Acquired Imunolo gical
Deficiency Syhdrome ("AIDS"). Two recent articles in "Time"
magazine, March 28, 1983, and "Newsweek" magazine, April 18,
1983, confirm the deadly consequences of AIDS. Both articles
also confirm that AIDS first occurred in the homosexual com-
munity either through their sexual practices, blood donations
or through close contact with the heterosexual community.

The citizens of the State of Texas must be protected
from the spread of AIDS and other sexually-transmitted diseases
which occur as a result of homosexual conduct. House Bill 2138
has been introduced for the purpose of preventing and deterring
homosexual conduct which causes the transmission of disease.
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SH D. No. 2138

A ILL TO BE ENTITLED AN ACT
relattun to deting deviate sexual intercourse, rial

intercourse. ntaomate axual conta. sexual contact,
hotrt,,-exual conduct, public le-diem, medical puipose,
and defirng the penal foe horraexnuall conduct, pub-
ic (mwdness. mcludig the offering, apeming with or
soicitaton of such conduct; providing penalty foe
homosexual conduct or the offering. seeing with oe
solicitation of homosexual conduct. or intimate hormo-
se xual cont act. amend Ing the Penal Code. Secti on 2 1.01.
21 04. 21 0O. 21.07, 21.10. 21 11, and adding thereto a
new sectti n 21.14, ard declannp an emergenc)

BE IT ENAC'TED Bil THE LEGrSLATLRE'OF THE STATE
OF TEX.-S

SECTIO t Section 21 IN, PtnA Code, is atended to ead

2L01 Detiniti ns itn this chapter
it) Dentt sesa itercourseC mearts 0A1 an) contact he-

.cer an) pit ci the gentals of one person and the mouth ot
iust anortnoet person. or (5) the penetiation by one person o(

the genitals or the .inus of another person wth in object, except
N medKs.a purposes.tC) any contact between the mouth of one

person and the anus of anotTer person. or D) the penetratuon by
on-e pei n of the gertab or the anus oirother pence with any
perlian of the body (lscliding, by way ot example, but not ka-
ration, a ringer, hand or foor). except that any peteLration of the
female tx orgn by the mae wLx organ shal not he included, and
ex utrI tot medical purposes.

.) "Intimate sexual contact- meals the touching by one pet-
,orn ot the anus. breast, ot an) put ot the genitals of another per-
son - ith the ;nrent or purpose of atousing or gratify ing the usual
desite oI ant person.

); 'Sexual ,ontact means the touch hin by one person of
,r, pa:t of the body of another person %ith the intent or purpose

I .oiinf t taliif) ing the sexucA denote of any person.
41 ' Sexald intercre" means ins penetration ol the temae

iC t,:g.an lb the male sex organ.
1) liedi.l purposes me ans any medicult) necessary treat-

m'en b - i Jt he duetction of , ph)s.an or other health care
p;ati:joner ornsed to practice medicine in this State.

SEL'TION _ Section 2iii. Penal Code. u antenoded to read
As 1"0.qo s

21 Ct Sesual Abuse at A person commits an offense If,
without the other person'i consent and with intent to ouise or
atitf !he seiuat desire of any person, the actor

i 1. engages in deviate sexual intercourse with the other per-
ton, not hts spouse. whether the other person is of the same ot
oppoce se , (2) compels the other person to engage in ieual
intercourse, deviate rsxual intercourse ot intimate sexua contact
with a third person, whether the other person s of the same sex
as ot opposite sex from the third person, (3) engages in intimate
sexual contact ih the other person, not his spouse, whether the
other person is of the same or opposite sen, or (4) engages in sex-
jat contact *ith the other penon, not hit spouse, whether the
other person us of the same or opposite sen.

Ib) The conduct referred to 'n subsection (a) is without the
other person's consent under one or more of, bt not brited to,
the following circumstances.

t 1) the actor compes the other person to submit or par iOpate
by force that overcomes such earnest resistance as i.ght be
reisonabt en pected under the circumstances. ;:) the acto com-
pels the other person to submit or patticipate by any lreal,

ommunICted b actions, words, ot deeds, that would prevent
resistAnce by A person of ordinary resolution, under the same or
irtilat c cumstances. because of a reasonable fear of harm. (3)
the othet person has not consented and the actor knows the
other person s unconscious or physically unable to resist. {4) the
actor know s that as a result of mental disease or defect the other
person is at the time of the act incapable either of appraising the
nature of the act or of testing it, () the othet person has not
consented and the actor knows the other person s unaware that
the act is o..curton, i6) lhe actor knows that the other person
submits or participates because of the erroneous belief that he is
the other person's spouse. or () the actor has intentionally im-
pared the other petsin's power to arpraise or control the othet
person's ,onduct by admisi sterin any substance wlthoui the
other percn'. knowledge.

SECTION 3. Section 21.06, Penal Code. is amended
to read as follows:

(a) Dernate Sexual Intercourse
(1) .4 person commits an offense if he engages In

deviate sexual intercourse with another individual of the
same sex.

(2) An offense under this subsecrion is a Class A
misdemeanor unless the actor has previously been con-
wcted under this subsection In which event tis a felony
of the third degree.

(b) Intimate Sexual Contact
(I) .4 person commits an offense if he engages in

intimate sexual contact with another individual of the
same sex.

(2) An offense under this subsection is a Class B
misdemeanor unless the actor has previously been con.
victed under this subsection, in which event it Is a Clasg
A misdemeanor.

SECTION 4. Section 21.07, Penal Code, is amended to read
as follows

21.07 Public Lewdness
(a) A person commits an offense if he knowingly or recklesly

engages in any of the foLlowina scts in a public place or, if not un
a public place, he is reckless about whether another person ii
Present who will or my, be offended os alarmed by his act:

(1) sn act of sexual Mtercourse; (2) an ace of deviate sexual
antercourse; (3) an act of intimate sexual contact, (4) an act in-
voivmg contact between the person's mouth or genitals and the
anus or lenitals of an animal or fowL

[Emphasis added,)

1by A petc cmts a ofleti if he knowingly ot reck s l"
00W.e t Entl cotect with a peirie oft thi sam sea in a pub.
kc or. at m a publhplacee. m a ctles ab t whether

otler person s present who will, or ay., he ofTeaied or
Alarmed by his ac.

SECItON S. Scain 21.21. Ptal Code, is aieded tv "el
as foaows.

21.11 i .vency with a Culd.
(a) A person commits us offense it, wuih a cnuld y u ger

th n 27 years and not his souse, whether the child a a the
same or oppo'site vex. he+

It) enagrs a sexual contact or intimate uxual contact with
the chld. ci t2) poses bis anus c? any pert of lis geltals.
bowung the cluM is present, with intent to itoae )a iraify the
exual desie of my persn.

tbt !I is a defer to pros.cutio under this section !hat rthe
ild was at the tune of the alleged orNenise t teatsi ooler and

hAd, prior to the tuir of tihe alleged ttnse. engaged prmiscus-
osly in

II sasua N! etcoatse. 1 .) deate Mual mirfcouise. t ,1 In-
tsmite sesual contact, 14) 111t contact or., () Indervnent ,
posure awdeitred in subsection taI) ot tOuis ec on

tc) It is an affttmlt defeis to ptisucsation under thi sc ,
tIc, that the ator was noi more their two ynaas older tlAn, the
incturn and of the o opposite sex.

SECTION 6. Chapter 21, Penal Code, as nwnded, is
amsended by adding thereto Section 21.14 to read as

21.14. Homosexual Conduct - Offering, Agreeing, or
Soliciting

(a) Devtate Sexual Intercourse
(1 ) .4 person commits an offense if he offers. agrees

with. or solicits &noter individual of the ame sex to en-
te in desert sexual Intercourse for the purpose of
housing or gratifying the sexual desire of any person.

(2) An offense under this subsection is a Clas B
misdemeanor unless the actor has prevously been con-
victent under this subsection. in which event it is a (lass
.4 misdemeanor.

(b) Intimate Sexual Contoct
(1) 4 person commits an offense if he offers, agrees

with, or solicos another individual of the ame sex to en.
gage in intimnte sexual contact lop the purpose of
arousing or gratifying the sexual desire of any person

(2) .An offese under this subsection u a Clos C
misdemeanor unless the actor A Previously been con.
siceed under this subsection, in which esent it isa oClss
B misderneasor.

SECTION 7. The importance of tus legislation and
the crowded cotdstio in both houses create an emer.
agency and as usperattve public necessity that the con.
stitutional rule requtrng bills to be read on three several
days in each house be suspended, and this rule is hereby
suspended, and this Act take effect and be is force
from and after its passage, and it t so enacted.

It it declared that debate sexual intercourse, intrimate
sexual contact, and sexual contact as defined in Section
21.01 of the Texas Penal Code, as mendhd hereby, be-
tween Persons of the same se.r. is against the public
policy of this State, inasmuch as such ats are the means
for the tratmission of direae which threaten the health
of the public at large. itasmuch s such acts threaten the
public safety through their frequent association with
violtint conduct, inasmuch as such acts lead to end result
in further acts against the policy of the State. and inas-
much as such acts constitute, contribute to and promote
im morality and indecency.

It is further declared the public policy of this State to
discourage and to refrain from encouraging or promoting
(to the full euitent of this State's constitutional power to
do so) the promotion of the practice of sidd sexual
practlis (deflate sexual Mintircourse, itimare sexual
conduct, and serual conduct) between persons of the
same sex and to discourage and to refrain from encour-
aging or promoting (to the full extent of this State's
constitutional power to do so). the placing of persons
who promote or engae In sa d sexual practices between
Persons of the same sex in positions of public triat (in-
cluding, but not limited to. positions as obftc school
teachers, ha r Io
io 9 eF 4 11 l c e t y-1 11 o f ¢ o ri 10.t ft er l l q ! O f
;5ftil legdeh or rflonsibtltt .

The agencies, politicl subdivisions, officers, en.
plcye.n, schools, colleges, universities and other instru-
nm.ntalities of this State or of is political subdivisions
ate hereby directed to comply with the public policy of
this State as set forth in Section 7 of this Act. The At-
torney General, all district attomeys, City attorneys and
Law enforcement officers of this State are hereby
authorized and directed to defend the constilutonality
of this Act, to enforce this act and the pubUc polky fi-
pessed herein, and to defend this State and the agndas.
political 'subdl vilonss, officers, employees, collogs, ural
serstiles, and other instrumentaitles of t s Stile or its
political subdivisons In thel sctions In support of she
public policies of this Slate as expressed in this Act. Tis
Act shall be liveraUy construed to carry out these
objectives and purposes.
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ACTION ALERT!
This is happening to you,..
THE BILL ON THE OTHER SIDE OF THIS SHEET HAS BEEN INTRODUCED

IN THE TEXAS HOUSE OF REPRESENTATIVES BY BILL CEVERHA OF RICHARDSON.

IT IS NOW BEING CONSIDERED BY THE CRIMINAL JURISPRUDENCE COMMITTEE.

WHAT YOU CAN DO
YOU CAN HELP US DEFEAT THIS ATTEMPT TO INVADE THE PRIVACY OF ALL

TEXANS BY WRITING LETTERS TO THE FOLLOWING CRIMINAL JURISPRUDENCE

COMMITTEE MEMBERS:
Wayne Peveto -- chair
Tom Waldrop
Terral Smith
Dick Burnett
Al Granoff
Joe Hernandez
Sam Hudson
James Hury
Debra Danburg

An example letter would be (do not copy exactly since
legislators do nQt respond well to form letters. Use personal
stationery, not an organization's letterhead):

April _, 1983

The Honorable
Texas House of Representatives
P.O. Box 2910
Austin, Texas 78769

Re: House Bill 2138

Dear Representative

I understand that you will be considering the above
bill since you are a member of the House Criminal Jurisprudence
Committee. I urge you to oppose this bill because it represents
a major invasion of the privacy of all Texans.

Consensual sexual behavior between adults in private is
of no concern to the State of Texas.

(At this point, although it is not necessary, you may want to
add your personAl reasons for objecting to the bill. Keep it short
ard to the point)

Thank you for your consideration.

Sinceely yours,

)) Don't delay; Write now
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PO Box 3045
Houton, " xu 7 '2 3
(713) 52M050

Committee for Public Health Awareness

The purpose of this organization is to increase public

awareness of health issues. Achievement of this goal

will come through education of people as individuals and

as groups in business, professional organizations, pri-

vate institutions, and government agencies. Local, state,

and national governments will also be lobbied on specific

health issues to provide adequate research funding and

necessary health services for all citizens.

The following projects will also be used to futher public

health awareness,

Educational forums.

Electronic media programs.

Petition drives and letter campaigns.

Briefing of political leaders.

Lobbying for health related legislation.

Document deviation from standard policy by agencies.

Networking with other health related organizations.

Our funding is from donations and projects are implemented

as funding becomes available. If you are interested in

participating or have resources or helpfull contacts,

please fill out a membership card. Public health is every-

one's responsibility.

26-097 0-83--14
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Mr. WEISS. Mr. Collins.

STATEMENT OF CHRISTOPHER J. COLLINS, COOPERATING
ATTORNEY, LAMBDA LEGAL DEFENSE AND EDUCATION FUND
Mr. COLLINS. Mr. Chairman and representatives of the subcom-

mittee, I am Christopher J. Collins, a cooperating attorney with
Lambda Legal Defense and Education Fund. Lambda is a national
nonprofit, tax-exempt organization whose primary goal is to pro-
mote and protect the civil rights of lesbians and gay men through
litigation.

I am a member of the Committee on Confidentiality of the New
York City AIDS network, and am director of the St. Mark's Clinic,
a community health center serving the lesbian and gay community
of New York City.

The broad issue to be addressed by this subcommittee is how the
Federal Government responds to the overall needs of disenfran-
chised groups. Specifically, in this particular instance the issue to
be addressed is the relationship of the Government to three disen-
franchised groups in this country: gay men, Haitians and IV drug
users, who are most directly affected by a disease known as ac-
quired immune deficiency syndrome.

The specific issue I wish to address concerns the treatment that
is to be afforded confidential information that is submitted by
these three groups to governmental agencies, both State and Feder-
al, either as part of the Government's ongoing surveillance pro-
gram of AIDS cases, or as a part of research conducted by the Gov-
ernment or private institutions and researchers.

How has the Government responded to the needs of gay men,
Haitians, and drug users during this health emergency?

What is it doing to combat the disease?
And what information is the Government collecting from these

groups and what does it intend to do with that information once it
is collected?

This last question, the question of confidentiality, is the subject
of this presentation.

For at least the past year, the Centers for Disease Control,
through local health departments, has been collecting a vast array
of information concerning patients diagnosed with AIDS, under the
pretext of doing epidemiological surveillance. This surveillance
report requests information relating to specific conditions and op-
portunistic infections, other infections, signs and symptoms prodro-
mal to AIDS, diseases or conditions preceding or coexisting with di-
agnosis of AIDS, medical immunosuppressive therapy and labora-
tory and hospital data.

In addition, the surveillance report requests the following infor-
mation:

(1) Name.
(2) Date of birth.
(3) Residence.
(4) Occupation.
(5) Marital status.
(6) Living arrangements.
(7) Immigration status.
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(8) Parents' origin of birth.
(9) The use of needles for injection of nonprescription drugs.
(10) Sexual orientation.
(11) Pregnancy.
(12) During the previous 5 years preceding diagnosis of AIDS.
(a) Sexual history of the patient, including specific sexual prac-

tices.
(b) Did the patient receive the hepatitis B vaccine, hepatitis B

immune globulin, other immune globulins, factor VIII concentrate,
cryoprecipitate, factor IX concentrate, blood transfusion.

(c) Was the patient in jail or serving a jail term.
The concern of the gay community is what happens to this infor-

mation once it is collected, what is done with this information, who
has access to it and what can be done to insure that access to that
information is adequately restricted and protected from disclosure
to unauthorized personnel.

The obvious reason for this concern is that the Government, spe-
cifically the CDC, is utilizing a surveillance report which requests
information that in many States is still considered illegal and
would compromise and/or jeopardize the needs of a person with
AIDS. T, - ---. .

For instance, in Tennessee, homosexuality is still considered a
crime which carries with it a penalty of imprisonment for a period
of time not to exceed 1 year. In other States, the use of nonpre-
scriptive intravenous drugs is illegal.

an Haitians are in this-country illegally, which simply compli-
cates the reporting problem further. The paranoia among the gen-
eral population amidst cries for quarantine and imprisonment by
fringe factions in this country have further added to the need for
special protection of this information to insure that it will not be
used in the future to satisfy some purely arbitrary need of one or
more third parties.

Until recently, the information that has been collected- on per-
sons diagnosed with AIDS, together with the information identify-
ing those persons, has been turned over by most local health de-
partments to the CDC. The CDC, in turn, on at least three separate
occasions, has released a list of names identifying those individuals
diagnosed as having AIDS to the New York Blood Center, a private
institution regulated by the Office of Biologics of the Department
of Health and Human Services, to certain individuals involved in
the so-called Los Angeles cluster study and, most recently, the CDC
has released its national list of people with AIDS by mistake to the
New York City Department of Health.

In addition, until recently, the CDC regularly released the names
of people with AIDS in eac h-Stateto that State's health depart-
ment, as well as a spec ific city-wide list to the New York City
Health Department. The CDC must take responsibility for its ac-
tions in releasing those lists to unauthorized personnel.

We believe that the release of the information to the New York
Blood Center by the CDC was and is a violation of Federal law. The
apparent justification for this last-ongoing-breach of confidentiality
was that a comparison of national AIDS lists with a list of those
who participated in the New York Blood Center's program for the
development of the hepatitis B vaccine would be useful in deter-
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mining any possible correlation between hepatitis B and AIDS.
Whether or not this is so, this example raises a number of impor-
tant questions. If the CDC is willing to turn over confidential infor-
mation to a nongovernmental agency, can we safely assume that
they will not make this same information available to governmen-
tal agencies?

Moreover, once that information has been released to a private
institution, there is no longer any control over that information
and its subsequent distribution. We view these breaches of confi-
dentiality with the utmost gravity and suggest that these are the

-precise reasons why the present surveillance system cannot contin-
ue in its present form, and why there is a special need for legisla-
tion to protect records and information collected by the Govern-
ment on these groups. Our concern is that further use of the cur-
rent surveillance report may lead to additional leaks.

The current system of reporting has likely resulted in significant
underreporting of cases by physicians and institutions who simply
do not trust the procedures that are presently in place to maintain
patient confidentiality. Physicians, wary of their obligation to
maintain physician/patient confidentiality, are loath to report
cases of AIDS when they know that confidentiality cannot be main-
tained.

Patients, some of whom may be very ill, refuse to seek medical
assistance for fear that they might be deported, considered gay,
fired from their jobs, or irrationally tagged with the stigma of
having a disease. It is conceivable that false information is being
collected on patients too fearful that they will lose their jobs or,
worse yet, to be quarantined or isolated by the Government.

These are very serious issues that are confronting the CDC and
the medical profession which will not go away. They must be ad-
dressed, and adequate assurances must be provided to instill confi-
dence and trust that patient records will be secure from disclosure
to third parties for whatever reason absent that patient's consent.

What we would propose at present-we have suggested that a
statute be enacted, legislation be enacted to protect that informa-
tion that is obtained from these patients, not be disclosed to third
parties for arbitrary reasons.

It has been acknowledged today that identifying information is
arguably needed for followup study, for further research, for com-
parisons. And no one is objecting to that possibility. In that event
the need to protect the identifying information though is essential.
We propose that new legislation be enacted in the form we have
attached with my statement, which is designed to protect the confi-
dentiality of information collected by the Federal Government
acting on its own or through local governmental agencies or insti-
tutions.

Such a statute is based in part upon prior legislation that has
been adopted by Congress to protect the confidentiality of patient
records of participants in federally funded drug and alcohol abuse
programs.

Under the proposed legislation, records of the identity, diagnosis,
prognosis, or treatment of any patient which are maintained in
connection with the performance of surveillance research of AIDS
conducted, regulated, or directly or indirectly cited by any depart-
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ment or agency of the United States shall be confidential, and
would only be disclosed under certain limited exceptions spelled
out in the statute.

The legislation would provide that the information could only be
disclosed in one of three ways, pursuant to the patient's consent;
where written consent is not forthcoming the information could be
disclosed only to researchers and only so long as the identifying in-
formation will be protected by those researchers. And where writ-
ten consent-the third possibility would be where written consent
has not been obtained, the information could be disclosed only if
authorized pursuant to court order or upon a showing of good cause
and pursuant to prior notice to the subject or participant.

The proposed legislation would provide further that in no event
may the information be used to initiate or substantiate any crimi-
nal charges against the patient or to conduct any investigation of a
patient.

The need for legislation of this type is apparent given the long
history of abuse that we have seen. The need is heightened by the
nature of the disease and the groups principally affected by this
disease, and we would urge its passage. It is respectfully submitted
that confidentiality of records regarding AIDS patients and AIDS
research is a very serious problem which must be addressed
promptly.

The bottom line is simple. We support and encourage research.
However, the Government must demonstrate that it is capable of
conducting that research in such a manner that it will protect and
not jeopardize the health of the human subject or the research par-
ticipant. Its failure to do so will continue to result in inaccurate
reporting, falsified information, and a general mistrust of our Gov-
ernment by all of its citizens.

I thank you for your attention and consideration.
Mr. WEISS. Thank you very much, Mr. Collins.
[The prepared statement of Mr. Collins follows:]
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LAMBDA LEGAL DEFENSE &
__ EDUCATION FUND, INC.

132 West -43rd Street. New York. NY 1 M:
4-212 9 9- 8$

Statement of Christopher J. Collins, Esq.
Cooperating Attorney,
Lambda Legal Defense and Education Fund

Presented to the Intergovernmental Relations
and Human Resources Subcommittee of the
Committee on Government Operations
United States House of Representatives
August, 1, 1983

Mr. Chairman and 7aoresentatives of the Subcommittee, I am

Chr:stopher J. Collins, a cooperating attorney with Lambda Legal

Defense and Education Fund. Lambda is a national non-profit,

tax-exempt organization whose primary goal is to promote and pro-

tect the civil rights of lesbians and gay men through litigation.

I am a member of the Committee on Confidentiality of the New York

City AIDS Network and am Director of the St. Mark's Clinic, a

community health center serving the lesbian and gay community of

New York City.
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I. The Problem

The broad issue to-be -ddressed by this sub-committee is how

the federal government responds to the overall needs of disenfran-

chised groups. Specifically, in this particular instance the

issue to be addressed is the relationship of the government to

three disenfranchised groups in this country--gay men, Haitians

and IV drug users who are most directly affected by a disease

known as acquired immune deficiency syndrome (*AIDS").

The specific issue I wish to address concerns the treatment

that is to be afforded confidential information that is submitted

by these three groups to governmental agencies--both state and

federal--either as part of the government's on-going surveillance

program of AIDS cases, or as a part of research conducted by the

government or private institutions and researchers.

How has the government responded to the needs of gay men,

Haitians and drug users during this health emergency? What is it

doing to combat the disease? And, what information is the govern-

ment collecting from these groups and what does it intend to do

with that information once it is collected? This last question--

the issue of confidentiality--is the subject of this presentation.

II. The History of the Problem

For at least the past year, the Center for Disease Control

("CDCO), through local health departments, has been collecting a

vast array of information concerning patients diagnosed with AIDS,

under the pretext of doing epidemiological surveillance. (Attached

is a Case Report Form used by the CDC.) This "surveillance report"

requests information relating to specific conditions and opportun-
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istic infections, other infections, signs and symptoms prodromal

to AIDS, diseases or conditions preceding or coexisting with diag-

nosis of AIDS, medical immunosuppressive therapy and laboratory

and hospital data. In addition, the "surveillance report" requests

the following information:

1. name;
2. date of birth;
3. residence;
4. occupation;
5. marital status;
6. living arrangements;
7. immigration status;
8. parents' origin of birth;
9. the use of needles for injection of non-

prescription drugs;
10. sexual orientation;
11. pregnancy;
12. during the previous five years preceding

diagnosis of AIDS:
a. sexual history of the patient, including

specific sexual practices;
b. did the patient receive the hepatitis B

vaccine, hepatitis B immune globulin,
other immune globulins, Factor VIII con-
centrate, cryoprecipitate, Factor IX con-
centrate, blood transfusion;

c. was the patient in jail or serving a jail
term.

The concern of the gay community is what happens to this

information once it is collected, what is done with this informa-

tion, who has access to it and what can be done to insure that

access to that information is adequately restricted and protected

from disclosure to unauthorized personnel.* The obvious reason

*Serious thought must be given to whether or not this information
is even essential or relevant to an understanding of AIDS. It is
submitted that this "information" has little, if any, practical
relevance in research relating to AIDS. Questions such as what
is the sexual orientation of this patient raise issues that are
subjective in nature and provide no hard basis for scientific
study. What is the difference between homosexuality and bisexual-
ity?
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for this concern is that the government, specifically the CDC, is

utilizing a surveillance report which requests information that

in many states is still considered illegal and would compromise

and/or jeopardize the needs of a person with AIDS. For instance,

in Tennessee, homosexuality is still considered a crime which

carries with it a penalty of imprisonment for a period of time

not to exceed 4-Elen year 1f In other states, the use of nonpre-

scriptive intraveneous drugs is illegal. Many Haitians are in

this country illegally, which simply complicates the reporting

problem further. The paranoia among the general population amidst

cries for quarantine and imprisonment by fringe factions in this

country have further added to the need for special protection of

this information to insure that it will not be used in the future

to satisfy some purely arbitrary need of one or more third parties.

(See The New Republic, August 1, 1983, "The Politics of a Plague,M

p. 18.)

Until recently, the information that has been collected on

persons diagnosed with AIDS together with the information identify-

ing those persons has been turned over by most local health depart-

ments to the CDC. The CDC, in turn, on at least three separate

occasions, has released a list of names identifying those individ-

uals diagnosed as having AIDS--to the New York Blood Center (a

private institution regulated by the Office of Biologics of the

Department of Health and Human Services), to certain individuals

involved in the so-called Los Angeles cluster study and, most

recently, the CDC has released its national list of people with

AIDS by mistake to the New York City Department of Health. In
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addition, until recently, the CDC regularly released the names of

people with AIDS in each state to that state's health department,

as well as a specific city-wide list to the New York City Health

Department. The CDC must take responsibility for its actions in

releasing these lists to unauthorized personnel.

We believe that the release of the information to the New

York Blood Center by the CDC was and is a violation of federal

Law, 5 U.S.C.A. 3552a(b). The appa..nt justification for this

astounding breach of confidentiali :y was that a comparison of the

national AIDS list with a list of those- who participated in the

New York Blood Center's program for the development of the hepa-

titis B vaccine would be useful in determining any possible .cor-

relation between hepatitis B and AIDS. Whether or not this is

so, this example raises a number of important questions. If the

CDC is willing to turn over confidential information to a non-

governmental agency, can we safely assume that they will not make

this same information available to governmental agencies? Moreover,

once that information has been released to a private institution

there is no longer any control over that information and its subse-

quent distribution. We view these breaches of confidentiality

with the utmost gravity and suggest that these are the precise

reasons why the present "surveillance" system.cannot continue in

its present form, and why there is a special need for legislation

to protect records and information collected by the government on

these groups. Our concern is that further use of the current

surveillance report may lead to additional "leaks."
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III. Why Is Confidentiality an Issue?

The current system of reporting has likely resulted in sig-

nificant underreporting of cases by physicians and institutions

who simply do not trust the procedures that are presently in place

to maintain patient confidentiality. Physicians, wary of their

obligation to maintain physician/patient confidentiality, are

loath to report cases of AIDS when they know that confidentiality

cannot be maintained.

Patients, some of whom may be very ill, refuse to seek medical

assistance for fear that they might be deported, considered gay,

fired from their jobs, or irrationally tagged with the stigma of

having a disease. It is conceivable that false information is

being collected on patients too fearful that they will lose their

jobs, or worse yet, be quarantined or isolated by the government.

These are very serious issues that are confronting the CDC and

the medical profession which will not go away. They must be ad-

dressed, and adequate assurances must be provided to instill confi-

dence and trust that patient records will be secure from disclosure

to third parties for whatever reason absent that patient's consent.

IV. Surveillance vs. Research

The present report used by the CDC is of questionable value.

That is a question for this sub-committee and the medical profession

and I only raise this issue to heighten the overall significance,

of the problem.

Moreover, the need for this type of information by the CDC

for its surveillance function is also questionable. On its face,

the "surveillance report" is actually a research tool. In order



216

to undertake its arguably mandated duty of surveillance, the CDC

has no need for accumulating the kind of data sought in the "sur-

veillance report." Rather, it merely needs to know the number

and type of cases that are being reported.

If, however, the CDC is engaged in epidemiological research,

then the information may possibly become more relevant. In either

case, the need to protect the information that is solicited and

obtained is apparent and must be resolved.

V. Proposals

1. SurVeillance

Where the information collected by the CDC emanates purely

from the CDC's surveillance function, then we would propose that

no identifying information be collected. It is that simple. There

is no need for data identifying AIDS patients when the information

is provided for strictly surveillance purposes. Accordingly,

instead of collecting the information that is presently being

accumulated, we would propose that the following information be

collected:

1. first, middle and last initials of the person
diagnosed with having AIDS;

2. birth date;
3. place of birth;
4. sex;
5. race;
6. diagnosis;
7. onset of symptoms;
8. date of report;
9. reporter and telephone number of reporter;
10. mother's Mdl.den last name.

We believe that identifying information can be properly safe-

guarded at the site where the diagnosis of AIDS is made (e.g.,

hospital or physician's office). This adequately safeguards the
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patient's right to privacy and alleviates physician's concerns

regarding physician/patient confidentiality. At present, the

health department in Washington, D.C. is requiring physicians to

report only initials, date of birth, city of residence and report-

ing physician in cases where there has been a diagnosis of AIDS.

The precedent is there for this type of reporting and it should

be implemented by the CDC nationwide.

2. Research

Where the information sought emanates from a research function,

then identifying information is arguably needed for follow-up

studies, further research, etc. In that event, the need to protect

that identifying information is essential. We propose that new

legislation be enacted in the form attached hereto which is designed

to protect the confidentiality of the information collected by

the federal government acting on its own or through local govern-

mental agencies and institutions.

Such a statute is based in part on prior legislation that

has been adopted by Congress to protect the confidentiality of

patient records of participants in federally funded drug and alco-

hol abuse programs. (See 21 U.S.C. i1174.) Under the proposed

legislation records of the identity, diagnosis, prognosis or treat-

ment of any patient which are maintained in connection with the

performance of surveillance or research of AIDS conducted, regu-

lated, or directly or indirectly assisted by any department or

agency of the United States shall be confidential and would only

be disclosed under limited circumstances. (See subsection (a) of

the proposed legislation which is attached.) The legislation would
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provide that the information could only be disclosed in one of

three ways: (I) pursuant to the patient's written consent, (2)

where written consent is not forthcoming, the information could

be disclosed only to researchers and only so long as the identify-

ing information has been removed, and (3) where written consent

has not been obtained, the information may be disclosed only if

authorized pursuant to a court order upon a showing of good cause.

(See subsection (b) of the proposed legislation.)

The proposed legislation would further provide that in no

event may the information be used to initiate or substantiate any

criminal charges against a patient or to conduct any investigation

of a patient. (See subsection (c) of the proposed legislation.)

Severe penalties would be authorized for any violations of the

legislation. Finally, the legislation would require that the

Secretary of Health and Human Services consult with the heads of

other agencies affected by AIDS to promulgate regulations designed

to carry out the purposes of this legislation. The Secretary

would be required to -prescribe regulations establishing procedures

to insure that all surveillance and research be carried out only

with the full and informed consent of the patient or subject.

(See subsection (f) of the proposed legislation.)

The need for legislation of this type is apparent given the

long history of abuse by the federal government in this area.

The need is heightened by the nature of the disease and groups

principally affected by the disease. We urge its passage.
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CONCLUSION

It is respectfully submitted that confidentiality of records

regarding AIDS patients and AIDS research is a very serious problem

which must be addressed promptly. The bottom line is simple: we

support and encourage research. However, the government must

demonstrate that it is capable of conducting that research in

such a manner that will protect and not jeopardize the health of

the human subject or research participant. Its failure to do so

will continue to result in inaccurate reporting, falsified informa-

tion and a general mistrust of our government by all of its citizens.

Thank you for your attention and consideration.
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PROPOSED STATUTE ON

CONFIDENTIALITY OF PATIENT RECORDS

Disclosure authorization

(a) Records of the identity, diagnosis, prognosis, or

treatment of any patient which are maintained in connection

with the performance of any surveillance or research of

AIDS (Acquired Immune Deficiency Syndrome) conducted,

regulated, or directly or indirectly assisted by an depart-

ment or agency of the United States shall be confidential

and be disclosed only for the purposes and under the cir-

cumstances expressly authorized under subsection (b) of

this section.

Purposes and circumstances of disclosure affecting consenting
patient and patient regardless of consent

(b) (1) The content of any record referred to in sub-

section (a) of this section may be disclosed in accordance

with the prior written consent of the patient with respect

to whom such record is maintained, but only to such extent,

under such circumstances, and for such purposes as may be

allowed under regulations prescribed pursuant to subsection

(f) of this section.

-1-
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(2) Whether or not the patient, with respect to whom any given

record referred to in subsection (a) of this section is maintained,

gives his written consent, the content of such record may be disclosed

as follows:

(A) To qualified personnel for the purpose of conducting

scientific research, management audits, financial audits, or program

evaluation upon 30 days prior written notice to the patient at hi§ or

her last known address, but in any event, such personnel may not

identify, directly or indirectly, any individual patient in any report

of such research, audit, or evaluation, or otherwise disclose patient

identities in any manner.

(B) If authorized by an appropriate order of a court of competent

jurisdiction granted after appiclation showing good cause therefor.

The patient or research subject should be afforded a reasonable op-

portunity to participate in, or object to, the application. In assessing

good cause the court shall weigh the public interest and the need for

disclosure against the injury to the patient/research subject, to the

physician-patient relationship, and to the treatment services. Upon

granting of such order, the court, in determining the extent to which

any disclousure of all or any part of any record is necessary, shall

impose appropriate safeguards against unauthorized disclosure.

-2-

26-097 O-83--15
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prohibition against use of record in making criminal
charges or investigation of patient

(c) No record referred to in subsection (a) of this

section may be used to initiate or substantiate any criminal

charges against a patient or to conduct any investigation of

a patient.

Continuing prohibition against disclosure irrespective
of status as patient

(d) The prohibitions of this section continue to apply

to records concerning any individual who has been a patient,

irrespective of whether or when he ceases to be a patient.

Penalty for first aid subsequent offenses

(e) Any person who violates any provision of this section

or any regulation issued pursuant to this section shall be

fined not more than $5,000 in the case of a first offense,

and not more than $10,000 in the case of each subsequent offense.

-3-
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Regulations; interagency consultations; definitions, safeguards,
and procedures, including procedures and criteria

for issuance and scope of orders

(f) The Secretary of Health and Human Services, after

consultation with the heads of other Federal departments and

agencies substantially affected thereby, shall prescribe

regulations to carry. out the purposes of this section. These

regulations may contain such definitions, and may provide for

such safeguards and procedures, including procedures and

criteria for the issuance and scope of orders under subsection

(b) (2) (C) of this section, as in the judgement of the Secretary

are necessary or proper to effectuate the purposes of this

section, to prevent circumvention or evasion thereof, or to

facilitate compliance therewith. The Secretary shall prescribe

regulations establishing procedures to insure that all sur-

veillance and research be carried out only with the full and

informed consent of the patient or subject or, in appropriate

cases a designated representative thereof.

-4-
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STATE OF NEW YORK

8197

1983-1984 Regular Sessions

IN ASSEMBLY
June 26, 1983

rttodued br COfltrK ONi RULES -- (at request of M. of A. Ta.'
Bianchi, Siegel, Bragman, Catapano, D'Amaco, Daniels, Dugan, ki
Flanagan, Goldstein, Gottfried, Grannis, Harenberg, Hevesi, Hil
Jacobs, Jenkins, Koppell, Lash3r, Marchiselli, M. H. Miller, Murtau0i-,
Nadler, Newburger, Orazio, Passanrnante, Pillittere, Robles, Sanders,
Schimminger, Serrano, T=nko, Vann, Wertz, 'v'>lso, Yevoli) -- read once
and referred to the Committee on Health

AN ACT to amend a chapter of the laws of nineteen hundred eighty-three,
amending the public health law relating to acquired immune deficiency
syndrome (AIDS), as proposed in legislative bill no. S. 59130, in rela-
tion to further amending the public health law by creating the ac-
quired immune deficiency syndrome institute and making appropriations
therefor

The Peocle of the State of N'.-a York, reoresent-a in .cnaze and Assem-
bly, do enact as follows:

1 Section 1. Sections two through eleven and section :hirteen of a chap-
2 ter of the laws of nineteen hundred eighty-three, amending the public
3 health law, relating to acquired immune deficiency syndrome (AIDS), as
4 proposed in legislative bill no. S. 5930, are RE?7ZALED, and a new sac-
5 tion two is added to read as follows:
6 § 2. The public health law is amended by adding a new article twenty-
7 seven-E to read as follows:
8 ARTICLE 27-E
9 THE ACQUIRED IliMUNE DEFICIENCY SYNDROME INSTITUTE
10 Section 2775. The acquired immune deficiency syndrome institute.
11 2776. Powers and duties.
12 2777.'Research council.
13 2778. Advisory council.
14 2779. Reports by the ccmmissioner.
15 2775. The acqui.ad immune deficiency syndrome institute. I. There is
16 hereby established within the department of'health the acquired immune
7 deficiency syndrome institute. The institute shall have the central

EXPLANATION--Matter in italics (underscored) is new; matter in brackets
[ ] is old law to be omitted.

LBD10759-10-3
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1 responsibility for administering the provisions of this article and
Z otherwise coordinating the state's policies with respect to acquired im-
3 mune deficiency syndrome.
4. 2. The commissioner shall appoint a director of the institute and may
5 assign such personnel within the amounts-appropriated as is necessary-to
6 carry out the provisions of this article.
7 5 2776. Powers and duties. 1. The institute shall have the following

9 (a)- to develop and promote scientific investigations into the cause,
10 prevention, methods of treatment. and cure of the acquired diseases of

I" immunosuporession,
!Z (b- tQ dev*lol ant. promote programs of professional education and
13 training and improvements in instrumentation as necessary adjuncts to
14a suet, ucenti af~~tions- .

IS () tv develop and. maintain a crearing house within the department for
"6 information collected on acquired immune deficiency syndrome, including
17 a catalogue of the existing medical literature and the results of exist-
13 ing epidemiological studies;
:' (d) to develop and promote an outreach campaign directed toward
AO targeted high risk populations to provide coordinated information
21 regarding the treatment and counseling programs and sources of financial
.2 assivance available; and

" S& to promote- the availability of supportive services for affected
-" persons.
25 2. PersonaL data in. any investigations, reports and information relat-
26 in& thereto shall be kept confidential and be afforded all of the
Z7 protections provided by the provisions of paragraph (1) of subdivision
'I one of section two hundred six of the public health law. The, institute
.i9 may, however, from time to time publish analyses of such scientific in-
;0 vestigations in such a manner as to assure that the identities of the
31 individuals concerned cannot be ascertained.
2z § Z777. Research council. 1. There shali be established within the in-
33 stitutse a research council composed of seven members to be appointed by
14 the commissioner. The members shall be representative of recognized cen-
35 ters engaged in the scientific investigation of acquired immunosuppres-
16 sive diseases.
-7 2. The- research council shall be'responsible'for making recommenda-
38 tons to the institute for the purpose of carrying out the provisions of
19 paragraphs (a) and (b) of subdivision one of section- twenty-seven hun-
.0 dred seventy-six of this article.
41 3. The council shall meet at least four times a year. Special meetings
4Z may be callecL by the chairman, and. shall be called by hia- at the request
43 of the commissioner.
44. 4. The members of the council shall receive no cc-pensation for their
45 services, butosi-all be allowed their actual and necessary expenses in-
46 cured in the performance of their duties hereunder.
47 5 2778.'Advisorm council. 1. There shall be established within the in-
48 stitute an advisory council composed of thirteen members who shall be
.9L avoointed- i= thte following manner: two shall be appointed by the tem-
50 porav president of the senate and one bt the minority leader of the
51 senate; two shall be appointed br the speaker of the assembly and one by
5Z the minority leader of the assembly: seven shall be appointed by the
53 governor. The ove-nor shall designate the. chairman of the adviso7
54 council. Th members of the council shall be representative of the pu-

5~ bic.educacionagj and. medicaLI insc~uitions. local healtI. departments and
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1 nonprofit organizations, includin& organizations providing services to
2 high risk populations.
3 Z. The advisory council shall be responsible for advising the commis-
4 sioner with respect to the implementation of this article and shall make
5 recommendations to the institute for the purpose of carrying out the
6 provisions of paragraphs (c), (d) and (e) of subdivision one of section
7 twenty-seven hundred seventy-six hereof.
8 3. The council shal.. Leet at least four rimes &r year. Special meetings
9 ma be called. by the chairman, and shall be called by him at the request

10 of the commissioner.
.11 4. The members of the council shall receive no compensation for their
12 services, but shall be allowed their actual and necessary expenses in-
13 cured in the performance of their duties hereunder.
14 § 2779. Reports by -the commissioner.,Ther commissioner shlal make a
15 ffrsw preliminary re!oM ter the governor and the legislature of its
16 finding, conclusiors and recommendations not later than December
17 first, nineteen hundred eighty-three, a second preliminary report of its
18 findings, conclusions and recommendations not later than March first,
19 nineteen hundred eighty-four and'a final report of its findings, conclu-
20 sions and recommendations not later than M!arch first, ninel.een hundred
21 eighty-five, and shall submit with its reports such legislative prcoo-
22 sals as it deems necessary to imolement its recommendations.
23 S 2. Such chapter of the laws of nineteen hundred eighty-three is
24 amended by adding a new section three to read as follows:
25 § 3. The sum of four million five hundred thousand dollars
26 (S4.500,000), or so ouch thereof as may be necessary, is hereby aooro-
27 priated to the department of health from anv monevs in the t t: treas-
28 urv in the general fund to the credit of the state ourDoses account not
29 otnerwise aopropriaced for the purpose or entering into contracts for
30 research and for necessary costs of administration in r-lation to p2r,-
31 graphs (a) and (b) of subdivision one of section cwentv-seven hundred
32 seventy-six and sections twentv-sevon hu.dred seventy-sR.ven and t'wentv-
33 seven hundred seventy-eight of the public health law, is added by sec-
34 tion two of this act. No moneys shall be available for exoenditure for
35 this appropriation until a certificate of aoncoval hias been issued by
36 the director of the budget and a copy of such certificate or any amend-
37 ment thereto has beAn filed with the,state comecroller, the chairman of
38 the senate finance committee and the chairman of the assembly ways and
39 means committee.
40 § 3. Section fourteen of such chapter of the laws of nineteen hundred
41 eighty-three is amended to read as follows:
4Z 6 [141 4. The sum of (three] six hundred (fifty] thousand. dollars
43 (($350,000)] ($600,000), or so much thereof as may be necessary, is
44 hereby appropriated to the-department of health out of any moneys in the
45 state treasury in the general fund to the credit of the state purposes
46 account and hot otherwise appropriated, for contracts with nonprofit
47 community organizations for programs designed to alert and educate the
48 populations at risk and the general public about the nature of the ac-
49 quired immune deficiency syndrome (AIDS) crisis; providing patient sup-
50 port services [including, which may include, but need not be limited to,
51 the operation of a hot line, [maintenance ofj crisis ianervention
52 unitsj services, home attendant (teaas] services, legal (aid unim.s] as-
53 sistance and ameliorative and, supportive therapies.
54 § 4.. Section twelve at such chapter o the laws of nineteen hundred
55 eighty-three is amended. to read. as foLlows:
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1 § [121 5. The sum of one hundred fifty thousand dollars ($150,000), or
2 so much thereof as may be necessary, is hereby appropriated to the
3 department of health from any moneys in the state treasury in the gen-
4. oral fund. to the credit of thea state purposes account not otherwise ap-
5 propriated. tr establish, promote and maintain & public information pro-
6 gram regarding: the acquired immune deficiency syndrome (AIDS) for the
7 purpose of providing [educarioaal,] outreach, health and counseling ser-
8 vices .for the general public., hea&LtI professionals. and. targeted higbr
9 risk populations. No, mones- sbalr be available for expenditure- from this'

10 appropriation until a certificate of approval has been issued by the
11 director of the budget and a copy of such certificate or any amendment
1Z thereto, has beer filed with the state comptroller, the chairman of the
13 senate financa comittee and the chairman of the assembly ways'and means
14 committee.... .. .
is T 5. Sectfa fiftew of' sumdr chapter- of! the law orf' nineteen hundreds
16 eighty-three is renumbered section six.
17 § 6. This act shall take effect on the same date as such chapter of
18 the laws of nineteen hundred eighty-three takes effect.
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Chemical D.rmidtnts 4=11 C.s. Drugs and Narrotec i 23

Code of Federal Regul~tlou
Nondlserimlnatlom requrenmwt. om 45 CFR St.1 et eq.

§ 1175. tonienua"ty of patie t records
bLtseel... outhertandtk

(a) Records of the identity, diagnosis, prognosis, or treatment of
any patient which are maintained in connection with the perform-
ance of any drug abuse prevention function conducted, regulated, or
directly or indirectly assisted by any department or agency of the
United States shall, except as provided in subsection (e) of this sec-
tion. be confidential and be disclosed only for the purpose and un-
der the circumstances expressly authorized under subsection (b) of
this section.

rar,.m; and scmmalsoe. of dselooet r -ffeinit eo~ntfelna

pAEIRmt and patieNt ,egArdh... Of eoiS-t

(b)(1) The content of any record referred to in subsection (a) of
this section may be disclosed In accordance with the prior written
consent of the patient with respect to whom such record is main-
tained, but only to such extent, under such circumstances, and ior
such purposes as may be allowed under regulations prescribed pur-
suant to subsection (g) of this section.

(2) Whether or not the patient, with respect to whom any given
record referred to in subsection (a) of this section is maintained,
gives his written consent, the content of such record may be dis-
closed as follows:

(A) To medical personnel to the extent necessary to meet a
bona fide medical emergency.

(B) To qualified personnel for the purpose of conducting sci-
entific research, management audits, financial audits, or pro-
gram evaluation, but such personnel may not identify, directly
or indirectly, any individual patient in any report of such re-
search, audit, or evaluation, or otherwise disclose patient identi-
ties in any manner.

(C) If authorized by an appropriate order of a court of com-
petent Jurisdiction granted after application showing good
cause therefor. In assessing good cause the court shall weigh
the public interest and the need for disclosure against the inju-
ry to the patient, to the physician-patient relationship, and to
the treatment services. Upon the granting of such order, the
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court, In determining the extent to which any disclosure of all
or any part of any record is necessary, shall impose appropriate
safeguards against unauthorized disclosure.

Probiblein aga nst rme of rUerda Ia making emimal

erh.a 5 ,s or Invealtat. of putle"t

(c) Except as authorized by a court order granted under subsec-
tion (b)(2)(C) of this section, no record referred to in subsection
(a) of this section may be used to initiate or substantiate any crimi-
nal charges against a patient or to conduct any investigation of a
patient.

Coatimame prealklUiI against di.lea.. Imapective

atitma as patient

(d) The prohibitions of thit section continue to apply to records
concerning any individual who has been a patient, irrespective of
whether or when he ceases to be a patient.

Ajr.ed Fams and V terst Aimmiatratioem, Irtebamso of nord.

(e) The prohibitions of this section do not apply to any inter-
change of records-

(1) within the Armed Forces or within those components of
the Veterans' Administration furnishing health care to veter-
ans, or

(2) between such components and the Armed Forces.

Poanl/ty fe i" and Mosaesent off*%*".

(f) Any person who violates any provision of this section or any
regulation issued pursuant to this section shall be fined not more
than $500 in the case of a first offense, and not more than $5,000 In
the case of each subsequent offense.

Seutitlouaitnturagec, onean lloial dulralti*a, matfegva- a
and psoedure.. Including proeedures and ette"tt

to Imamo ad "seve of O."Ot.

(g) Except as provided in subsection (h) of this section, the Sec-
retary of Health and Human Services, after consultation with the
Administrator of Veterans' Affairs and the heads of other Federal
departments and agencies substantially affected thereby, shall pre-
scribe regulations to carry out the purposes of this section. These
regulations may contain such definitions, and may provide for such
safeguards and procedures, including procedures and criteria for
the issuance and scope of orders under subsection (b)(2)(C) of this
section, as in the joidgment of the Secretary are necessary ot proper
to effectuate the purposes of this section. to prevent circumvention
or evasion thereof, or to facilitate compliance therewith.
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AIDS: State Concerns and Responsibilities

The phenomenon of AIDS now looms as a major public health issue for
government and science -- because of the puzzle that it represents for
researchers, the peril with which it threatens certain people, and the anxiety
it generates in the populace.

There are many questions which still lack answers. We know that AIDS
primarily attacks intravenous drug users and homosexual males. But we don't
know why. We don't even know if the syndrome represents a single disease
entity.

This report emphasizes the urgent need for answers to address the
concerns of designated *high risk" groups, service workers who care for AIDS
victims or potential victims, and society at large before fear overcomes
reason.

While AIDS may not compare to heart disease or auto accidents as a
killer, it does. represent a major and inmmediate challenge. The
reconmendations for action included in this report fall into four major
categories of government responsibility:

1. Civil Rights. There is a pressing need to act firmly and
directly to protect the civil rights f persons who are caught up in the AIDS
fear that is spneading rnre-qu-ickly than the disease itself. Whole groups in
our society are in danger of being needlessly ostracized and isolated.
Haitians are being fired from their jobs for no reason other than their
national origin, doctors are reluctant to treat patients, funeral directors
are calling for a moratorium on full services for AIDS victims, and some
voices in the popular press are suggesting that "God's revenge" is being
visited upon certain members of our society. All state agencies, departments,
boards, commissions and officers must avoid any prejudicial activity toward
AIDS victims, their families, or the widely labeled "risk" groups.
Furthermore, every available tool should be used to prevent such
discrimination by others, primarily in the service industries.

2. Education. Ignorance, fear and misinformation are threatening to
overtake science and reason. This is partly due to an apparent opportunism on
the part of some scientists, and the natural impact of heightened publicity.
There is no credible scientific evidence, fcr instance, that what we commonly
call AIDS is actually a communicable disease. Yet it is frequently being
defined as an infectious or communicable disease, resulting in escalating
fears about AIDS sprea'dh--RTlougFfcasual contact, on dinner plates, in
prisons, on bed sheet,' on public transportation, and through blood
transfusions.

To allay public fears, to stop the increasing isolation of
persons identified as members of risk groups, and to disseminate accurate
information on this issue, we must expand and accelerate our current education
efforts. Just as we have worked with the Corrections Department to address
the concerns of employees and inmates, we must provide relevant factual
information to other occupational groups, such as doctors, hospital workers,
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sanitation men, laundry workers, drug counselors and others. People need to
understand that the only known routes of transmission are through homosexual
activity and IV drug use, and that the risks outside those activities are not
significant. We believe blood transfusions do not present a risk, but the
public at large needs to learn and understand that fact, and many others.

3. Treatment. The tragic victims of this disease are mainly young,
largely male, and commonly suffer from months or even years of anxiety as they
wait for an opportunistic infection to attack their defenseless bodies.
Because of fear and prejudicial treatment, they may also suffer from
isolation, loneliness, loss of Job and income, as well as the disease itself.
It is more difficult to protect such persons from the Infections that threaten
them when society's normal network of support services desert them. We also
have a significant number of AIDS victims in our state institutions, and they
need special consideration.

Therefore, the state must make a major effort to provide
appropriate treatment facilities for all institutionalized AIDS victims, to
care for them in a comforting setting that protects them as much as possible
from infection. And we must also use what authority and persuasive powers we
have to assure that non-institutionalized AIDS patients are provided the care
they need -- the care we would expect to be-made available to any victim of a
debilitating disease in our society. Furthermore, the state should continue
to support, and expand, counseling programs for victims and potential victims
and their families.

1 4. Research. With so much of what is now known about AIDS based on
incomplete research reports, thumbnail sketches and inadequate data, there is
a large gap in the scientific as well as popular understanding.
Epidemiological questions about localized clusters of the disease, about drug
use habits, about certain sexual practices, about the significance of the'risk groups" and the infections which strike them, all need investigation.
As New York State is the unhappy host to roughly half the known cases, we have
an ideal opportunity and a responsibility to pursue this research.

A whole range of clinical Issues also needs to be investigated.
Research on the immune system, which is already going on in connection with
other diseases, must be expanded to focus on AIDS directly. The two main
types of infections striking AIDS Patients may have some relationship to
different strains of AIDS, different ratios of immune system actors in our
bodies. The questions ,are numberless.

The risk to the general population appears aoow to be virtually nil,
for the percentage of cases outside the basic risk groups is remaining
constant at approximately 5%, even as the caseload mounts. But that is small
comfort to those unfortunate people who live with the knowledge that they are
susceptible. We have a grave responsibility, as the home of half the known
victims. But we also have the opportunity, as you said on June 17, ".. .to set
an example for the nation..." in attacking AIDS. Without hysteria, but with
reason; without anger, but with compassion; without fear, but with honesty --
we can serve well all the people of New York.
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Current Information About AIDS

During the past two years, a significantly increasing incidence of
non-inherited immune suppression has appeared in the United States and to some
extent in other countries. While the label Acquired- Inmune Deficiency
Syndrome (AIDS) has been given to these cases, there Is no definitive evidence
that we are witnessing a single disease entity, with a common causative agent
or etiology. Much of the current epidemiological and medical data, in fact,
does, not support the single disease concept.

Medical data

AIDS has been defined by the federal Centers for Disease Control (CDC)
as the occurrence of specific, rare opportunistic infections or cancer in
persons with no known cause for diminished resistance to these diseases. Such
diseases include Kaposi's Sarcoma (a previously rare cancer); Pneumocystis
carinii pneumonia (previously seen only in the very elderly or among patients
undergoing chemotherapy or immunosuppressive therapy associated with organ
transplants); or such serious opportunistic infections as central nervous
system toxoplasmosis, gastrointestinal candidiasis, cryptococcal meningitis, a
diarrheal illness caused by cryptosporidiurn and nontuberculosis
mycobacteriosis. Unexplained combinations of prolonged fever, weight loss and
swollen lymph glands may represent early forms or a mild variant of the
syndrome.

Laboratory tests of AIDS victims indicate a significant reduction in the
numbers of T helper lymphocytes (white blood corpuscles in the lymph glands)
which are primarily responsible for cellular immunity. Lymphocytes of AIDS
patients also show grossly depressed proliferation response to mitogens and
antigens (foreign matter) in the blood stream.

It is noteworthy that the opportunistic diseases which affect AIDS
patients are somewhat specific to the various "risk" groups. Homosexual and
bisexual males tend to develop Kaposi's Sarcoma as the initial disease
manifestation; IV drug user victims, Haitians and hemophiliacs most frequently
develop Pneumocystis carinfi pneumonia as the most virulent and fatal
opportunistic infection. A few patients (approximately 10%) have developed
both conditions.

The cause of AIDS is still unknown, although research is in progress at
CDC and a number of medical centers across the U.S. Although all evidence
indicates that the syndrome is not connunicable through casual contact, it
does appear in persons who have intimate sexual contact or who have
experienced repeated intravenous injections. This phenomenon has led some
researchers to speculate that the causative agent for AIDS may be a virus
similar to hepatitis 8. Whether an infectious agent is actually Involved has
not been established.

26-M09O-83--16



238

Since the disease tends to affect specific groups and has not spread
beyond these groups, some physical or environmental factor or factors common
to the host (or victim) may be contributory or causatory to development of the
syndrome. One hypothesis is that the immune system of AIDS victims may
already be damaged or compromised in some way, thereby increasing certain
individuals' susceptability to the condition. We know, for example, that
certain infections, including hepatitis B, are more common among IV drug users
and active homosexuals than among the general population. A number of AIDS
victims also had a previous history of sexually transmitted disease (including
herpes, gonorrhea, etc.) and laboratory tests have confirmed antibodies in the
blood for hepatitis B and cytomegolovirus (CMV) among many of these victims.

Epidemilogic data

The national case surnary issued by the Centers for Disease Control
reports that nearly 95% of AIDS victims have been male, with more than 90%
between the ages of 20 and 49. Based presumably on case histories provided by
tbe victims, CDC has allocated approximately 71% of AIDS cases to the
homosexual or bisexual "risk" category, and 17% to the intravenous (IV) drug
use "risk" group. Approximately 5% of national AIDS cases have been reported
among Haitian immigrants. A few persons with hemophilia, who are receiving
pooled factor VIII concentrate therapy, have been diagnosed as having AIDS. A
small number of cases nationally which currently do not appear to fall within
these four risk categories are under investigation by CDC and local health
agencies.

AIDS cases presently are clustered in certain geographic areas, with 80%
of cases concentrated in six metropolitan areas, primarily in New York and
California. Approximately 50% of all AIDS cases have been reported from Vew
York State. Nearly 90% of IV drug associated cases have been identified in
the northeastern U.S., primarily New York and New Jersey.

National incidence

Through May 18, 1983,1,450 AIDS cases were confirmed nationally by CDC.
Of these 558 had died, for a case fatality rate of 39%.

Of the 1,450 confirmed cases, 26% presented with Kaposi's Sarcoma (KS),
51% with Pneumocystis carinii pneumonia (PCP), 8% with both KS and PCP, and
15% with other opportunistic infections (01) without KS or PCP.

Cases occurred in whites (57%), blacks (28%), and Hispanics (14%).
Major risk groups include homosexuals or bisexuals (71%), IV drug users (17%)
and Haitians (5%). Eighteen AIDS cases have been reported in hemophiliacs:
14 in the United States, 4 from overseas. CDC is also investigating 18
possible transfusion related cases.



239

New York State incidence

Through May 18, 1983, 700 or 48% of the total United States CDC reported
AIDS cases were in New York State residents: 660 or 45% from New York City
end 40 or 31 from Upstate New York.

The epidemiologic features of New York State AIDS cases are determined
from a statewide case registry in the Health Department which is updated on a
monthly basis. Features of New York State AIDS cases are similar to United
States cases in terms of:

t NYS USA

% Male 93% 94%
% Black 291 28%
% homosexual/bisexual 731 711
% aged 20-49 92% 91%

but differ in:

% 1 White 50% 57%
% Hispanic 21% 14%
1 with IV drug use 33% 17%

Of the 40 upstate New York AIDS cases reported by CDC as of May 18,
1983, 21 occurred among inmates in State prisons. As of June 7, 1983, the
State Health Department has reports of 36 confirmed AIDS cases among State
prison inmates with 7 other possible cases under review. All evidence
indicates that these inmates contracted AIDS prior to imprisonment. The
syndrome is now thought to have an incubation period of up to two years and
virtually all inmates with confirmed AIDS had a prior history of IV drug use
in the Nlew York City area prior to Incarceration. New Jersey inmates with
AIDS also have a history of drug use in NOW York City. New Jersey is the only
other state reporting AIDS prison cases.

If the prison inmate cases are removed from the upstate case total, as
appears more appropriate, It is evident that AIDS is not a major disease
entity in few York outside of flew York City.

Risk to the General Population

At the present time there is no evidence that AIDS represents a risk to
the general population. As indicated by the national case data, only 5% of
reported cases currently appear to fall outside of the identified "risk"
categories. That percentage has held steady even as overall case reports
climb.
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no. cases % of total

homosexual, bisexual 1031 71.0
IV drug use 248 17.0
Haitian 75 6.0
hemophiliac 12 0.8
* no apparent risk group 83 5.2

* These cases are still under study by CDC and state and local health
personnel In an effort to discern potential risk factors. Some cases,
initially reported "outside of the risk groups" have proven, upon further
investigation, to fall within one of the risk categories.

It is noteworthy that not a single case of AIDS has been reported among
/health personnel, laboratory personnel or funeral directors. While some

infection control precautions are now generally taken with AIDS patients'
blood samples and body fluids, there was an approximate two year period before
the syndrome was Identified when AIDS patients' and laboratory specimens were
handled in a routine manner.

Secondary. cases, involving potential non-sexual transmission to
household members or close companions of AIDS victims, have not been reported.

Based on all epidemiologic data to date, there is no evidence that AIDS
is transmitted through casual contact, including:

-- sneezing, coughing or spitting
-- handshakes or other non-sexual physical contact
-- toilet seats, bathtubs or showers
-- utensils, dishes or linens used by an infected person
-- food prepared or served by an infected person
-- articles handled or worn by an infected person
-- being around an infected person, even on a daily basis over a

long period of time.

Blood Transfusion Risk

Following intensive evaluation of all data by a special AIDS task force
appointed in 1983, the New York State Council on Human Blood and Transfusion
Services concluded that the risk of developing AIDS from blood transfusions is
remote and that adequate precautions to safeguard the blood supply to the
maximum extent possible are being taken.

The following resolution was passed unanimously by the Council on June

8, 1983:.

"Analysis of all the data collected to date has demonstrated no
significant risk for recipients of blood or blood products for
contracting the-acquired immune deficiency syndrome (AIDS). Until
further data now being accumulated can be evaluated, the added
precaution being taken as a standard public health measure, is the
voluntary exclusion of donors who are at high risk for exposure to
AIDS. Evaluation of the laboratory tests currently available has
failed to demonstrate that any one test or combination thereof has
proven to be more effective than those measures already in place."
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More than 12 million units of blood and blood components are
administered to about 3 million people each year. There also are
approximately 15,000 hemophiliacs in the U.S., each of whom has received
frequent transfusions of pooled factor VIII, a blood clotting component which
requires several thousand donors for each transfusion.

There have been 14 cases of AIDS reported among hemophiliacs in the U.S.
and fewer than 10 additional cases which are currently under investigation for
a possible link to blood transfusions. In only one case (a California infant
with,a platelet deficiency) was CDC able to identify an AIDS victim as a
donor. The remainder of the blood acquired from this donor was administered
to other recipients who did not develop AIDS. In addition, it is impossible
to rule out congenital immune deficiency or immune system defects in the case
of an infant.

Risk Groups

The reason for AIDS incidence among specific groups is not known.
Outlined below is the known information potentially relevant to AIDS case
identification among the various "risk" groups.

Drug Users: Virtually all AIDS victims who report intravenous drug use
are from the northeastern U.S., primarily New York City. There is very little
incidence of AIDS among IV drug users on the West Coast. It is presumed at

.this time, that AIDS case finding among IV drug users is related to sharing or
re-using dirty needles, since Hepatitis B can be transmitted from
person- to-person through this route. It is of note, that the Office of Drug
Abuse reports that there are known "shooting galleries" in the New York City
area where drug injection paraphernalia may be rented and that such equipment
is not discarded or disinfected after each use.

One research group has published a study indicating that children born
to IV drug user AIDS Victims may have contracted the syndrome.. The
researchers acknowledge that the diagnosis of AIDS in these children is not
confirmed, and that congenital immune defects and deficiencies are sometimes
present in young children. All children involved in this study developed
symptoms of immune deficiency within the first two years of life, generally
within the first year. This may indicate that the condition was congenital or
that AIDS may be acquired simultaneously by the mother and child across the
placenta during gestation or through blood comingling at the time of birth.

Homosexual & bi-sexual men: Nearly 75 percent of AIDS cases occur in young
men (ages ZU-4u) who acknowledge homosexual or bi-sexual activity. These
cases are clustered in big cities (New York, San Francisco, Miami, Los
Angeles) where large gay communities exist and sexual contact among strangers
is readily available. A large percentage of the homosexual and bi-sexual AIDS
victims report multiple sexual contact in "gay bath houses" or other "gay pick
up" type facilities or clubs.
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One COC researcher in California was able to link 40 homosexual AIDS
patients as having had sexual exposure to at least one other case. Of the 27
cases for which detailed information was available, 81.5% of the men were
reported to have engaged in a sexual practice involving rectal trauma during
the year before they fell ill. The practice, called "fistingo involves the
insertion of a portion of the hand, or even the entire fist into the anus of
another person. The males in this study also appeared to be very sexually
active. The 27 men had a median of 120 sexual partners (50 percent of whom
were strangers) during the year before the onset of symptoms. One individual
reported up to 250 sexual partners in each of the three years prior to symptom
onset.

The possibility of AIDS transmission through rectal trauma (fisting or
anal intercourse) is under study as a potential risk factor associated with
reported cases among homosexual males.

To date, there have been no reported cases of AIDS among known female
homosexuals. The frequency and type of sexual activity engaged in by
homosexual female partners differs from male homosexual behavior.

Haitians: Cases of AIDS have been identified among Haitian immigrants to the
U.S. and also within the resident population in Haiti. The U.S. Public Health
Service has epidemiologic investigators in Haiti attempting.to determine
whether AIDS cases there appear to represent the same syndrome, with similar
Mrisko factors to U.S. cases.

Tuberculosis and other infectious diseases are more widespread and less
well-controlled in Haiti than in the U.S. The hypothesis has been made that
the immune system of some Haitians may be compromised or "overloaded" by
previous exposure to infectious agents.

Hemophiliacs: The fact that some hemophiliacs have developed AIDS has led to
the concern that AIDS is transmitted through blood products. It is important
to note that there are approximately 15,000 hemophiliacs in the U.S., yet only
14 cases of AIDS have been identified among this reported "high risk group."
Hemophiliacs receive.frequent transfusions of Factor VIII, a blood component
derived from several thousand donors for each transfusion.

Blood clotting, like inflammation and wound healing, is part of the
body's immune system response. Hemophiliacs, therefore, ay be characterized
as a group whose innune system is compromised by an inherited defect.

Preventive Measures

Based upon all available data on AIDS, the following preventive measures
appear prudent until the exact cause of the condition is identified.

1. 11licit drug use should be avoided, particularly intravenous drug
use;

2. Sexually active homosexuals should be advised to limit the
number of sexual partners and to avoid sexual contact with
individuals whose past health history is not known.
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DEPARTHENI OF HEALTH

Submitted by: Dr. David Axelrod, Commissioner

Agency Concerns:

1. Public misconceptions: The Centers for Disease Control has adopted
a premise that AIDS is caused by an infectious agent. The public has
interpreted this to mean that AIDS Is a highly communicable disease. Anxiety
levels have risen among health care workers, prison guards and inmates,
funeral directors, laundry workers, members of "high risk" groups and the
general public - primarily in New York City. Daily press reports of specific
AIDS cases and highly speculative research findings published almost daily in
scientific Journals has built a body of belief in misinformation and
inaccurate data disseminated by opportunistic researchers, uninformed medical
professionals and government spokespersons.

2. Inadequate case reporting & followup: AIDS is not yet a nationally
-mandated reportable condition. Voluntary reporting by physicians -and
hospitals has been occurring, however, there are no established protocols for
required case data or followup, resulting in a lack of completeness,
consistency and comparabtlity in case information. Information on AIDS
incidence and case data provided back to all states monthly by the Centers for
Disease Control has been sketchy, often inaccurate and significantly delayed.
Inconsistent coding of cases to place of treatment or death, rather than to
place of residence at the time of onset of the syndrome has complicated local
epidemiologic followup and research activities.

3. Civil rights concerns: The designation "high risk" has been
assigned to specific sub-groups within the population, without accurate
denominator counts of individuals within these groups as compared to reported
numbers of AIDS cases. This labeling, combined with growing public panic
about AIDS, can generate or reinforce prejudicial attitudes and lead to
infringement of the human and civil rights of AIDS victims. With half of the
AIDS cases nationwide, New York State should take a leadership role in
pursuing epidemiologic descriptions of actual risk to sub-set populations and
basic science research activities aimed at determining the characteristics of
such populations which place them at risk.for immune disorders.

Department Actions

1. Public Information A Education: The Health Department has granted a
total of $197,000 to the Gay Men's Health Crisis, Inc. in New York City for
use in carrying out educational activities within the gay community. The
organization has established a toll-free AIDS hotline and also provides
personal counseling for victims and family members.

A total of 50,000 brochures, prepared by the Health Department, have
been distributed within the State prison system in an effort to clarify
misinformation which has prompted anxiety among guards and inmates. Brochures
currently are being printed for dissemination to the general public through
local health departments, health care facilities and other State agency
outlets.
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2. Addressing health personnel concerns: In March, 1983 the Department
disseminated information on AIDS and general recommendations for patient care
protocols to all hospitals in New York State. While we do not consider
isolation of AIDS patients necessary, we have recommended that to allay
employee concerns hospitals may wish to follow infection control protocols
currently in place for patients with hepatitis B. Similar information has
been provided in response to inquiries from laboratory personnel handling AIDS
specimens and to funeral directors who expressed concerns about embalming the
bodies of AIDS victims.

3. Case followup: The Department has worked cooperatively with CDC,
locai, county and New York City health department staff on AIDS surveillance
activities to obtain voluntary case information on New York AIDS patients. A
separate surveillance system for prison cases has been established in
conjunction with the Department of Corrections.

4. Confidential Mandatory Reporting: At the request of the Department,
the Public Health Council has taken emergency action to make reporting of AIDS
cases by hospitals and physicians mandatory in New York State (effective June
20, 1983) to ensure the confidentiality of such data under the Public Health
Law. The department will develop case reporting foms and detailed
questionnaires to obtain accurate, consistent case data for use in case
followup and research activities. The case reports will be used to establish
a confidential statewide registry of New York cases.

5. Retrospective Prison Case Studies: The departments of Health and
Corrections have worked cooperatively in evaluating AIDS cases aniong prison
inmates. These epidemiological studies, published in three scientific
articles, have demonstrated that virtually all AIDS cases among inmates in
State prisons involve individuals with a prior history of IV drug abuse in the
New York City area. There is no evidence that AIDS was contracted during
incarceration or passed from one prisoner toanother.

6. Laboratory Services: The Department's Center for Laboratories and
Research (CL&R) provides general laboratory analysis for State and local
government agencies and special laboratory services not otherwise available
for hospitals and diagnosing physicians. Ongoing analyses related to AIDS
diagnosis and treatment include:

Serology for: hepatitis virus
cytonegalic virus
Barr-Epstein virus
Toxoplasmosis parasite
Various fungi and yeasts
Syphilis (treponema pallidum antibody)

Virus isolation of: Cytomegalic virus
other common viruses

Identification and characterization: atypical mycobacteria.
Pathologic diagnosis: Pneumocystis infection.
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Recommendations:

1. Public Information: The Governor's AIDS task force should mount a
coordinated, multi-faceted informational campaign in an effort to convey
accurate information to the general public, to dispel rumors and allay
unwarranted public fears and to address the specific concerns of service
workers who by nature of their occupations may come into proximity with AIDS
victims. Planned activities Include:

a. Establishment of an AIDS hotline within the Health Department to
answer public inquiries.

b. Initiation of periodic seminars for representatives of the news
media, during which questions may be addressed to State agency personnel
knowledgeable in various AIDS issues. It is hoped that this technique may
prompt the press to look, toward the State for accurate background information
and balanced prospective on "breaking" AIDS stories.

c. Distribution of informational materials on AIDS through all
appropriate State agency outlets and mechanisms.

d. Identification of all State personnel and other professional and
service occupations (physicians, health care workers, funeral directors, D1Ts,
institutional employees, drug counselors, life guards, etc.) which may have
concerns about AIDS. Development and dissemination of accurate information to
address the general and specific concerns of these groups.

2. Research Activities:

a. Prospective Prison Innate Study: The department's Bureau of
Communicable Disease Control (COC) and Center for Laboratories and Research
(CLSR) are preparing tandem grant applications to be submitted to the National
Institute of Health to evaluate New York State Correctional Facility inmates
who are previous IV drug-abusers and hence "at high risk for AIDS."

The first stage of this research project involves a prospective
cohert evaluation in which all entering inmates will fill out an extensive
risk factor questionnaire on---rug history and will receive a thorough physical
exam and laboratory evaluation. The second phase proposes more extensive and
sophisticated laboratory evaluation of blood and body fluids of those
identified in the initial workup as potentially "high risk" for AIDS.

b. Lupus/AIDS research: The recent finding of abnormalities or
'inclusion!- in the cells of patients with lupus erythematosis, some forms of
cancer, and immunodefic'iency diseases Including AIDS will be investigated by
the Department's Center for Laboratories and Research. A grant proposal to
expand on-going NIH-supported research activities will incorporate a
simultaneous study of inclusions in AIDS patients.

c. Hemophilia: The department's recognized expertise in hemophilia
research an hematology will be beneficial in further investigation of
potential risk factors associated with reported AIDS cases among
hemophiliacs. Our hematology laboratory is currently collaborating with the



246

Northeastern New York branch of the American Red Cross in an attempt to
develop practical methods to improve the yield of factor VIII concentrates
made by cryoprecipitation of single unit or small pool donations. This would
provide an alternative for those mildly hemophiliac patients who do not
require large pool factor VIII concentrate. Research also is in progress to
improve the safety and minimize the risk of potential contamination through
factor VIII therapy. Information materials addressing the fears and concerns
of hemophiliacs are currently under development.

d. Detection of Opportunistic Infections: AIDS victims most often die
of the opportunistic infections or Kaposi's Sarcoma. These opportunistic
infe'ctions are caused by an exotic group of microorganisms including bacteria,
viruses, fungil and yeast. The Department's Center for Laboratories and
Research currently functions as a statewide reference laboratory for
identification of most of these organisms and, as such, provides assistance to
State laboratories and health care facilities in the diagnosis of these
agents. As an extension of these reference services, the Center will work
toward:

-- Development of a serological test for Pneumocystis carinii (PCP)
which could provide early warnings of the impending illness and, if so, allow
therapeutic intervention. At present the diagnosis of PCP is made by
microscopic examination of bronchial washings from suspected patients.

-- Development of a simplified test for toxoplasmosis which, along with
PCP, is one of the more frequently detected opportunistic infections in AIDS
victims.

-- Enhancement of the laboratory's current capability for isolating and
subgrouping of cytomegalovirus (CHV) virus to determine if a particular
subgroup of CMV is specific to'AIDS patients.
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DEPARIMErr OF ORRECrIONAL SERVICES

Submitted by: Dr. Raymond Broaddus, Assistant Commissioner for Health
Services

Background Data

The first confirmed case of AIDS in the State prison system occurred in
November, 1981. Since that time, 35 prison AIDS cases have been reported,
with 18 deaths among inmates. Virtually all prison inmates with confirmed
AIDS' had a previous history of intravenous drug use in the New York City
area. All evidence indicates that they contracted AIDS prior to
incarceration, since the condition appears to have a one to two year
incubation period.

Agency Concerns

1. Care for inmate AIDS patients: The correctional health service is
basically designed to provide ambulatory care, with provisions for transfer of
inmates requiring acute care to secure wards in outside hospitals. %bile this
methodology has worked reasonably well in the past, it is being severely
tested by the AIDS situation. Transferring a suspected AIDS case to an
outside hospital for diagnosis and treatment is fairly routine. The problem
develops when the outside facility discharges thi inmate back to the
institution. The inmate-patient whose opportunistic infection may have been
arrested or stabilized is then placed in the receiving institution's infirmary
which is geared to provide intermediate care and, when indicated, isolation.
The above arrangement has become problematic given the limited isolation
capability available within prison infirmaries.

2. Protection of irnmate AIDS patients: %bile it is widely accepted
that the primary mission of the Department of Corrections is to confine
individuals committed by the courts so that society at large will be protected
from them, there is also an obligation to protect inmates from other inmates
who might be inclined to harm them. Given the existing public perception of
AIDS as a "comwinicable disease" and the alarmingly high rate of anxiety among
corrections' staff, (both uniform and non-uniform) and the inmate population,
we have to consider AIDS patients as being victim prone.

Recomendations

To provide the most comprehensive care to inmate-patients who have
contracted AIDS, a hospital setting, preferably in the New York City area, is
prerequisite. The benefits to be derived from this go beyond the medical and
psychological wellbeing of the inmate-patients. Since all prison AIDS
patients are from the greater New York City area, their care in the City would
simplify visits from family members.

Removing the AIDS inmate-patients from the prison system would greatly
alleviate the fear and paranoia among staff and more importantly would greatly
diminish the potential for a hostile and volatile reaction on the part of
certain inmate factions.

10~~ pi A
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The Department is prepared to negotiate reasonable financial
arrangements with a contracting hospital subject to the approval of Division
of Budget, and is comnitted to working out the security considerations for the
proposed endeavor so that the interest of public safety will be appropriately
served. It would be preferable to contract with New York City for the
provision of security services for the secure hospital ward. In the event,
however, that this proves to be impractical the Department is prepared to
assuzne this responsibility.

COMMISSION OF CORRZTION

submitted by J. Kevin McNiff, Chairman

Background

In addition to the 35 reported cases of AIDS among State prison inmates,
several cases have been diagnosed among pr4..oners awaiting sentencing at the
Riker's Island facility. Fears and concerns are being expressed by
correctional staff at all levels of the criminal justice system, including
State and City facilities, county jails and local lockups.

Recommendations

1. Education: Development and continuation of educational programs on
AIDS for inmates and employees is essential at all levels of the criminal
justice system.

2. Evaluation azil Diagnosis: Protocols are needed for use in the
prison system regarding currently accepted procedures for evaluation and
diagnostic workup of AIDS patients. The plan should be developed on a
systemwide basis to ensure continuity and accuracy in evaluation, treatment
and statistical analysis.

3. Patient Care: Definite plans should be developed for uniformity and
continuity of care at the primary, secondary and tertiary levels, including
the possible concentration/consolidation of services.

4. Safeguards: Plans should be developed for implementing safeguards
to reduce risks for unaffected inmates and employees within the limits of
current knowledge regarding AIDS.

5. Program Services: It is important to ensure that AIDS
inmate-patients undergoing treatment are afforded reasonable access to program
services as their conditions permit, particularly if consolidation of services
is anticipated.
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INSRANE DIARMENT

submitted by James P. Corcoran, Superintendent of Insurance

Background

The Insurance Department has the responsibility of informing the public
about insurance matters. As part of this responsibility the Department has
directed its efforts to educate insurance consumers as to the scope and level
of coverage available to. them under health insurance contracts.

Issues

A comprehensive health insurance policy delivered or issued for delivery
in New York State will provide coverage for AIDS to the same extent that
coverage is provided for other illnesses. Coverage for a specific disease or
syndrome such as AIDS may not be excluded from the contract. If the health
insurance contract covering an individual who has contracted AIDS provides
benefits for preventive care and diagnostic and screening services, such
coverage will be provided when the services are rendered as a result of AIDS.
It should be noted, however, that many insurance policies do not provide
coverage for preventive, diagnostic and screening services. Other policies,
such as hospital indemnity insurance, are not comprehensive and would not.
provide benefits for physicians' services rendered to a victim of AIDS.

DIVISION OF SUBSTANCE ABUSE SERVICES

submitted by Julio A. Martinez, Director

Background

Intravenous (IV) users of illicit drugs account for the second largest
group of AIDS victims; in New York City IV users account for 33 percent of
identified AIDS cases. Current Center for Disease Control reporting methods
count AIDS patients who are both homosexuals and IV drug users only as
homosexuals. This significantly undercounts the proportion of IV drug users,
who may account for as many as 25 percent of AIDS victims nationally.

There are 35,000 former IV drug users currently in methadone maintenance
and drug-free treatment programs in New York State. An additional 250,000
persons have used drugs intravenously within the past three years; about
75,000 of this group are current IV drug users. While heroin is the major
abused drug, the recent sharp increase in cocaine use (which is continuing to
climb) has contributed to a further growth of IV users.
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The problem is most acute in New York City, where the majority of IV
drug users reside and where there is a proliferation of shooting galleries."
Injection paraphernalia are rented at the galleries, where observations
indicate that needles are almost never sterilized and are typically used by at
least 25 persons before being discarded. There are a minimum of 1,000 such
"galleries" in New York City.

Recommendations

' 1. Education: Education efforts should be instituted to alleviate
un-due concern among clients and program staff, to ensure reporting of
suspected cases and delivery of prompt medical attention, and to reduce
activities currently implicated in AIDS, such as IV drug use. All the
publicity that AIDS has received in the media has caused concern, similar to
that of the prison guards, among program and laboratory staff personnel. The
education efforts should be targeted for treatment program staff, for current
and former IV drug users, and for the spouses and families of these
individuals.

2. Monitoring: Monitoring should be undertaken to assess the incidence
of AIDS among former and present IV drug users, to ensure identification of
all AIDS cases, to define those groups at risk, and to note any changes in
risk groups. These efforts should include monitoring of former IV users now
in methadone or drug-free treatment for AIDS symptoms and for knowledge of
persons who have AIDS symptoms, and monitoring and epidemiological
surveillance of active street IV drug users.

3. Research: Research is necessary to explore and define the etiology
of AIDS, to study possible methods of transmission, and to ascertain possible
effective treatment and preventive measures. Research efforts should include
reexamination of pathology reports and tissue samples of suspected but
unconfirmed IV user AIDS deaths; case control studies among IV drug users,
"shooting gallery" IV drug users, and current IV AIDS cases, and natural
history studies of active IV AIDS cases.

OFFICE OF MENTAL HEALTH

submitted by William Morris, Acting Commissioner

Background

As of May 31, 1983, among the forensic facilities and New York City
psychiatric centers, one confirmed AIDS case was reported. This patient is
being treated in a community hospital. There has also been a suspicion of
AIDS in the death of two staff persons over the last year.
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The Office of Mental Health (CI.2) serves some 23,000 inpatients in 27
adult and forensic psychiatric centers throughout the State. An additional
110,000 patients are served through the outpatient system. Medical literature
and the general, yet limited, knowledge available regarding AIDS indicates
that two subsets of the CtH inpatient population may be at significant risk of
contracting the disorder: the 1,325 forensic patients admitted each year to
two Ct4 free-standing forensic faciities and four regional forensic units; and
some 11,000 patients admitted annually to our five New York City psychiatric
centers.

I If homosexuality and intravenous drug abuse are contributing factors in
the development of AIDS, the OMH forensic population, which sometimes mirrors
the correctional population and patients admitted to New York City psychiatric
centers, where there is a history of high incidence of drug abuse on
admission, are patient groups that may require special intervention. These
assumptions can be more seriously considered when we recognize that:

* 90% of all patients admitted to Central New York Psychiatric Center
(CNYPC), an acute care forensic facility, come directly from State
correctional facilities where they are serving sentences. Upon discharge from
CNYPC, patients usually return to the correctional system.

* 98% of all patients admitted to Mid-Hudson Psychiatric Center (MPC)
come directly from county jails. This population includes patients found
incompetent to stand trial, and those not responsible by reason of mental
disease or defect. Upon discharge, depending on their legal status, these
patients may be transferred to jails, prisons, or adult psychiatric centers.

• The incidence of intravenous drug abuse among patients admitted to
New York City Psychiatric Centers may be as high as 20%.

Concerns

1. Care for AIDS patients: OMH facilities will encounter difficulties
in dealing with AIDS patients due to a limited ability to provide in-house
treatment, and current difficulties OCr{ facilities encounter in acquiring
services from community hospitals. The demand by some hospitals that OiI
facilities send 24-hour staff supervision with patients admitted for care
imposes a heavy burden on already diminished inpatient staff resources.

2. Information: There is a need for OMH facilities to receive current
information and guidance on prevention and treatment of AIDS patients.

Recommendations

1. An interagency information/education process should be considered to
reduce the fear and stigma attached to this syndrome.
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2. CHH would like acditional clinical support and direction from the
Department of Health in planning for the medical treatment needs of Ctm
patients, including laboratory diagnoses.

3. The possibility of developing an interagency uniform screening
process, to be used at admission and discharge, should be considered. This
system would assist in early detection and more accurate diagnosis of the
syndrome. Blood transfusion history should be considered in the process.

4. Statewide interagency guidelines should be developed defining
adequate diagnosis and preventive measures for AIDS. A uniform reporting
procedure, which generates consistent data, should be considered when
developing such guidelines.

5. Research being conducted at the State level or through CDC should
also be targeted to potential high risk groups in the 0*H inpatient population.

6. OMH requests the assistance of the Department of Health in
identifying community hospitals in each region for the prudent transfer,
treatment and isolation of suspected or confirmed AIDS cases.

Mr. WEISS. Mr. Rosen, in the course of your testimony you re-
ferred to the fact that only patients with the CDC-defined AIDS
have any chance at all of receiving assistance from the Govern-
ment. Has there been any discussion with CDC or SSA that you
know of about altering the definition of AIDS for the purpose of
disability benefits?

Mr. ROSEN. Not that we know of. There has been no discussion
with the CDC from ourselves and from any of our attorneys. But
we are beginning to get more and more complaints from more and
more people, people who have diseases like herpes oster, people
who have programmable symptoms of AIDS and who really should
not be working but are not able to get disability insurance.

The CDC definition is a very limited definition of a certain
number of diseases.

Mr. WEISS. We have had testimony about th, medical cost per
patient, and how it overburdens not just the individuals, making
them in many instances destitute, but also the institutions and the
localities in which they receive the health care.

The numbers we have received range from $60,000 to $100,000.
Do you know how those figures were arrived at and whether they
are accurate?

Mr. ROSEN. Those are not my figures, except I can tell you those
figures are accurate. I am a social worker, Mr. Chairman, I have
clients, I have about four clients now who have AIDS. One of my
clients passed away 3 weeks ago. He was a man who made $40,000
a year at the time of his death-after being in the hospital four
times over the course of 2 years, his hospital bills were approxi-
mately $100,000. I don't know what the numbers were testified
about before would come to. But I can tell you they are certainly
accurate based on reality.

Mr. WEISS. Did that involve, if you know, any costs for the ex-
perimental drugs such as interferon that were referred to earlier
by Mr. Ferrara?

Mr. RoSEN. No, they were not, not in my cases.
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Mr. WEISS. And finally, in the course of your testimony, I think
on page 9, you refer, but only obliquely, to what you see as the po-
tential for the disease, the epidemic, crossing the relatively narrow
at-risk communities where they are now prevalent.

Could you expand on that? I am not sure that I really understood
what you were saying.

Mr. ROSEN. Well, most of the researchers-not everyone would
agree with this-but many researchers would say that whatever
this is, it seems to be transmitted sexually. And people in their life-
time at different points in their lives have different types of sexual-
ity. People are not static in their sexuality. People are not all het-
erosexual, they are not all homosexual. Some people are bisexual.
And throughout their lives they cross over. It is sort of a line that
goes back and forth. Not everybody goes back and forth, but some
people do, more people than you might want to hear about.

If those people, -and people are bisexual, and people are having
sexual contacts with men and with women, it stands to reason that
somewhere down the line, if we have an incubation period of from
1 to 3 years here, the epidemic is going to spread out of it to the at-
risk populations.

Mr. WEISS. Thank you very much.
Mr. Walker.
Mr. WALKER. I have no questions.
Mr. WEISS. Mr. McCandless?
Mr. MCCANDLESS. I have no questions.
Mr. WEISS. I guess I have one area that I want to ask about.
You referred to the Doctors Against AIDS, was it?
Mr. DAIRE. Yes, Dallas Doctors Against AIDS.
Mr. WEISS. Tell me about that. What is it about?
Mr. DAIRE. First of all, none of these doctors are Dallas doctors.

They all live in suburban areas of the Dallas region. Two are medi-
cal directors, one is a dentist, and the others are doctors of philos-
ophy. None of them have approached the subject of AIDS from a
combating AIDS standpoint. In fact, attached to my testimony is an
introduction of a bill by Representative Bill Severa which was very
strongly supported by the Dallas Doctors Against AIDS, and it is
very easy to see that it is not really Dallas Doctors Against AIDS,
it is Dallas doctors against homosexuality and our lifestyle, nothing
to do with AIDS, except the fact that they use AIDS as a weapon
against us.

Mr. WEISS. The attachment that you have will be entered into
the record, without objection.

Incidentally, I had forgotten to request e-arl ;r that the attach-
ment Dr. Siegal had in his testimony also be entered into the
record.

Finally, Mr. Collins, how real is the concern that individuals
have, in your estimation, about having their rights of privacy and
confidentiality violated by the Government?

We have heard references not only from you, but from other wit-
nesses. Is that an abstract civil liberties concern, or is this a real
concern of real people about what will happen to them individual-
ly?

Mr. COLLINS. I believe it is a real concern, as has been demon-
strated several times today in other testimony.

26-097 0-83--- 17
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Moreover, we have heard the call for a central information bank
for research purposes. And I would fully support that. But should
such an information bank be set up, there does need to be some
sort of control over that kind of information. We have seen a blos-
soming of lists. In my limited amount of work that I have done, I
have heard of lists in the blood centers, I have heard of lists in the
CDC, I have heard of lists in the health departments, in State
health departments, I have heard of the CDC sending a list to the
State health departments, I have heard of mistakes by the CDC.
And that is the real issue.

The issue is human error as well. There is room for human error.
The more you generate more lists, the much more room for human
error. There needs to be some built-in protection, especially in light
of the information that is being collected.

Mr. WEISS. I want to thank all of you, indeed all of our witnesses
today. Your testimony was just outstanding. We appreciate your
giving us the benefit of your knowledge and expertise in this area.

I know that we will make good use of the testimony in the course
of the ongoing proceedings of this subcommittee.

With your testimony, the hearings today are concluded, if there
are no further questions by members of the panel.

Tomorrow we will reconvene at 9:30 and we will hear from the
administration and its representatives as well as from public
health officers from various parts of the country. The time for the
hearing tomorrow morning is 9:30. It will be in this room.

The subcommittee now stands in recess until tomorrow morning.
[Whereupon, at 4:10 p.m., the subcommittee adjourned, to recon-

vene at 9:30 a.m., Wednesday, August 2, 1983.]



FEDERAL RESPONSE TO AIDS

TUESDAY, AUGUST 2, 1983

HOUSE OF REPRESENTATIVES,
INTERGOVERNMENTAL RELATIONS

AND HUMAN RESOURCES SUBCOMMITTEE
OF THE COMMITTEE ON GOVERNMENT OPERATIONS,

Washington, D.C.
The subcommittee met, pursuant to notice, at 9:41 a.m., in room

2154, Rayburn House Office Building, Hon. Ted Weiss (chairman of
the subcommittee) presiding.

Present: Representatives Ted Weiss, John Conyers, Jr., Sander
M. Levin, Buddy MacKay, Robert S. Walker, Alfred A. (Al)
McCandless, and Larry E. Craig.

Also present: Representative Barbara Boxer.
Staff present: James R. Gottlieb, staff director; Susan Steinmetz,

professional staff member; James F. Michie, chief investigator;
Gwendolyn S. Black, secretary, and Hugh Coffman, minority pro-
fessional staff, Committee on Government Operations.

Mr. WEISS. The subcommittee will come to order.
The purpose of this 2-day hearing is to explore a number of ques-

tions relating to the outbreak of AIDS:
Are adequate resources available for research, treatment, and

prevention?
How comprehensive are the research and surveillance activities?
Has the Government's response been timely?
What is the extent of coordination of the efforts to fight the epi-

demic?
What is the scope of public education and how effective is it?
How accessible is health care for persons with AIDS?
Is the confidentiality of those who suffer from AIDS being pro-

tected?
After listening to the witnesses who testified before the subcom-

mittee yesterday, I have grave concerns about the Federal Govern-
ment's response to the AIDS emergency.

Three men who have AIDS courageously came forward and told
their individual stories. The most disturbing aspect of their testi-
mony was what they viewed as an agonizingly slow response by
Federal health agencies. One person suffering from AIDS said, "I
came here today in the hope that my epitaph would not read 'Died
of red tape'."

A physician echoed that sentiment when he described the Feder-
al effort as "bordering on the negligent."

In the testimony of the 16 people we heard from yesterday-rep-
resentatives of the affected communities, the medical and research

(255)
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communities, and volunteer service organizations-most frequently
vocalized was the desperate need for ad-ditional funding. Money is
required for greatly expanded epidemiology research and surveil-
lance activities, for dissemination of accurate information about
AIDS to both the medical community and the public, and for an
array of support services such as outreach, early screening, ther-
apy, legal assistance, home and hospice care, medical referrals, and
crisis intervention.

The witnesses also spoke about specific weaknesses in the Feder-
al response to this public health emergency, weaknesses that de-
serve the close scrutiny of this subcommittee: a lack of adequate
financial resources for research into the cause, cure, and preven-
tion of the disease; a lack of a comprehensive plan to coordinate
research efforts across the country, and a lack of sensitivity toward
the victims' need for confidentiality.

To meet even the limited AIDS research budget it has allocated
to date, it became clear yesterday that the Federal Government
may be funneling funds away from crucial research activities in
other health areas. The impression that the administration is trad-
ing one public health program for another to satisfy politically im-
posed budget constraints is inescapable.

There was also evidence to suggest that the present epidemic of
fear could have been avoided if an aggressive education and re-
search campaign had been undertaken by Centers for Disease Con-
trol.

The many concerns raised by these witnesses, when combined
with the refusal of the Department of Health and Human Services
to provide this subcommittee with full access to its staff and
records during the course of our oversight work, lead me to ques-
tion very seriously whether the administration is indeed committed
to mobilizing maximum Federal resources as swiftly as is humanly
possible to conquer this dread disease.

I look forward to the testimony of the officials representing HHS
who will explain the Federal position in the second half of today's
hearing.

Because of the refusal of HHS, beginning with Secretary Heck-
ler, to cooperate with this subcommittee in discharging our consti-
tutional responsibilities, we are lacking the full documentation
that would normally be available to us prior to questioning admin-
istration officials. Consequently, I intend to schedule future hear-
ings once we have obtained the appropriate documents.

We will begin with the testimony of three public health profes-
sionals. But before I call on them, let me take note of the fact that
we do have a quorum present; that we again have Mrs. Boxer, who
is a member of the full committee, with us. Without objection, she
will continue to participate with the subcommittee in the course of
today's hearings.

And at this time let me call on our ranking minority member,
Mr. Walker, for whatever opening remarks he may choose to make.

Mr. WALKER. Thank you, Mr. Chairman.
I think that you have outlined with some specificity the concerns

that were raised by the groups that appeared before us yesterday,
and the individuals that appeared before us. Hopefully today s
hearings will begin to put some of those concerns into perspective,
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by giving us an opportunity to hear from the professionals in the
Government who have been dealing with the problem and will give
this subcommittee and the Nation a little better idea of what the
response has been to the AIDS problem, and what our future
course of action will be with regard to same.

Thank you, Mr. Chairman.
Mr. WEISS. Thank you, Mr. Walker.
Is there any other member of the subcommittee who wishes to

make an opening comment?
Mrs. Boxer?
Mrs. BOXER. Thank you, Mr. Chairman. Again I have an opportu-

nity to thank you for allowing me to sit in with the subcommittee
and tell you that I share the concern that you expressed yesterday,
I share with you the concern that you expressed regarding this
whole matter-concern about the inadequate level of funding for
AIDS research, concerned about the slow pace of Federal action,
concerned about the lack of an overall program emanating from
the Federal Government, and I am very concerned about the
stigma given to the Haitian community. I think Haitians have
been stigmatized with what appears to be sloppy questioning and
research. I an hopeful we can get to the bottom of that today.

I am also looking forward to the testimony so that I can leave
this room today feeling a little better about the state of this whole
program.

Thank you again for this opportunity.
Mr. WEISS. Thank you very much, Mrs. Boxer.
We have two panels this morning. Our schedule is to continue

through the morning and the early afternoon. We will have to ad-
journ when the House begins to consider legislation which this sub-
committee is directly involved in, specifically the revenue sharing
program. I anticipate that to be somewhere between 1 and 2 p.m.,
therefore, we will not be breaking for lunch. We may take a brief
break just to allow all of us a chance to move about for a little bit.

We will begin the testimony with three public health profession-
als: Dr. David Sencer, commissioner of health, New York City, and
Dr. Mervyn Silverman, director of health, San Francisco, will ex-
plain how the local health departments in the two U.S. cities most
hard hit by the epidemic are coping. We will also hear from Stan-
ley Matek, immediate past president of the American Public
Health Association, who will offer a broad public health perspec-
tive.

We will seek to learn the panel's views regarding the sufficiency
of resources available to public health workers at the local level.

As you gentlemen may know, this subcommittee is an investiga-
tive and oversight committee and, therefore, swears in its wit-
nesses. So if you would at this point rise, I will offer the oath of
affirmation.

Do you affirm or swear that you will tell the truth, the whole
truth, and nothing but the truth.

Let the record indicate that each witness nodded in the affirma-
tive.

Thank you very much.
Let me welcome all three of you on behalf of the subcommittee.

Dr. Sencer, if you will begin, we will continue from there.
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STATEMENT OF DAVID J. SENCER, M.D., M.P.H., COMMISSIONER
OF HEALTH, NEW YORK CITY, N.Y.

Dr. SENCER. Thank you, Mr. Chairman, members of the commit-
tee.

I am Dr. David Sencer, commissioner of health in the city of New
York. It is an honor to appear before you today to discuss the prob-
lems that the city is facing because of the continuing occurrence of
AIDS. It is a problem to the city; it is a problem to the people with
AIDS, to the general public and the city government.

First, to talk of the problems that the people with AIDS have. As
of July 13, 1983, 877 -2dividuals in New York City had been diag-
nosed to have AIDS. At 1east 351 have died. Seventy percent were
homosexual or bisexual males, and 22 percent were IV drug
abusers.

These data illustrate the extent of the problem. But what do
these figures mean to the persons with AIDS? It means a long de-
bilitating illness, usually culminating in death. It means loss of
income. It means medical bills that can't be paid because insurance
coverage runs out, because coverage is disallowed for many of the
procedures that are necessary for the diagnosis and often experi-
mental treatment or because they have no coverage.

It means discriminatory actions by employers, landlords, and the
general public. It means a constant threat to the privacy of the in-
dividual with the disease-the risk of public knowledge of an indi-
vidual's sexual orientation or illegal habit or residence status.

I would like to add a word on behalf of the plight of the drug
addict. They have no spokespersons. Yet, they represent at least 20
percent of the diagnosed cases in New York City. It is a tragedy
that the programs for drug abuse that could obviate the need for
dirty needles are at this point in time being cut back when a new
and deadly health problem is moving through this population.

What are the problems for the general public? Fear of the un-
known. How is this expressed? By suggestions of quarantine, by dis-
criminatory actions, by irrational behavior.

What are the problems for the city? Coping with close to 1,000
persons in need of a completely different type of assistance, and a
different approach to problems. At any one time, about 200 pa-
tients tre in the hospitals of New York City requiring complicated
intensive care, expensive beyond comprehension. For each one of
the persons in the hospital, there are two patients not in need of
hospitalization, but in need of income maintenance, housing, home
nursing care, a job. Because of the diagnosis, barriers are erected
that would not be there for a patient with a disease such as Hodg-
kin's Disease.

What approaches have been taken by New York City to cope
with these problems? First has been the need for an educated pro-
fessional population, for without this base it is difficult to develop
patient and public understanding. A monthly seminar is held for
all health care professionals working with the patients, to facilitate
early and informal interchange of information. To develop this in-
formation, an intensive surveillance function is provided by the
health department in conjunction with and support of the Centers
for Disease Control.
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The information from this surveillance is reported monthly, a
copy of which is attached to this testimony. We are about to enter
into a collaborative study to verify the reporting of cases in the
surveillance.

Second, there is a need for informed and understanding care
givers. To this extent, Mayor Koch has established an interagency
task force which meets biweekly, with representatives from all the
city agencies involved with health, welfare, housing, and other
social services. This group is augmented by representatives of the
gay community and the Haitian community, as well as persons
with AIDS and other concerned groups. The role of this group is to
identify problems and see qaysin which they can be solved.

Unfortunately, they cannot all be solved. For example, there is
no way in which such a group can prevent loss of jobs because a
patient has AIDS. But it can be established that this is a problem
and ways sought to educate employers that AIDS patients are not a
risk to others in the normal course of employment. This is being
done, for example, by working with the New York City Business
Group for Health, which reaches most of the major employers and
the personnel departments of most corporations.

Also, there is a need to keep the health care providers supplied
with current accurate information so that patient care is not com-
promised by ignorance. This is a subject of another monthly meet-
ing of hospital administrators, labor unions, and physician groups.

Third, there is a need to provide accurate and timely information
to the public to prevent or modify concerns. This is done through
pamphlets, hotlines, speaker's bureaus, press conferences. The
mayor's last statement is attached.

I could continue to describe the multitude of activities undertak-
en in the city, but I prefer to focus on two issues: confidentiality
and costs.

There is great concern among the various risk groups that their
privacy not be invaded, and that there be guarantees that when
their names are given, there will be adequate protection of the
names from groups who have no need to know. It is also in the in-
terest of the individual patient and his health care giver to have
available in a protected manner the names, so that patients can be
contacted when necessary, if new tools of diagnosis and treatment
become available.

It is also in the interest of scientists engaged in finding cause,
prevention and cure to be able to match records accurately. It is for
these reasons that the city health department is not furnishing
names to other agencies, but has developed a system to assure the
safeguarding of names within the department and providing
matching services to others in the legitimate medical research com-
munity.

Finally, a few words about costs. The cost of suffering and social
ostracism cannot be measured. The costs of medical care for the
syndrome are next to impossible to estimate. But let us make a few
assumptions, erring on the conservative side.

We estimate about 200 patients to be in hospitals in New York
City on any given day. If we assume a cost of care to be $1,000 per
day, this leads to an annual cost of $73 million. If this is not cata-
strophic illness, I don't know what is.
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I would hope that a lasting legacy to those who have suffered
from AIDS might be a reconsideration of reimbursement policies
with a goal of broader coverage for those illnesses that no individui-
al or no single community can afford.

I will be pleased to answer any questions.
Mr. WEISS. Thank you very much. All the attachments men-

tioned in the course of your statement will, without objection, be
entered into the record.

[The attachments follow:]
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AIDS - SURVEILLANCE UPDATE*

JULY 27, 1983

SURVEILLANCE OFFICE: (212) 566-3630

*T1MESE DATA ARE OF A PRELIMINARY NATURE FROM AN ONGOING INVESTIG&ATION
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NEW YORK CITY SU3VETLLANCE - REPORTED CASES: June 16 - Jua.y 13, 1983

MALES NEW CASES TOTAL CASES %TOTAL MALE CASES

Kaposi's sarcoma (XS) 38 299 (37)
Pneuzmocyst ia ca rinil]

pneumonia (PCP) 34 374 (46)
without KS

Other opportunistic
Infections (001) vithouc
PC? or KS 8 133 (17)

TOTAL MALES: 80 806

FEMALES W CASES TOTAL CASES 2 TOTAL FEMALE CASES

KS 0 4 (6)
PC? 3 44 (62)
001 5 23 "32)

TOTAL FEMALES 8 71
TOTAL CASES 88 877

CDC National Surveillance: July 16, 1983
Total Domestic Cases: 1902
Total Foreign Cases : "121

TRENDS: AIrS CASES BY MONTH, NEW YORK CITY

Month Number Diagnosed Number Reported

1982 As of 7.13 As of 6.15
Ju1y 33 (31) 36
August 41 (39) 42
September 45 (45) 38
October 51 (51) 30
November 44 (43) 47
December 39 (37) 39
average no./no. 42 37

1983

January 62 (61) 55
February 43 (42) 68-
March 51 (47) 65
April .0 & (40) 49
may 4o (28) 58
June 48 (9) 81
July 5 20
average no./mo. 50 63
(Jan. - June)

7-13-83
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OTHER OPPORTUNISTIC INFCTIONS IN CASES WITHOUT KS OR PCP
NEW YORK CITY

Candida (esophageal)
Crptoccccua (CNS)
Toxoplasuosis (CWS)
Cytoesgalovirus
Herps simplex (lesion 1 mo.)
Atypical mycobacterium
Cryp~o sporidium
Mycobacterium tuberculosis*
Lymphous (MS)
Progressive multifocal

encephalopathy

o.

28
27
17
9s

11
9
5
1

4

18
16
11
10

6
6
3
1

3

* These individuals subsequently had
opportunistic in-fection diagnosed.

a second, more serious

AIDS CASE MORTALITY BY HALF YEAR OF DIAGNOSIS, ,4EW YORK CITY

No. No.
Diagnosed Dead

(2) Cumulative
No. Dead

lst half 1978
2nd half 1978

lot half 1979
2nd half 1979

lot half 1980
2nd half 1980

1st half 1981
2nd half 1981

1st half 1982
2nd half 1982

lot half 1983

o 0 (0)
2 0 (0)

1 1 (100)
5 4 (80)

9 6 (67)
15 14 (93)

41 30 (73)
93 67 (72)

146 60 (41)

253 95 (38)

301 74 (25)

0 (0)
0 (0)

1 (33)
5 (63)

11 (65)
25 (78)

55 (75)
122 (75)

182 _ (58)

277 (49)

351 (41)

7-16-83

(2)
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AIDS CASES BY MUTUALLY EXCLUSIVE RISK GROUP, BY
HALF YEAR OF SYMPTOM ONSET, NEW YORK CITY

Number of cases

Homosexual/bisexual IV User Ra

8 8 0
3 0 0

9 4 1
9 8 2

0
0

2
2

3

15
32

51
86

119

143

92

1
4

10
17

45
64

37

AIDS CASES BY MUTUALLY EXCLUSIVE

Risk Group.
Homosexual/bTsoexal sales
IV drug user

(no history of homosexuality)
Hemophiliac
Other or unknown

Total cases:

RIS"k GPROUP,

Number
611

190
0

76

ME YORK CITY

Z Total Cases
(70)

(22)
(0)
(8)

877

AIDS CASES WITHOUT APPARENT RISX '..OUP NEW YORK CITY

Haitian (no history of homosexuality
or IV drug use) 31

Unknov - died prior to interview 14
Possible background Kaposi's sarcoma 2
Possible transfusion associated 3
Sexual partner of an 'at risk" group 12
Others:

Interviewed - no risk factors establishe 9
Open cases - under Investigation 5

Total 76

713-83

Tear

lit half
2nd half

lit half
2nd half

lit half
2nd half

1st half
2nd half

1st half
2nd half

lit half

of
of

of
of

of
of

of
of

of
of

of

197J
197

197S
197

198(
198C

198:
198

198:

198

198

itlan

0
0

1
0

0
1

2
2

6
9

10

Other

0
0

0
1

0
1

0

3

13
7

17

7-13



Manhattan
Brooklyn
Bronx
Queens.
Ric hmond
N'TC-boro unknov
New York State
New Jersey
Other
Unknown
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AIDS CASES BY KESIDENCT, M YORK CITY

Number

117
91
68
5

107
15
24
25

4

AIDS CASES, A,'RAGC AGE BY M TUALLY EXCLUSIVE RISK GROUP
NEW YORK CITY

Risk Group

Homosexual/bisexual

IV user

Raitian

, Year of Primary Diagnosis1980 11 981 1982

n=19
38

n-6
36.8

n-i
31

Other

n-108
37.7

n-17
34.8

in-4

33

U-S
39.4

n-275
37.3

a-94

32.3

U-12
29.8

nw16
36.7

7-16-83

(2)
(13)
(10)
(8)
(1)

(12)
(2)
(2)
(3)
(1)

1983

n-199
38.3

34.5

13
32.2

n-24
35.2
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TSE C:7Y OF NEW YORK OFFICE OF THE .iAYOR EDWARD :. KOCR

Tel: 566-5090 143-S3

For Release:

Monday, June 6, 1983

STATEMENT BY MAYOR EDWAR.R KOCH

I HAVE JUST CONCLUDED A MEETING WITH A NUMBER OF MY

,CMMSS:ONtRs ;%rHOSE ZEpaRTMZ% ;TS DEAL WITH THZ GZNET.- PUBLIC

.AD OCCASIONALLY w:TH ?AT:ENTS S'JFI R4NG FROM ACQ "PED

IMMUNtE 0E7'rCEZNCY SYNDROME (AIDS). AT THIS MEETING, DR.

W:LL.AM. FOEGE, D:.!ECTCR OF THE UNITED STATES PUBLIC HEALTH

SERVT-CE'S CENTER FOR DISEASE CONTROL IN ATLASTAo GEORG:A,

A.ND DR. DAVID SENCER, COMMISSIONER OF 7HE Z:TYS DEPARTMENT

OF :-ALTH RZEV:rEWD FOR T.=M A\ND FOR .Z T.E CURRF:IT

SIT'.AT.ON ON AIDS.
.TuERE ARE A N1,M.3ER OF RI;MORS ASSOCIATE " ADS. DR.

FOEGE Ak'D DR. SENCER ARE ERE TO AELP DI3PE. SOME CF THE

RUMORS, A.N TO ?=En US A:.: UP TO LATE ON ThE FACT .

--,RE A.E SOME CE THCSE FACTS:

-- 722 CASZS $,F AICS J.AVE SEEN REPORTED :N "47EW YO.RK CTY

S:NCi THE 3EG.INNG OF THE OUTBR AX IN 1978.

-- ALMOST AL, OF THE N4EW YORK CITY CASES THAT CAN BE

RACED .AVE BEEN RELATED TO THE PREVIOUSLY wESCR.BED RISK

ROU.PS -- A:.'ILY S-UALLY ACT1/v HVMOS--XUAL :X.J.LES OR

TE 'US ZRUCI ABUSERS. r ESE ACCOUNT -OE. 94 ?ERCE=" T -I

THE REPORT-d CASES.

-- ABOL'T 3. 5 PERCENT T. $,F THE CASES HAVE IRE N 5N

.R-'EN'T AaRR/VA,s F YOM iA:T-.

-- ASOCT 2 PE. C:T OIED aEORE THEY 3ZU-. ' 3.

N;TE RV V:ED.
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- THREE CASES MAY BE ..LATED TO BLOOD PRODUCTS, AN D

ONLY 4 AT THIS TIME CAVNOT BE ASSIGNED TO ONE OF THE RISK

GROUPS.

A S AALL GROUP OF VERY YOUNG CHILDREN RAVE SO ME OF THE

CONDITIONS THAT ARE ASSOCIATED WITH AIDS, BUT THE

PEDIATRICZA2'S OF THE COMtd7v.TY ARE NOT SURE THAT THIS :S THE

SAME DISEASE.

T- ER. ARE AN"Y NUMBER Cb' RUMORS A30LOT THE SPREAD OF AIDS.

THESE ZVJCLUDE ALLEGATIONS THAT THE DISEASE IS SPREAD THROUGH

FOOD, THROUGH THE AZR, OR MERELY BY TOUCHING AN AIDS VICTIM.

THE..SE RUMORS ARE NOT TRUE. '

AS FAR AS WE CAN TELL, AIDS :S SPREAD THROUGH SEXUAL

CONTACT, THROUGH BLOOD PRODUCTS, OR THROUGH CONTAMINATED

HYPODERMIC NEEDLES.

RUMORS ABOUT AIDS HAVE .ROMPT-D IN MAZT. PEOPLE AN

V,.RZASOV:NG AND "NREASONABLE ?EA.R OF COT..RAC'"G TH:S

DISEASE. THIS FEAR IS UNY.OUNDED.

LET ME DETAIL FOR YOU 0E OF z THINGS TH:.$ C:TY 7S

DO:I.;G, BOTH FOR AIDS PATIENTS AND THEIR FAMLIES, AND TO

COUNTERACT THESE RUMORS.

-- Ht HAVE ESTALZSHED AN OFFICE OF GAY .ID LESBIAN

.EALTH CC.X3ERVS, AD H{AVZ CON TRACTED WITH TLE. GAY ME:N'S

HEALTH C.ISIS FOR SOCIAL SERVICES AND ToAIN.G S HOSPITALS:

-- WE ARE COVENING A.LL LOCAL AIDS RESEARCHERS ON A

MOtTHLY BASIS, HAVE ESTABLISHED A REPORTING S STEM WITH CITY

HOSPI T ALS TO KEEP TRACK ^'t" THE SPREAD OF THI: DISEASE, AND

ARE WOR:<NG 'ITH THE NEW YORK BLOOD Z*ENTER kN .RE CENTERS

FOR .SES' CONTROL TO HELP F:ND THE CAUSE OF AIZ;:
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-- WE ARE DIAGNOSING OR TREATING MORE THAN ONE-THIRD OF

THE 4-rW YORK A:DS CASES :N iJEALTH AfD HOSPITALS CORPORATION

FACILIT"LES, AND ARE. NVEST.IGAT7->G lo4ETHLR OR NOT A KEA.LTH

FACILITY DESIGNED FOR AIDS PATIENTS AD THEIR F.XMILIES CAN

BE ESTABLISHED IN A CITY- nD BUILDING IN GRZh-\4V:CH

VILLAGE:

-- WE ARX ENCOURAGING CONGRESS TOA'PROPRIATE MORE FUNDS

FOR AIDS RESEARCH:

-- THE HUMAN RESOURCES ADM1 INST"RATION IS PREPARZ.'G TO

.SSUE A REQUEST FOR PROPOSALS FOR ORGANIZATIONS THAT WISH,

UNDER CONTRACT WITH THE CITY, TO PROVIDE HOME CA.R FOR AIDS

PATIENTS;

-- A COMMITTEE DRAWN FROM CITY AGENCIES THAT D"A WITH

AIDS CASES NOW MEETS RICE A MONTH, AND OFFICIALS FRCM T'F

DEPARTMENT OF HEALTH ARE MEET.2NG WITH UNION REPRESEN.T.AT:VES

TO HELP ALLAY THE F-ARS OF CITY WORkERS WHO DEAL WITH AIDS

PATIENTS:

-- vE BILZ 3E SUPPLEMENT:NG OUR TELEPHONE HOTL.VES TO

INCLUDE INFORMATION ON AIDS FOR THE GL.EAkL PUBLIC.

WE ARE HER TODAY TO HELP ALLAY PUBLIC FEARS ABOUT THIS

DISEASE. BUT I DO NOT WANT TO MAINTAIN THAT THERE WILL NOT

BE MORE AIDS CASES IN THIS CITY".

WE CAq, 0NFORTUNATELY, EXPECT MORE OCCURRENCES .4 A

CITY OF THIS SIZE. A CASE MAY WELL DEVELOP IN A

SCHOOLTEAC:-ER, A SOCIAL oiORKER OR A HEALTH CARE WORKER.

SOME OF THESE IN'D:VIDUALS MAY HAVE A RISK FACTOR THAT THE'Y

DO NOT WANT

26-097 0-83--18
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MADE PUBLIC. B1Tr AS LONG AS WE KEEP IN MI.'ND HOW A:CS :$

SPREAD, W'E CAN BE SU"RE THAT THEIR CCCUPATION FEAS 'NOT PUT

THEM OR OTHER PEOPLE E AT RISK.

T, AIND T.0 MEMBERS OF THIS ADMINISTRATION, ARE PLEDGED

TO KEEP YOU INFORMED ABOUT.THIS SITUATION. SCIENTISTS MAY

MAKE IMPRECISE STATEMENTS, HE.ADLINE WRITERS MAY DRAW C':

THESE M PRCISIONS.

BUT :F 1, OR MEMBERS OF THIS ADMINISTRATION, THOUGHT

THAT THE RISKS WERE DIFFERENT FROM THOSE I HAVE jUST

-DESCRIBED, : WOULD SAY SO. AND IF THE SITUATION CHANGES, WE

WILL TELL YOU SO.

Mr. WEISS. Dr. Silverman.

STATEMENT OF MERVYN F. SILVERMAN, M.D., M.P.H., DIRECTOR
OF HEALTH, SAN FRANCISCO, CALIF.

Dr. SILVERMAN. I am pleased to have the opportunity to speak
before the subcommittee both as the director of health of San Fran-
cisco, and as the vice president of the U.S. Conference of Local
Health Officers, on what is considered to be the number one public
health problem facing this country today.

Although the total numbers of those afflicted do not approach
other health problems such as heart disease, cancer and stroke, the
mortality rate of AIDS certainly places it at the top of the list. I
am sure that you are aware that the care of these patients has
become a local public responsibility. San Francisco now has the
second highest number of AIDS cases in the country-239 as of
July 18, with 74 deaths. For a city and county of 700,000 popula-
tion, this makes us No. 1 on a per capita basis.

To deal with this problem, it is obvious that San Francisco did
not earn its title "The City That Knows How" without good reason.
Several years ago, before AIDS had become a household word, the
mayor and the department of health were already at work trying
to create a continuum of services to meet the needs not only of the
victims of this horrible disease, but their partners, friends, families
and the public at large.

The involvement of the department has followed four distinct
program themes: epidemiology, clinical diagnosis and treatment,
education and training, and coordination of activities. None of
these program activities could have been possible without the local
provision of funds to support them.

Beginning with epidemiology, the department in July of 1981 es-
tablished a reporting system and case registry for AIDS cases diag-
nosed in San Francisco and the surrounding bay area counties.
This was done in collaboration with CDC and the California State
Department of Health Services. We then established liaison with
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local health and medical agencies involved with AIDS epidemiol-
ogy, treatment, and research. This included such things as confer-
ring with local treatment facilities about therapy and research ef-
forts.

A third activity involved investigating and interviewing AIDS
cases. We worked with the University of California in San Francis-
co and our San Francisco General Hospital in their cross-sectional
studies, investigating blood transfusion-associated cases and the
DCD hepatitis cohort study of AIDS cases. Six months ago, I re-
quested that all cases of AIDS seen by private physicians be report-
ed to my health department. It is now a reportable illness in Cali-
fornia.

The second major program theme is clinical diagnosis and treat-
ment. In October 1982, a multidisciplinary AIDS clinic was begun
at San Francisco General Hospital. This clinic provides AIDS
screening, diagnosis, treatment and followup as well as education
and counseling and, because of the increased patient load, it is now
operating on an expanded schedule. Two of the city's district
health centers and the city's clinic for sexually transmitted dis-
eases also provide AIDS screening to patients in order to relieve
some of the burden on our hospital.

About a week ago, a medical special care in-patient unit opened
at San Francisco General Hospital. This is an 11-bed unit, primar-
ily for AIDS patients. I want to stress it is for the protection of the
AIDS patients-not for the purpose of isolating them. We feel they
have more to risk from us than we have from them. And we also
want to try and provide a complete care, not only the medical as-
pects but the psychiatric aspects, the social aspects, and provide a
total treatment program so that all their needs are met.

An important aspect of AIDS therapy is the psychosocial compo-
nent. Certain city-funded nonprofit community agencies, as well as
our community mental health centers, and staff at San Francisco
General Hospital provide professional and lay counseling to pa-
tients, their loved ones and to the worried, well-those individuals
at risk of contracting AIDS who are extremely anxious about it.

The third program area is education and training, which are in-
tegral parts of all of our AIDS activities. The focal points for these
activities have been the department's Lesbian/Gay Coordinating
Committee, staff from the University of California and San Fran-
cisco General Hospital, and two city-funded nonprofit agencies.
Since May of 1982, this committee has sponsored over 30 training
sessions for a variety of groups, including health workers, police
personnel, social service employees, the general public and mem-
bers of the gay community.

Individuals within and outside the department have participated
in these sessions and have appeared on local radio and television.
Information has also been developed and distributed about AIDS to
the professional and lay community. In May, we sponsored a
citywide symposium on AIDS. Over 500 people attended a Sunday
morning meeting to learn more about this public health problem.
This month, a major symposium is planned for health care work-
ers.

The last program area deals with coordination of activities. In
July 1982, a community coordinating committee was established
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with the purpose of bringing together people representing -all as-
pects of the epidemic. This included clinicians, researchers, health
educators, patients, gay activists, and many others. Information is
shared, gaps identified in the system, and recommendations are
made to the city and the department. This group has developed a
community aids resource directory and has made recommendations
for new services.

In order to keep abreast of current treatment and research, I
have appointed a medical advisory committee, composed of clini-
cians and researchers, who meet with me on a regular basis to dis-
cuss and recommend policy guidelines relative to AIDS. This com-
mittee has been instrumental in reviewing the infection control
guidelines prepared by the university and my office.

After many weeks of work, through consultation with CDC and
representatives of the academic, research and general medical com-
munity, we have put together what we have purposely called guide-
lines, because each medical facility may have specific situations
which warrant greater or lesser emphasis on the various aspects
contained within this document.

In June, I met with representatives of the many different busi-
nesses serving the gay male population in San Francisco. As a
result of that meeting, we have complete support for the posting of
signs and distribution of flyers which indicate the measures that
can be taken to reduce the spread of the disease.

With the exception of a portion of our epidemiologic activities,
the city has financed all of the AIDS services I have described. Ad-
ditionally, the city has funded nonprofit community agencies to ad-
dress specific components of the AIDS problem. For example, the
AIDS and Kaposi's Sarcoma Foundation was funded to establish an
educational clearinghouse and to produce materials focusing on the
at-risk population. The Shanti project, which is an agency serving
the emotional needs of terminally ill patients, their loved ones, and
friends, was funded to provide counseling and to set up residences
for displaced AIDS patients.

Last month, the mayor and the board of supervisors approved
spending an additional $2 million from within our budget, which
doubles the money presently being spent annually by the Depart-
ment of Health for AIDS services. The rapidly increasing incidence
of AIDS, along with the secondary problems of anxiety, misinfor-
mation, displacement of patients and difficulties in treatment, was
the motivation behind this authorization-this money now totaling
$4 inillion, which will increase the services in the areas that I have
mentioned.

I have also hired an AIDS coordinator to try and coordinate all
of the activities that are taking place, so that we have a better
handle on the problem, both the social, psychological, and medical
issues.

Obviously, San Francisco and other impacted communities
cannot continue to meet these needs without Federal support. Fed-
eral funds are needed to supplement these costs as well as the re-
search component. Education, counseling, screening, outpatient and
inpatient and hospice services as well as residential facilities are
costly at a time when local governments are least able to meet in-
creased demands. One form of relief would be the immediate avail-
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ability of medicare coverage for AIDS patients rather than the 24-
month waiting period. Also, SSI should be granted as presumptive
eligibility on diagnosis rather than the 60- to 90-day wait that pres-
ently exists.

AIDS patients who apply for SSI regularly must wait several
weeks or months for certification. This is because rules require the
submission of medical records to a separate agency in another city.
This is not the case in 11 specific categories of inpatients where the
Social Security district office may make a determination of pre-
sumptive disability on the spot. A diagnosis of AIDS should be
added to this list to facilitate the immediate granting of SSI. The
relevant social security regulations are located in title XX of the
code, Federal regulation 416.931 to 416.934.

An alternative approach that may be quicker would be to get
social security to interpret rather than change social security regu-
lation 416.933 to include AIDS diagnosis. 416.933 states that, and I
quote:

We may make a finding of presumptive disability or presumptive blindness if the
evidence available at the time of the presumptive disability or presumptive blind-
ness decision reflects a high degree of probability that you are disabled or blind.

It is interesting to note that no disease has ever been eradicated
through treatment-only through prevention. That is why it is im-
perative to have sufficient funding to establish the cause, provide
the necessary treatment, and, most importantly, put into effect the
preventive measures which will eliminate AIDS from its dubious
distinction as the No. 1 public health problem facing America
today.

Thomas Adams summed it up very well over 300 years ago when
he said: "Prevention is so much better than healing because it
saves the labor of being sick."

Thank you.
Mr. WEISS. Thank you very much, Dr. Silverman.
Mr. Matek.

STATEMENT OF STANLEY J. MATEK, IMMEDIATE PAST
PRESIDENT, AMERICAN PUBLIC HEALTH ASSOCIATION

Mr. MATEK. Thank you, Mr. Chairman, members of the commit-
tee.

You have our written statement, so I will try to just highlight
the key points instead of reading it.

Mr. WEISS. Without objection, your entire statement will be enfl
tered into the record.

Mr. MATEK. Thank you, Mr. Chairman.
In the light of your opening comments about your interest in

hearing from the administration, I would like to emphasize one
point we take very seriously: Dr. Brandt is a professional seriously
committed to these issues. But we must recognize that he takes his
orders from above. We don't think that the Centers for Disease
Control or the National Institutes of Health or Dr. Brandt ought to
be the focus of criticism when, in fact, the decisions on what will or
will not be done in the allocation of moneys and in service and re-
search programs are being made by the Office of Management and
Budget and by the White House. We wish to emphasize that in
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looking to ultimate responsibility and to decisionmaking power, we
must all look there.

APHA recognizes that although CDC and NIH are doing as much
as they can, they are not doing enough. They are not doing enough
because they don't have the resources, because they are under-
staffed.. We look to Congress to remedy that situation.

We would like to see leadership from the White House. It has not
yet been forthcoming.

The priority now, as we see it, in this Nation relative to AIDS is
for the prompt development of a comprehensive research surveil-
lance and monitoring program. If we don't have that-and if we
don't have it quickly-any money, any time or any talent put into
the AIDS effort is going to be in large part wasted, because without
a comprehensive plan, we are merely shooting in the dark with sci-
entific scatter guns.

We, therefore, ask-and we ask urgently-that within the next
45 days Assistant Secretary Brandt convene a meeting of national
experts in epidemiology, immunology, medical research, and other
appropriate disciplines for the purpose of developing an AIDS re-
search master plan, from which will follow a realistic budget and a
priority list.

We then ask that that research plan be used to guide AIDS grant
awards in the National Institutes of Health, and that the adminis-
tration refrain from counting among its AIDS activities those pre-
viously funded projects which are only tangentially related to AIDS
and which are not part of that master plan. We need, first of all, to
have a realistic fix on what is or is not being done in a focused and
organized way. We don't have that yet.

Then we think that Dr. Brandt needs to appoint a standing
expert advisory panel which includes people from outside NIH and
the Department, as well as from inside. That is not just a sunshine
provision; it is intended to give the programing, the planning, and
the analysis an enriched dimension.

We also respectfully ask that Dr. Brandt assign for prompt im-
plementation the interprofessional AIDS update report which has
been talked about now for several months, but which we have not yet
seen.

And, finally, we would like to make some brief points relative to
programing. First, we recognize that CDC cannot do everything by
itself. The job is getting too big and the problems are too spread
out. Adequate surveillance and monitoring cannot be done only
from the center. We would therefore like to see the efforts relative
to AIDS surveillance, monitorng, and applied research decentral-
ized, at least to the point that those cities where the major AIDS
case clusters occur become capable of doing surveillance and moni-
toring themselves. And we recognize that it is going to take some
Federal money. We would like Dr. Brandt to order such a decen-
tralization and to plan for its implementation as soon as possible.

Second, we believe it is necessary for AIDS to be declared a re-
portable disease nationwide. However, we recognize the problems
that occur relative to the distorting of incidence data when report-
ing programs are instituted; therefore, we ask that a definitive
plan for protecting the confidentiality of the caseload and the pri-
vacy of the patients be created.
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We understand that that plan is now being developed in conjunc-
tion with Dr. Sencer in New York City, and CDC. We would like to
add one item to that proposal, namely that Zip codes be used in the
identifying information, because without Zip codes it will not be as
easy to do proper applied research or good treatment planning.

Third, we would like to urge that funding be provided for treat-
ment and prevention-as we understand, Mr. Chairman, it is in
legislation you are introducing. But we would like to note that be-
cause our hospital system is now such a high-cost system, money
for treatment and prevention usually gets used exclusively for
treatment. Our hospital system tends to consume whatever is avail-
able because we have a high technology orientation to treatment.

If we are serious about having money for prevention, we are
going to have to segregate it. And we call that to your attention so
it can be done-if not in legislation, then in regulation.

As Dr. Silverman pointed out, prevention is what really works.
Prevention is what protects the population. But unless we budget
specifically, we tend to lose that money.

We would plead also with the White House, with OMB, with Sec-
retary Heckler, and everyone involved in dealing with AIDS to ac-
knowledge the epidemiological urgency of this problem. We know
there are problems. We know NIH moves slowly. We recognize that
CDC does not have a practice of decentralized approach to prob-
lems. We recognize that Congress itself likes to fund things categor-
ically. And we know that these are all system problems. But the
AIDS issue should not be the issue on which we seek to leverage
reform of our systems-not now; not with this problem.

Finally, we urge that instead of belaboring past failures, we all
look to the next Steps toward solution. It doesn't so much matter
what our mistakes were yesterday as what our solutions are today,
and what our actions will be tomorrow.

We are grateful to Congress because that is whence the leader-
ship for change has come relative to AIDS. We urgently hope that
you will continue that initiative.

The American Public Health Association volunteers to do any-
thing you or the administration or CDC or NIH might think that
we -an do to be of help.

We thank you for this opportunity to talk with you.
[The prepared statement of Mr. Matek follows:]
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Testimony Of STANLEY J. MATEK,

Immediate Past President,

AMERICAN PUBLIC HEALTH ASSOCIATION

before the

Intergovernmental Relations and Human Resources Subcommittee

of the

Committee on Governmental Operations

Mr. Chairman, Honorable Members, Ladies and Gentlemen:

I am here this morning on behalf of the American Public Health Association,

the world's largest association of public health professionals. We are

particularly grateful to have this opportunity to comment on current efforts

to deal with Acquired Immune Deficiency Syndrome, because the morphology of

this illness qualifies it beyond any question as the most serious public

health disease issue in decades. On the basis of incubation period alone,

AIDS is an epidemiological nightmare, the horrors of which are only beginning

to unfold. The extent of exposure, the scope of susceptibility, and the real

rate of incidence are all unknown. The agent is only hypothesized, and the

mode of transmission is but vaguely suspected. There is no known form of

treatment, the disease career is protracted, and the associated expenses are

phenomenal. The situation demands the immediate use of the full

armamentarium of public health techniques. Unfortunately, our response

thus far fails to measure up to that demand.

It cannot accurately be said that the Public Health Service or the

National Institutes of Health have been derelict. They have done what they

could with the resources available to them, going even so far at CDC as to

siphon funds quietly away from other necessary programs. But it must be

acknowledged that AIDS-related efforts in all quarters of our system thus

far have been ad hoc, largely expedient, and gravely incomplete.

These inadequacies stem neither from a lack of ability nor a lack of good

will within our public systems, but clearly ara almost completely from a lack

of resources. It has been disappointing to hear recent charges of unresponsiveness

on the part of CDC and NIH relative to their AIDS-related activities. But

such appearances can be understood easily enough by reference to the fact that

these agencies are underfunded, understaffed and overworked. It is clear,
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moreover, that the Administration's marching order to these program directors

is unequivocal: "Don't a-sk for any money; make us look as good as you can

with what you've got."

It is obvious that additional funds must be made available; AIDS cannot

be addressed on the basis of existing budgets. The 50,000 members of APHA

are unanimously grateful to you, Mr. Chairman, to Congressman Waxinan and

to the others in Congress, on your staffs and elsewhere who have contributed

thus far to the procurement of additional monies for AIDS research and treat-

ment. We ask fervently for persistence in these efforts.

But we must caution that even if additional funds are made available,

that will not in itself enable us to cope competently with the AIDS problem.

Thus far our quests both for cause and cure represent little more than mere

shooting in the dark with scientific scatter guns. The application of the

public health model of practice to this situation is long past due.

The APHA Executive Board at its July meeting reviewed the AIDS situation

and concluded that the nation's single most urgent current need is the prompt

development of a comprehensive AIDS research, surveillance and monitoring

plan. Without such a plan we will unwittingly waste much of whatever time,

talent and money are applied to the AIDS problem.

We, therefore, ask that within the next forty-five days Assistant

Secretary Brandt convene a meeting of national experts in epidemiology,.

immunology, medical research and other appropriate disciplines for the purpose

of developing an AIDS research master plan, a realistic budget, and a

priority list.

We ask that this research plan be used to guide AIDS grant awards by NIH,

and that the Administration refrain from including in its AIDS activity

reports any projects funded for other purposes, which are only tangentially

related to AIDS, and which are not part of the master plan.

Then, because priorities will need to be changed as new information

becomes available, we asK that Dr. Brandt designate a standing expert

advisory panel , which includes members from outside NIH and the Department.

We respectfully urge also that Dr. Brandt assign for prompt implementation

the interprofessional "AIDS update" report which has been talked about now

for several months.

And finally, because any master plan must address and in certain senses

must rest upon various policies, procedures and interagency agreements, we

would like to make the following brief points:

First, the achievement of adequate surveillance and monitoring will

necessarily require that these activities be decentralized by the Center for

Disease Control, at least to the extent of expanding local health department
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capacities in those jurisdictions where the major AIDS case clusters occur.

At present these would include at a minimum the cities of New York,

San Francisco, Los Angeles, Miami, Philadelphia, Boston and Newark. We ask

that Dr. Brandt direct such decentralization, and convene a meeting of

these local health officers and CDC task force leaders to develop

implementation policies.

second , we believe it is essential that AIDS be declared a reportable

condition nationwide. But we recognize that a particular problem with

confidentiality is involved, and we note the well-known distorting influence

which this factor can have on incidence statistics. The recent downturn in

the number of new cases identified in New York, for example, might well be

an artifact of that state's new reporting requirement combined with

well-founded concerns about our system's ability to assure adequate privacy.

We understand that New York City Health Commissioner Senser and the

National Gay Task Force have devised a workable plan for dealing with the

privacy issue, and we commend them. We would, however, like to add one

important item to their proposal: We urge that any reporting system include

the zij code of residence, because that information will have significant

utility in applied research, and expecially in efforts at prevention and

service planning.

Third, we wish to note that although it may presently be necessary to

combine under one legislative provision new funds for AIDS treatment and

prevention, we have long and conclusive experience which demonstrates that

treatment urgencies in our high cost hospital system will consume whatever

funds become available. If, therefore, we intend to have funds for

prevention, it will be necessary to assign them specifically by percentage

or dollar amount, either in legislation or regulation. To neglect this point

will be to lose once again any viable efforts at meaningful prevention.

Fourth, we plead with the White House, OMB, Secretary Heckler, the

National Institutes of Health, and all others involved in the question of

AIDS funding decisions to recognize the epidemiological urgency of this

situation, and to resist any temptation to draw inappropriately rigid

policy lines, or to use the AIDS crisis as leverage for the reform of flaws

i', our current systems. The imperfections in process at NIH, the tendency

towards solo performance at CDC, and the limitations of the categorial

funding approach long favored by Congress are all well known problems.

They are worthy of attention and remedy. But not now, not using the AIDS

crisis as the lever. Efforts at system reform must not be made on the backs

of AIDS victims and the hundred of thousands of our citizens now at risk.

Finally, Mr. Chairman, we at APHA hope that your Committee, Mr. Waxman's

Committee, and the Congress of the United States will continue to press forward

on this issue, giving leadership where the White House thus far has not. We

urge the Department and Dr. Brandt to take the necessary next steps. And we

sincerely offer APHA's assistance and participation wherever the Department,

the Congress or the Administration might desire it.

On behalf of all the membership of APHA, I thank you for this

opportunity.
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Mr. WEISS. Thank you very much.
Before we start our questioning, may I indicate again that we

will be operating under a 5-minute rule. I have only one question.
I thought that the testimony was very clear and precise. I am im-

pressed by the efforts which your local organizations and the
American Public Health Association have undertaken, as well as
by the responsibilities which have been assumed by other localities.

I am also impressed by the cooperation and coordination that ap-
parently exists between the departments of health in your cities,
and especially the gay community, which is the community most
affected in this situation.

We have had discussions over the course of not only these past 2
days but since we have taken note of the problem in Congress as to
the budgetary problems involved. Dr. Sencer, you have indicated in
your testimony that if you assume that only 200 patients are hospi-
talized per day in New York City at a $1,000 per day cost, that you
are talking about a bill of around $73 million a year.

Could each of you try to give us what you consider to be your
overall best guess or judgment as to what kind of moneys are
needed for research, treatment, and the various corollary educa-
tional and other services that you each have spoken about? What
kind of money are we talking about annually or over the course of
the next 3 years?

Dr. Sencer?
Dr. SENCER. Speaking only for the city of New York, it is our es-

timate that in the health department alone we are expending on-
(this does not get into the matter of diagnosis or treatment)-
purely the public health aspect, surveillance, public education-we
are spending about $1 million at the present time. And $125,000 of
that is in the form of a cooperative agreement from CDC for the
type of decentralized surveillance that Mr. Matek was talking
about. The rest is out of direct city funds-we had a $250,000 new
appropriation-we are using other existing funds.

Other departments such as the welfare department, are spending
an untold amount. And the Hospital Corporation is part of that $73
million.

I would estimate that in New York City, the cost of treatment of
AIDS plus the prevention work, the surveillance work, the commu-
nity support is going to come close to $100 million. And most of
that is going into the treatment aspect of it.

Mr. WEIss. Do you have any estimate or any basis for making
any estimate as to what you think ought to be spent at the nation-
al level, both for research as well as the other activities you spoke
about?

Dr. SENCER. I would not want to speak to the amount of money
that should be spent for treatment. Let me just speak to the re-
search. I think research is driven by the individuals who are capa-
ble of doing the research. Rather than approach it from a finite
dollar, I think that in a situation like this there needs to be a cer-
tain open-endedness of the appropriation system and the NIH re-
search grant administration, so that as fundable good research be-
comes available, it can be funded in a situation such as this.

I just hate to say $15 million, $20 million, because it depends
really upon the ideas and upon the capability of the investigators
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in the field rather than Congress or the administration setting a
dollar figure to shoot at. This is when you end up with other things
being charged against that particular budget.

Mr. WEISS. Thank you.
Dr. Silverman?
Dr. SILVERMAN. Yes.
As I mentioned, we are spending over $4 million a year in San

Francisco. And just a rough estimate for most of the prevention ac-
tivities, the counseling activities, the educational activities, all of
these kinds of things, in looking at it, I would suggest-and this
would also help for the outpatient activities and some of the inpa-
tient activities-about $25,000 per case. Obviously, that averages
out when someone is in the hospital that it is a lot more.

I think for treatment, rather than getting into a specific number,
if we can change the medicare policies so that the cities are not
burdened with this, and if we can change the SSI policies, so that
would take some of the burden off, that would reduce the local ex-
penditure.

With regard to research, it is a hard one, but I also know that
when a great deal of money is put into research and it is carefully
distributed, results do appear. And a lot of the research that we
are talking about that I want to see besides the basic research is
epidemiologic research, and that costs a lot of money because there
is a lot of investigation, a lot of interview. And I think the figure of
about $50 million for 1984 is a pretty good ball park number.

Now, it is hard to get much more specific than that. But I think
that is a number that we feel would hopefully be adequate.

Mr. WEISS. Mr. Matek.
Mr. MATEK. Mr. Chairman, I would comment that Dr. Silver-

man's figure of $50 million represents not a final, total budget but
a next step. It might be an annual allocation to get things rolling.

Bluntly speaking, there is no responsible answer to your question
now. There could be within about 90 days if Dr. Brandt would con-
vene the panel we recommended very promptly. I would propose
that Dr. Brandt be given 100 days to give you a responsible answer
to your question on condition that the answer not be censored by
OMB first.

Mr. WEISS. Thank you very much.
Mr. Walker.
Mr. WALKER. Thank you, Mr. Chairman.
Dr. Sencer, I have been reviewing some of the attachments that

you sent along with your statement with regard to the number of
cases and so on. It interests me that in 1983 we have seen a signifi-
cant drop in the number of cases, where you show the onset of
symptoms, particularly in the second quarter of 1983.

Is there any explanation you can give us?
Dr. SENCER. Yes, there is an explanation. This is the date of

onset of symptoms, and many of the cases are not reported until
they have been ill for a period of time because sometimes the onset
of symptoms is not pathognomonic of AIDS.

If you look at the next page, the bottom of the page, "Trends,"
you will see we are having an average of 50 cases reported a month
in New York City. It is up a little over last year, when we were
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having 42 cases a month. This year, we are seeing 50 cases a
month. So I don't think this is an artifact of the reporting process.

Mr. WALKER. That helps clarify. Thank you.
The other thing that I noticed is that you have recently stated

that the Haitians should be removed from the list of major AIDS
risk groups. Certainly, in some of the testimony we had yesterday,
iR' would seem to suggest that, too. But in your statistical list, the
AIDS cases without apparent risk group that you gave us does indi-
cate that the highest number there are Haitians without a history
of homosexuality or intravenous drug use.

Dr. SENCER. Let me try and explain this.
Mr. WALKER. Fine.
Dr. SENCER. We feel that there is a good scientific explanation

for the transmission of disease in the homosexual male population,
in the IV drug abusing population, and in the hemophiliacs. In the
Haitian population, we still do not know what the mode of trans-
mission is. And so, therefore, we are saying that this is a group
that is under investigation, that we do not know--we lack informa-
tion rather than anything else on this population.

We have had some of our Haitian individuals in New York City
who have been diagnosed as being drug abusers, and at that point
they are removed and placed in the category of an IV drug abuse
patient. A few of them have also been diagnosed as being homosex-
ual males, and they are then included in that population.

It could be that this will end up with a residual in which we will
not be able to determine what the risk factor is. But our attempt
has been to describe the principal risk factors by the modes of
transmission that we know of at the present time.

Mr. WALKER. Would you recommend that the Federal Govern-
ment take the Haitians off as a risk group?

Dr. SENCER. I think that it depends upon how the Federal Gov-
ernment desires to describe the risk group. I think that one of the
nice things about scientific investigations is that you can have
honest differences of opinion. It is my feeling that until we find out
the method of transmission of the disease within the group, I don't
think that they should be included as a risk group.

You will notice that we have sexual partners of at-risk groups in
that situation, too. Most of these are sexual partners of IV drug
abusers. And we cannot be sure beyond doubt that it may not be
from some sharing of needles that have not been reported. So this
is a group in which we are trying to determine what the mode of
transmission is.

Mr. WALKER. Thank you.
Dr. Silverman, you put a great deal of emphasis on the preven-

tion, which I think is very encouraging. Could you be more specific
about what you would recommend to an individual who wants to
avoid AIDS?

Dr. SILVERMAN. The prevention for individuals-you mean what
actions people can take.

Mr. WALKER. What actions people can take that would reduce
the risk.

Dr. SILVERMAN. I believe the obvious one with the IV drug
abusers is hopefully not to keep shooting up drugs. But, if you do,
use clean needles, sterile needles. That probably is not going to
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take place. But I feel that as long as those needles have to be
gotten surreptitiously, they are going to be contaminated, and that
is always going to be a problem.

With regard to sexual practices, I consider most important is not
sharing bodily fluids; and specifically we are talking right now spe-
cifically-though all fluids are suspect-about semen. And the use
of a condom, though not a guarantee, can certainly reduce, the ex-
change of bodily fluids.

I believe that knowing your partners is an important factor in
the transmission or in the control of the transmission of any sex-
ually transmitted disease, and I don't think this one is any differ-
ent than other sexually transmitted diseases. And knowing your
partner is helpful, not only to individual, but it also helps us in
public health when we are trying to track down the spread of dis-
ease, to know the contacts.

Mr. WALKER. Mr. Matek, you were critical of several Govern-
ment processes, and specifically with regard to the administration.
But you also included in your statement some criticism of the cate-
gorical funding process that (CNngress uses.

Could you be more specific about that?
Mr. MATEK. Well, my perspective on that comes from years in

administration, trying to find ways to be flexible, to meet local
problems, and working with Federal regulations and programs
which have rather strict boundaries. There is a popular school of
thought in health administration that would propose the break-
down of these categorical programs, and allow people at State and
regional levels to coordinate programs based on local needs. This is
difficult to do when you have categorical funds.

One of the proposals made for AIDS is that there be a separate
AIDS funding program similar to the end-stage renal disease pro-
gram. And, of course, when you propose a program like that,
people in my field tend to say, 'Oh, no, not another one!"

What I am suggesting is that, yes, it may indeed be necessary to
have yet another one, at least this time. And I would hate to see us
try to use this problem as the occasion for system-wide reform, be-
cause system reform just takes too long. This is an epidemiologic
emergency. We don't have any time to waste.

Mr. WALKER. I understand that. But it sounds as though what
you are saying is that the administration moving toward block
grant proposals in some of these fields, including the health field,
does in fact have some merit with regard to application in local
areas and making certain that money can be used in a responsive
way when these emergencies arise in local areas.

Mr. MATEK. The block grant concept could be useful relative to
AIDS in a limited sense. And that would be in providing money for
local treatment, money to local health departments for education,
and prevention activities, and possibly certain kinds of applied re-
search. However, to get at the issues epidemiologically and scientif-
ically now, we need to be working primarily through CDC and
through the National Institutes of Health in a focused way.

So I see Federal level involvement as the priority of the moment,
which is not to say that block grants wouldn't be useful down the
line.

Mr. WALKER. Thank you, Mr. Chairman.
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Mr. WEISS. Mr. Conyers.
Mr. CONYERS. Thank you, Mr. Chairman.
I am going to have to ask to be excused. There is a whip check in

the Speaker s office on the Martin Luther King bill today.
Mr. WEISS. We are glad you could spend any time at all with us

today.
Mr. CONYERS. I want to commend the witnesses I have heard.

There could hardly be a more thoughtful presentation made by
them. And I think the chairman's description of the problem is one
that does not beg any difference of view.

Here we are in an American political system, intelligently dis-
cussing an acute emergency. We have come up with-I counted
seven reasonable ways to move on the problem. And the issue that
is raised, of course, is what in God's name are we going to really do
and what is going to happen after today's session.

I suppose like all emergencies, this requires special action. I
won't argue with that. The 200,000 people starving in Detroit re-
quire special action; 11 million people out of work require special
action. We have got lots of requests for special action. This is one.
And standing on its own merit it should be treated that way.

But to think that we are going to whip through intelligently,
through this screwed up system, just because of this emergency, is
to intelligently beg the question, because we are going to have to
make changes in who pays and who decides what actually happens
and who pays for not deciding what actually happens.

This is a political question, like every one of the others that we
are presented with. And so I am not quite so sure if this issue
should not be made the basis for the reform of the systems. It must
be. It must be treated specially, as well.

What in God's name can people in Government say to you when
we spend $900 billion a year of the people's money, a quarter of it
going on weapons of insanity that further destabilize the planet,
when we meet here in this room and discuss a very critical health
problem? And I think that it has to be a call to action for not just
those victims and their friends and those who intelligently under-
stand this as a medical-social problem, but somehow we have the
responsibility to teach the rest of the American people that this
critical problem has to be part of the systemic reform. It has to be
part of the understanding that goes into making this a more liv-
able Nation and, in the end, a more livable world.

So I am prepared to bring this issue down to brass tacks. I am
oing to be very sympathetic to all the Federal witnesses. I am
hoping that our former colleague, Mrs. Heckler, will on the advice

of her many friends on this subcommittee choose to intervene in a
way that is in keeping with her spirit as a Congresswoman-we
worked together for many years-that we really break through im-
mediately on an emergency basis and systemically as well. And
then those of us, if we succeed, join with the other challenging
social problems that are here; and if we don't succeed, I think we
have to do what is mandatory in our society.

It has to become part of the political decisionmaking as to who
represents you locally and nationally. Because unless that part is
added on to it, unless this dimension is honestly discussed here, we
are really being superficial. We are acting like somehow, some-
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where, somebody else is going to miraculously solve the problem.
We, in this room, are the people whose intelligence and energies
are going to determine what actually happens.

I invite the witnesses to make any response they choose.
Mr. MATEK. Mr. Congressman, I understand what you are saying

and I agree with you. Again, we will just put out the fact that
APHA is ready to do whatever it is we are asked to do.

Dr. SILVERMAN. That is also certainly true of the local health of-
ficers. I am speaking for the U.S. Conference of Local Health Offi-
cers. I think there is one other thing, if I might mention, that I
think is most important. It hasn't been addressed today. That is
what some people have termed the second epidemic, and that is the
anxiety which has grown up around this disease.

I spend probably as much or: more time trying to deal with that
as I do with the prevention of the spread of the disease in the af-
fected communities. I think it goes to something that Stan said. It
is most important that there be a coordinated effort from CDC and
the local health officials and APHA, in the dissemination of infor-
mation, because, as information comes out, sometime if it is not
carefully put out or if it is put out before it probably should be, we
fuel the flames of this anxiety, and the social impacts of that are
incalculable.

Dr. SENCER. Mr. Conyers, I am touched at your concern over this
as a major social problem.

Dr. Silverman talks about the epidemic of anxiety. I think this is
being fueled by an epidemic of homophobia. It is giving people who
disapprove of a certain lifestyle an opportunity to come forth and
be against that by picking on the disease rather than venting their
spleen, their bile, upon something that they disagree with.

I think that it is reminiscent of the problems of the 1960's and
the civil rights movement. I think that if anything good comes out
of our struggles against the disease, it may be a better understand-
ing of the rights of individuals to their own lifestyles. It is very
troublesome to see the sorts of things that are proposed in public
forums and in the newspapers. It is going to take leadership at all
levels to try and combat this.

Mr. WEISS. Thank you very mi' -h.
Thank you, Mr. Conyers.
Mr. MATEK. Mr. Chairman, it just occurred to me as my col-

league spoke that it might be helpful for the members of the com-
mittee to invite comment from the National Institute of Mental
Health on what it is they plan to do relative to the issue of stress
and anxiety as connected to this problem.

Mr. WEIss. Thank you.
Mr. McCandless?
Mr. MCCANDLEW. Thank you, Mr. Chairman.
I certainly agree that society should be concerned. But I would

also point out that those of you who consider this some kind of a
back-breaking, all-out emergency, that there is another disease
that has been on the face of the Earth for quite some time that I
am very concerned about, and that is cancer.

I would like to be more specific, though.
Dr. Sencer, you mentioned in your opening remarks, and then

followed up in one of your addendums, on page 3, the statistical

SI,
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analysis of AIDS cases by mutual exclusive risk groups in New
York City. This then was broken down into three categories.

You have your homosexual-bisexual males, which encompasses
70 percent of the cases. Second, there are the IV drug users, with
no history of homosexuality, which represents 22 percent of your
total group. Third are hemophiliacs, which you have none at this
time. And finally, there are the others or unknown category which
number 76, and are 8 percent of the total.

Can you expand on this, as to who might be in this last group?
Dr. SENCER. Yes. It is in the table just below that, where, of that

76, 31 are individuals who are of Haitian origin, who do not have a
history of homosexuality or drug abuse. There are 14 that died
before they were interviewed, so we have no adequate information.

Mr. MCCANDLESS. Was this determined by an autopsy?
Mr. SENCER. These are people who were diagnosed as having

AIDS, but there was not an interview conducted to determine
whether there were IV drug abuse patterns or homosexuality. Most
of these were in the early days of the disease when the risk factors
were not associated.

Kaposi's Sarcoma is a disease that occurred at a level of about
two to three cases a year in New York City, prior to the current
outbreak we are seeing. It has a different age distribution. It is
mainly in older males of Mediterranean origin. And we think that
because of the way the definitions are set up, these two cases are
probably background cases rather than involved with the epidemic.

At the present time there are three people whose only risk factor
may have been the blood transfusions. And we are investigating
those at the present time.

As I mentioned, we have 12 individuals who are sexual partners
of individuals in the at risk. One of those was a woman whose
sexual partner was a bisexual male who developed AIDS. The
others, all except two on which we have no adequate history, are
sexual partners of IV drug abusers. And here you are always left
with a little bit of wonder whether there may also be some sharing
of the needle in the home.

And then there are 14 that we have under investigation at the
present time which we have not yet come to a conclusion on.

Mr. MCCANDLES. Would you say there is a medical parallel be-
tween the increase in AIDS and that of venereal disease?

Dr. SENCER. No, sir. As a matter of fact, one of the things that
gives us some hope that there is a change in patterns that Dr. Sil-
verman was mentioning, the occurrence of infectious syphilis and
gonorrhea in the one large area of New York City that serves prin-
cipally the homosexual male population, incidence of these two ve-
nereal diseases is down. And we believe that this may be an indica-
tion that there is some lifestyle change.

There are similarities in that we know that with venereal dis-
ease the person who has multiple sexual partners, particularly un-
known sexual partners, anonymous sexual partners, is more likely
to develop venereal disease than those who have a single partner
or fewer partners. And this has been part of the advice that origi-
nates within the gay groups themselves.

The Association of Physicians for Human Rights has recommend-
ed that gay males limit the number of sexual contacts, particularly

26-097 0-83--19
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with anonymous individuals. So I think this is bringing about some
change at least in New York City of the lifestyle.

Mr. MCCANDLESS. Dr. Matek, you have emphasized the emergen-
cy that faces us. I think you used the word "catastrophic" at one
point. Mayoe I am misinformed but your emphasis seems rather
strong. Could you define to what extent you consider this an emer-
gency?

Mr. MATEK. Congressman, the urgency I feel is based on the epi-
demiological character of this problem and on our lack of knowl-
edge about the basic mode of functioning for this disease, its mor-
phology. The death rate from AIDS is the highest of any disease
with which we are currently dealing. That is the basis on which I
consider it urgent.

Second, we know not what it is, where it comes from, how it gets
where it goes, and where it is going from there. When you recall
that this is a disease with an incubation period of 1 to 2 years, the
next question is: how long during that incubation period is the dis-
ease transmissible? And how many people are exposed during those
12 to 24 months by each carrier?

The possibilities are phenomenal. The implications are devastat-
ing, given the high cost of treatment and the high death rate. So
we in APHA are concerned that we are dealing with the small tip
of a very large iceberg.

Mr. WEISS. The gentleman's time has expired.
Mr. MCCANDLESs. Thank you, Mr. Chairman.
Mr. WEISS. Mrs. Boxer?
Mrs. BOXER. Thank you, Mr. Chairman.
I want to thank the panel for being so direct and responsive to

questions.
Dr. Sencer and Dr. Silverman, you are really in the trenches.

You are really there. And from your reports, I think you are just
doing an exceptional job. But I get the feeling that you are there
really by yourselves in terms of the cities handling the problem.

What I would like you to tell me, if you can try to put this into a
percentage, we know how much you are spending from local funds
on the disease, what percentage of the effort that is being expended
in your cities can you attribute to the Federal Government, be-
cause one of our purposes here is to assess how helpful we are
being in this whole fighting of this disease. And I wonder, Dr. Sil-
verman, if you can give me a guesstimate of the percentage of the
effort in San Francisco that you can say is directly attributable to
the Federal Government?

Dr. SILVERMAN. We have now in San Francisco at this time at
least one representative from CDC helping us in our epidemiologic
investigations. If you eliminate that, you eliminate pretty much
the Federal input into the funding for this-for our problems. It is
probably 98-plus percent local funds.

Mrs. BOXER. What was the first year that this whole issue of
AIDS was called to your attention as being a serious problem?

Dr. SILVERMAN. We started getting involved in 1981, and really
in large part almost a department-wide effort, in 1982.

Mrs. BOXER. So from 1981 to 1983 you can state that the attack
on AIDS has been launched by the city and county of San Francis-
co, up to 98 percent of the effort?
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Dr. SILVERMAN. I think that would be a fair estimate.
Mrs. BOXER. Dr. Sencer?
Dr. SENCER. Doing a quick calculation, we have a contract with

CDC for $125,000. We have two epidemiologists assigned to the city
health department who are working full time on AIDS; their
salary, probably another $100,000. We have a public health adviser.
So I think probably roughly $250,000 of direct support comes from
the Federal Government. That is out of our estimated health de-
partment.

I am not talking about hospitals or diagnostic service. About 25
percent may come from Federal assistance.

Again, part of that $100,000-part of the costs of one of the epi-
demiologists is not directly from CDC. It is the one opportunityy we
have had to use the block grant.

Mrs. BOXER. Okay, you don't have to go into specifics. We can say
about 75 percent of the effort.---

Dr. SENCER. Local money.
Mrs. BOXER. Has been from the city of New York in this case?
Dr. SENCER. That is right.
Mrs. BOXER. I just) want to state, Mr. Chairman, I think this is

shocking information, absolutely shocking. And it is very impor-
tant information for us to know. And I would like to ask Mr.
Matek something. And I particularly want to thank you, because I
think you gave us some very concrete ideas as to what to ask our
Federal people here.

I have heard, and this is not something I have seen, but I have
heard that the White House is going to come in with a recommen-
dation that $18 million be allocated for next year. I can tell from
the answers of the panel that that would not be anywhere near
adequate.

I want to ask you, Mr. Matek, in your experience has there ever
been any other public health emergency that you know of in this
country where the health people in the Federal Government have
had to be pushed so hard by outside groups, by Members of Con-
gress? It is my feeling, having served in local government, we the
elected officials are always being pushed by the health profession-
als, but in this case, as you pointed out, it is Members of Congress
that seem to be pushing on the health professionals.

Do you know of any other example where this has been the case?
Mr. MATEK. Eighty-five years ago it was the American Public

Health Association that pushed the President to send Walter Reid
to Cuba. Since that time there has not been such a dramatic incon-
sistency between public health goals and administration goals as
now exists. We understand the pressures on the economy. We un-
derstand the priorities of the Administration. But we need to point
out the inconsistencies which exist in this case.

I do not know of other similar examples. But in all candor, I
must confess I don't know of similar circumstances either

Mr. WEISS. The gentlelady's time-Dr. Silverman.
Dr. SILVERMAN. Just a quick one.
The subject came up, why the emergency? I think when we talk

about 1,800, maybe 2,000 individuals, that looks small. But right
now it is universally fatal. And it is the snuffing out of young peo-
ple's lives, not that one can place value at any age level. But here

A
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are people in their most productive time of life, who should be pro-
viding services back to the communities and working actively in
the community. And these are just the people who are dying. I
think with that mortality rate, it is a real emergency. Maybe the
problem is that the Federal Government in the past has been look-
ing at the number rather than the problem itself.

Mr. WEISS. Thank you, Mrs. Boxer.
Mr. Craig?
Mr. CRAIG. Thank you very much, Mr. Chairman, and to all of

you panelists. I appreciate your testimony, and the depth of it.
A couple of questions.
Dr. Sencer, we heard yesterday some figures that, by their sur-

face and by their composition, are startling and important in the
consideration of this issue-that the reported or diagnosed cases
are doubling approximately every 6 months. That figure was used
by several professionals yesterday.

Apparently they are using national averages, based on the infor-
mation that is available and that is now currently being collected.

In looking at your addendum on page 1-speaking of trends of
AIDS cases by month in New York City-you don't seem to demon-
strate, based on the 1982 monthly average of 42 versus the 1983
monthly average of 50, to be experiencing that kind of doubling
effect.

I guess the best thing then to ask you is, what are you seeing in
your city as to the increase factor, or the ratio, of increase?

Dr. SENCER. As you point out, for the 1ast 2 months we have been
talking about the fact that it does not appear to be increasing as
rapidly in New York City. Still 50 new cases a month is certainly a
matter of continued concern.

Mr. CRAIG. Absolutely.
Dr. SENCER. It may be that our reporting is not as good as we

would hope to be, and this is why we are undertaking an intensive
review in conjunction with the hospitals of New York, of the diag-
noses, to see whether we are missing cases.

It could be the fact that some of the advice that Dr. Silverman
was talking about is being heeded, that there is a change in life-
style that puts people at less risk. It could be that the disease is not
as infectious as we had once feared that it would be.

Pure speculation would be that perhaps there are enough sub-
clinical cases, people who do not actually become ill, who develop
an immunity to the disease.

I know that it is continuing to increase in other parts of the
country. It may be that the disease has not been there and is being
seen more now. But we in New York at the present time are in a
bit of a plateau. I could go home tomorrow and find it is up again. I
certainly hope not. We do not see the doubling at the present time.

Mr. CRAIG. Dr. Sencer, you say you are going to review your in-
formation-collecting capability within the next couple of weeks?

Dr. SENCER. Yes; what we are doing is reviewing diagnoses in
hospitals to see whether there are laboratory diagnoses that have
not been reported.

Mr. CRAIG. Could you make available to this committee that in-
formation, if you find the trends you indicated here have Substan-
tially changed or need correction?
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Dr. SENCER. It will be well-known, sir; yes, sir.
Mr. CRAIG. Also, Dr. Sencer, I was, frankly, a little surprised, but

pleased, to hear of the frankness of Dr. Silverman as it relates to
what he feels these communities ought to be doing as a preventive
approach to this problem while we struggle with getting on with
trying to find some cure and/or method of prevention through in-
oculation or whatever.

I am not trying to place any higher level of importance on what I
am about to ask. I see the aforementioned subjects as two separate,
but jointly very important things, in the total problem.

I assume that you and Dr. Silverman, and if you are not I wish
ou would indicate, doctor, in the San Francisco Department of
ublic Health are communicating very loudly and clearly to the

communities involved what your recommendations as to how they
live their lifestyles ought to be conducted in a preventive way.

Are the city of New York and the health departments of New
York, approaching this in a similar fashion?

Dr. SENCER. I think that our approach in New York has been-I
wouldn't say loud, but we have tried to work with the various pop-
ulation groups at risk to get them to bring out the recommenda-
tions on behavior rather than this being something that comes
down from city hall or from the health department.

As San Francisco has done, we have met with the owners of
bathhouses to convince them to develop their own types of stand-
ards for education within this particular mileu. As I mentioned, we
meet biweekly with the affected communities, as San Francisco
does. We have a full-time office of gay and lesbian health concerns
that helps in this communication to the population group affected.

Mr. WEISS. Thank you, Mr. Craig.
Mr. CRAIG. Could I have one last followup on this question?
Mr. WEIms. Very, very brief, please. We have had Dr. Brandt

waiting for an hour.
Mr. CRAIG. As you come to us and encourage increased levels of

Federal support into the millions of dollars, which I am certainly
sympathetic to based on the scope, the magnitude and the un-
knownness of this problem, don't you believe there is some level of
responsibility at the public health level-not to be quiet about prac-
tices or alternative lifestyles as it relates to this problem, but that
maybe you ought to be really quite loud about it-as to what you
now see as methods of prevention or practices of prevention?

Dr. SENCER. I think that there are ways in which this could be
accomplished without taking to the soapbox.

I certainly believe that the information is going to be better ac-
cepted and come from a stronger support if it comes from the af-
fected communities themselves.

This is not to say that we do not publicly make these statements
in New York. I have made them, the mayor has made them. It is a
matter of public record. But I believe that our approach has been
one of working with the affected groups to try and develop the ca-
pabilities within-particularly within the gay community to edu-
cate the people that they can communicate with. There are gay
newspapers that are a much better communicator to that popula-
tion than our New York newspapers, the general circulation. I
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think that it is through working with this approach that we can
accomplish our goals.

I think that public exhortation has not stopped the spread of ve-
nereal disease. It has been by making adequate treatment available
to individuals with venereal disease, it has been by finding cases
and bringing them to treatment. So I think when we are dealing
with a personal behavior of this nature, mere exhortation without
good epidemiologic assistance to bring them in for adequate diagno-
sis and treatment has not proven itself to be of much use in vene-
real disease.

Mr. WEISS. Thank you, Mr. Craig.
Dr. SENCER. Mr. Chairman-I am very pleased that this hearing

is taking place, because here we are talking about the problems of
communicating about sexual behavior, about sexual patterns. I can
remember when it was within my lifetime that the Surgeon Gener-
al was cut off the radio for talking about syphilis. So I think we
have come a little ways in 50 years.

Mr. Wmass. The Congress is very bold these days.
Mr. Levin?
Mr. LEvIN. Mr. Matek, in your written testimony you say it has

been disappointing to hear recent charges of unresponsiveness on
the part of CDC and NIH related to their AIDS-related activities.
But such appearances can be understood easily enough by refer-
ence to the fact that these agencies are underfunded, understaffed,
and overworked. It is clear, moreover, that the administration's
marching orders to these program directors is unequivocal-in
quotes-"Don't ask for any money, make us look as good as you
can with what you have got."

Would you elaborate on both of those serious charges?
Mr. MATEK. Those are my conclusions based on observing behav-

ior over the past 2 years. Those are my conclusions based on re-
peated discussions with various officials, asking them why certain
things could not be undertaken in epidemiological research or in
intervention.

I have received a uniform answer: "There is no money. We have
gone to the administration to ask for money and been told no.
There is no new money for social programs."

We have witnessed the recommendations of OMB over two
budget periods now, consistent with that principle, that policy com-
mitment. And we are now observing the budgetary consequences
within our operating programs.

I am left with no other conclusion, Congressman, and I wish that
someone would prove me wrong. I certainly invite the White House
to come forward and show me that I am wrong.

Mr. LEVIN. Thank you.
Mr. WEISS. Thank you very much, Mr. Levin.
Gentlemen, I want to again express my appreciation for the work

that you are doing in your own communities and across the coun-
try, and for giving us the benefit of your knowledge and of your
experience.

Thank you.
Our next panel is the panel from the Department of Health and

Human Services: Dr. Edward Brandt, Assistant Secretary for
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Health, and Dr. William Foege, Director, Centers for Disease Con-
trol, are our chief witnesses.

I understand that they are accompanied by a number of their as-
sociates and colleagues who will be in the front row behind them or
accompanying them at the witness table, as you so please, Dr.
Brandt and Dr. Foege.

Just identify the people who are with you if you will, so that the
reporter and those of us up here will be able to know who is speak-
in at any particular time.

tr. Fauci, Deputy Clinical Director, National Institute of Allergy
and Infectious Diseases; Dr. Henney, Deputy Director, National
Cancer Institute; Dr. Quinnan, Director, Division -of Virology,
Office of Biologics, Food and Drug Administration; Dr. Chernoff,
Director, Division of Blood Diseases and Resources, National Heart,
Lung, and Blood Institute.

I understand that Mr. Thomas Donnelly, Assistant Secretary for
Legislation, is also in the audience. Since we will be getting into
some issues with which he has been involved, I think it would be
helpful for him to join the other panelists at the witness table.

Before we start, let -me just indicate how pleased I am that we
have this opportunity to discuss with Department officials some of
the concerns that have been expressed in the last day and a half as
well as to explore some of the issues which the subcommittee has
been examining over the course of these past 8 or 10 weeks.

Let me first' start by swearing you in or offering the affirmation.
Would you all stand?
Do you swear or affirm to tell the truth, the whole truth, and

nothing but the truth?
Let the record indicate that each of the witnesses has so indicat-

ed.
Dr. Brandt, as you know, we have your prepared statement. It is

very long and very detailed, and we welcome it. It will be entered,
without objection, into the record in its entirety.

Because of time constraints, the subcommittee would appreciate
if you would try to summarize rather than read the entire state-
ment. That way we would be able to spend the bulk of our time
with questions which I know I and the other members of this panel
have.

Let me indicate at this point that we have had some concern
which we will be getting into in greater depth as the hearing goes
on regarding the obligations and responsibilities of this subcommit-
tee toward not just you individually, but the Health and Human
Services Department and its various subagencies and representa-
tives.

As you may know, this committee, the Government Operations
Committee, of which we are a subcommittee, was created specifical-
ly to provide oversight for the various programs not only in the
health field, but in all fields of Government, to see how programs
which Congress enacted are being implemented, how they are
working, which programs are effective, which are not, how the re-
sponsibilities are being discharged by those people in the executive
branch who have been delegated to deal with those programs.

I understand that most executive branch staff, not only in this
administration but in every administration that I have been famil-



292

iar with at all levels, Federal, State, and local, view the ideal over-
sight as being a situation where they come in and tell us what a
wonderful job they are doing, and we let it go at that.

We view the responsibility somewhat differently. Our responsibil-
ity is in fact to go out and check to see what kind of job you are
doing. That means and has meant since the beginning of this Re-
public the right of Congress and its committees and subcommittees
to reach into the agency, to have access to the personnel of those
agencies, to have access to the files of those agencies. The right of
Congress to that access has been repeatedly affirmed by the Su-
preme Court and other courts that have dealt with it. This matter
is really not at issue, not in doubt.

I must tell you that it has been a difficult experience over the
course of these last 10 weeks to experience what in essence has
been stonewalling from Secretary Heckler on down in our efforts to
discharge our responsibilities. As I say, we will be going into specif-
ics and details as we go along.

At this time, Dr. Brandt, I would welcome your testimony.

STATEMENT OF DR. EDWARD BRANDT, ASSISTANT SECRETARY
FOR HEALTH, DEPARTMENT OF HEALTH AND HUMAN SERV-
ICES, ACCOMPANIED BY DR. WILLIAM FOEGE, DIRECTOR, CEN-
TERS FOR DISEASE CONTROL; DR. JANE HENNEY, DEPUTY DI-
RECTOR, NATIONAL CANCER INSTITUTE; DR. ANTHONY FAUCI,
DEPUTY CLINICAL DIRECTOR OF INTRAMURAL RESEARCH, NA-
TIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES;
DR. AMOZ CHERNOFF, DIRECTOR, DIVISION OF BLOOD DIS-
EASES AND RESOURCES, NATIONAL HEART, LUNG, AND BLOOD
INSTITUTE; DR. GERALD QUINNAN, DIRECTOR, DIVISION OF
VIROLOGY, OFFICE OF BIOLOGICS, FOOD AND DRUG ADMINIS-
TRATION; AND THOMAS DONNELLY, ASSISTANT SECRETARY
FOR LEGISLATION, DEPARTMENT OF HEALTH AND HUMAN
SERVICES
Dr. BRANDT. Thank you very much. We appreciate the opportuni-

ty we have to discuss with you the acquired immune deficiency
syndrome [AIDS].

You have already recognized my colleagues, Mr. Chairman. You
are correct that we do have long and complex testimony. And I will
attempt to summarize it, yet try to make what I consider to be
some of the more important points.

AIDS has been officially recognized by Secretary Heckler as the
Department's highest priority emergency health problem. During
the past 2 years, AIS has caused suffering and death in far too
many people.

AIDS is a recently recognized health problem which is character-
ized by a severe and persistent breakdown in part of the immune
system.

For epidemiologic purposes, CDC defimes an AIDS case basically
as an individual: First with a reliably diagnosed disease that is at
least moderately indicative of underlying cellular immune deficien-
cy, and second with no known underlying cause for that deficiency
or any other cause of reduced resistance reported to be associated
with that disease. Persons with AIDS are susceptible to some types



293

of cancer, such as Kaposi's sarcoma and other B cell lymphomas,
and a variety of life-threatening infections, the most common of
which is Pneumocystis carinii pneumonia. There has been no case
reported in which the immune system of an AIDS patient has re-
turned to normal.

From June 1981 until July 26, 1983, the Centers for Disease Con-
trol has received reports of 2,044 persons with AIDS-122 of these
cases were reported from 20 foreign countries. In the United
States, 1,922 cases have been reported from 39 States, the District
of Columbia, and Puerto Rico. Complete breakdown by State is
included in the testimony.

The average age of AIDS victims is 35 years; 93 percent are men.
Death has been reported in at least 743 or 39 percent of the 1,922
cases. Of the 598 people diagnosed more than 1 year ago, almost
two-thirds have died.

To date, reported cases fall into five categories: homosexual or bi-
sexual men with multiple sexual partners, intravenous drug
abusers, persons of Haitian origin, persons with hemophilia, and
others. Eighty-eight percent of the- reported cases from the United
States fall into the first two risk groups. Because sociocultural dif-
ferences may lead to problems in obtaining sensitive information
from Haitians residing in the United States, the apparent lack of
overlap between the Haitian and other groups must be interpreted
cautiously.

The 6 percent of patients who have not been placed in any of
these groups are the subject of intensive investigation. Included in
this group are 19 people who are sexual partners of risk group
members, 17 patients who received blood transfusions within 3
years of becoming ill, 10 patients who have Kaposi's sarcoma but
normal immunological studies, and 15 individuals on whom com-
plete medical histories have been obtained but who cannot be fur-
ther classified in relation to known high risk groups. The remain-
ing cases have been reported in individuals on whom complete
medical histories could not be obtained.

The Federal response to AIDS began in June 1981 with the inves-
tigation and subsequent publication in CDC's Morbidity and Mor-
tality Weekly Report (MMWR) of the first five cases reported from
Los Angeles. Medical epidemiologists were immediately dispatched
from CDC to investigate additional cases in New York City and
California.

The admission of the first AIDS patient to the Clinical Center at
the National Institutes of Health occurred on June 16, 1981, ap-
proximately 11 days after the first cases were reported in the
United States. Subsequently, the FDA and the Alcohol, Drug
Abuse, and Mental Health Administration became actively in-
volved in the AIDS investigation. Because of the extensive multia-
gency involvement, I appointed a Public Health Service Executive
Committee on AIDS to formalize coordination of the response of
these agencies to the AIDS problem.

Because there are gaps in our understanding and because of the
complex nature of AIDS and AIDS investigations, the public is ap-
propriately concerned about AIDS and the Public Health Service's
response to this problem. Therefore. it may be useful to review
some of the specific questions that have been raised by the public.
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We believe AIDS is transmitted sexually; less frequently through
transfusion of blood or blood products; or by the misuse of needles.
There is no evidence that the disease is spread through air, food,
water, or other casual contact. On the contrary, AIDS is a difficult
disease to contract.

The risk of acquiring AIDS through a blood transfusion is ex-
tremely small. We do not yet know the cause of AIDS, but the evi-
dence is strong that we are dealing with an infectious agent with a
long incubation period. The most plausible agents are viruses.

Treatment is available for Kaposi's sarcoma and for some of the
infections which affect AIDS victims. Though a cure is not present-
ly available, we are convinced that steps can be taken to prevent
the acquisition of AIDS. And in March 1983, we published our rec-
ommendations in the MMWR.

All collected information used to identify an individual patient is
generally protected under the provisions of the Privacy Act. CDC
has a longstanding position of protecting patient confidentiality, a
position which has been upheld many times in the courts. Howev-
er, because of recent concerns expressed in the press and by some
State and local health officials, a system is being developed by CDC
whereby information on new AIDS cases will be reported to CDC
with a identifying information deleted by health departments and
the case identified by a code number.

As to expenditures, the Public Health Service spent $5.5 million
directly on AIDS in fiscal year 1982 and will spend $14.5 million in
fiscal year 1983. In addition, the recently signed supplemental ap-
propriations bill provides an additional $12 million for obligation in
fiscal 1983 and fiscal 1984.

To address these and other public health concerns, the Public
Health Service has established a national AIDS hotline and has
made a factsheet and biweekly information package available to
the public and to the professions. "

With your permission, Mr. Chairman, I would like to submit for
the record copies of the material used on the hotline as well as the
factsheet and the most recent biweekly information package.

On May 24, 1983, I issued a press release to clarify the hazard of
AIDS an the status of Public Health Service efforts in combatting
the AIDS problem. Let me now present the Public Health Service
operational plan which we have followed in attempting to solve the
AIDS problem.

First, I'll talk about CDC. The activities of the CDC fall into four
major areas: surveillance, epidemiologic studies, laboratory investi-
gations, and dissemination of information.

Using epidemiological studies, CDC has sought to determine risk
factors and modes of transmission for AIDS. Laboratory work has
been in the areas of immunology and infectious diseases. CDC has
disseminated timely information to medical and public health per-
sonnel and the general public about the AIDS problem. Between
June 1981 and July 1983, 21 articles related to AIDS have appeared
in the Morbidity and Mortality Weekly Report.

Turning now to the NIH, it is supporting a wide range of AIDS
research by its own scientists and by university and private investi-
gators. Collaborative as well as independent research efforts have
been undertaken both intramurally and extramurally by the Na-
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tional Cancer Institute (NCI), National Institute of Allergy and In-
fectious Diseases (NIAID), National Heart, Lung, and Blood Insti-
tute (NHLBI), National Institute of Neurological and Communica-
tive Disorders and Stroke (NINCDS), departments of the NIH Clini-
cal Center, and other components of the NIH.

Thus far, 69 AIDS patients have been treated at the NIH Clinical
Center, of wfiom 15 have died.

Extramural activities have included the issuance of two requests
for applications (RFA's) jointly sponsored or funded by the NCI and
the NIAID. The purpose of this recent RFA, entitled "Infectious
Etiology of Acquired Immune Deficiency Syndrome and Kaposi's
Sarcoma," is to encourage studies on the search for the isolation
and the characterization of the biological agents which may be the
primary causative factor in AIDS and Kaposi's sarcoma.

There are more than 30 individual research projects within the
intramural laboratories of NIAID which directly relate to AIDS.
The NIAID intramural program has recently awarded a contract to
the New York Blood Center to obtain specimens of blood, semen,
feces, and saliva from several groups of individuals considered at
high risk of acquiring AIDS. These specimens will be obtained reg-
ularly and stored. If AIDS develops in any of the studied partici-
pants, these specimens will provide valuable material for many of
the projects concerned with determining the etiologic agent, devel-
oping detection methods, -and studying modes of disease transmis-
sion.

Four applications have been funded in response to the NCI re-
quest for application on AIDS research that was issued in August
1982. Other funds support research project grants not submitted in
response to the RFA, including the effects of cytomegalovirus on
cell-mediated immunity, plus AIDS projects at ongoing NIAID Sex-
ually Transmitted Disease Centers and Centers for Interdisciplin-
aryesearch on Immunologic Diseases.

NCI intramural activities can be divided into research concerned
with AIDS and peripheral research examining the immune system
from a broader perspective. NCI has called upon a variety of re-
sources in an effort to respond quickly. Mechanisms of response
and support include grants, cooperative agreements, and contract
awards, the development of specialized RFA's, special workshops,
the establishment of an extramural working group, and presenta-
tions to and discussions with the NCI advisory bodies.

In September of 1981, roughly 4 months after this disease was
first defined, the NCI sponsored a workshop on AIDS involving
NCI-supported scientists, along with NCI staff. The workshop was
developed for the NCI's Division of Cancer Treatment Board of Sci-
entific Advisers. Three meetings have taken'place recently. One of
these brought together all of the cooperative agreement grantees.-
Two meetings involved the combination of NCI AIDS intramural
task force staff and outside Federal and university scientists active
in the area of retrovirus and AIDS.

The NCI continues to encourage investigator-initiated grant ap-
plications and expedites the review of any applications related to
AIDS that are received. NCI has formed an extramural working
group which consists of all NCI funded grantees and includes NCI
and other NIH staff with participation from CDC. This group
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meets regularly to discuss ongoing research and share preliminary
findings.

NHLBI is primarily involved in two aspects of the AIDS problem.
One, in regard to its responsibility for hemorrhagic disorders, such
as the hemophilias, NHLBI is concerned with the care and treat-
ment of these patients with blood and blood products; and two, in
regard to blood and blood products, the Institute has a major con-
cern for the safety of these products. NHLBI sponsored a confer-
ence on the association-of blood and blood product use with AIDS
on- March 15, 1983. It was attended by 35 scientists, clinicians and
administrators to develop research recommendations for the Insti-
tute.

With the cosponsorship of the NCI and the NIAID, NHLBI will
hold a research workshop on the epidemiology of AIDS in Septem-
ber 1983. A meeting of the inter-agency technical committee on
heart, blood vessel, lung, and blood diseases and resources which
focused on the current state of knowledge regarding AIDS was held
on May 4, 1983.

FDA's efforts have been focused in two areas: The safety of blood
and blood products with regard to infectious agents transmissible
through these products; and research directed toward elucidating
the etiology of AIDS. FDA has issued guidelines to blood collection
centers on the prevention of AIDS through the screening of donors
at increased risk.

FDA is also working with blood product manufacturers in an
evaluation of methods which might be applied to clotting factor
concentrates to increase the safety of their use. Research has been
performed at FDA regarding the etiology, pathogenesis, and treat-
ment of AIDS. Studies pertaining to the etiology of AIDS have been
directed toward studying the significance of herpes viruses in these
patients.

A series of workshops have been held involving the Blood and
Blood Products Advisory Committee, the Office of Biologics staff,
outside expert consultants, manufacturers and representatives of
the American National Red Cross, the Council of Community Blood
Centers, the American Association of Blood Banks, the American
Blood Resources Association and the National Hemophilia Founda-
tion.

Through these collaborative efforts, progress in developing new
procedures for increasing the safety of clotting factor concentrates
have been accelerated. One such product is currently available, and
others are at a late stage of development.

The National Institute for Drug Abuse is undertaking several in-
vestigations to study AIDS and drug abusers. A technical review to
examine issues surrounding risk factors related to drug abuse was
convened on July 25 of this year.- NIDA is developing programs for
staff education at drug treatment centers and assisting with the
distribution of other Public Health Service materials.

The National Institute of Mental Health held a research plan-
ning workshop yesterday to address the mental health aspects of
AIDS. Research will be encouraged in several areas. A workshop to
address the emotional concerns and support needs of AIDS patients
and health care providers will be held on August 3.
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It is important to recognize that a number of nongovernmental
organizations have worked with the Public Health Service in plan-
ning studies of AIDS or in making recommendations for AIDS pre-
vention, and we have listed some of those on page 25 of my testimo-
ny.

Mr. Chairman, members of the subcommittee, let me assure you
that we are making every effort to cooperate and assist you in
meeting the subcommittee's responsibilities in a manner which
does not violate the confidence placed in us by patients, physicians,
and State and local health officials.

I appreciate the opportunity to present our story on the AIDS ef-
forts to the members of this subcommittee. The continuing commit-
ment of all of our energies is required. I hereby pledge to eliminate
the suffering and death caused by this problem.

My colleagues and I shall be glad to respond to any questions
which you or other members of the subcommittee may have.

[The prepared statement of Dr. Brandt follows:]
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Mr. Chairman and Members of the Subcommittee:

Thank you for this opportunity to discuss with you the acquired inune

deficiency syndrome (AIDS).

I am accompanied by: Dr. William H. Foege, Director, Centers for Disease

Control; Dr. Amoz 1. Chernoff, Director, Division of Blood Diseases and

Resources, National Heart, Lyng and Blood Institute; Dr. Anthony S. Fauci,

Deputy Clinical Director of Intramural Research, National Institute of Allergy

and Infectious Diseases; Dr. Jane Henney, Deputy Director, National Cancer

Institute; and Dr. Gerald Quinnan, Director, Division of Virology, Office of

Biologics, Food and Drug Administration.

AIDS has been officially recognized by Secretary Heckler as the

Department's highest priority emergency health problem. During the past two

years., AIDS has caused suffering and death in far too many people.

AIDS is a recently recognized health problem which is characterized by a

severe and persistent breakdown in part of the immune system. For

epidemiologic purposes, CDC defines an AIDS case basically as an individual

(1) with a reliably diagnosed disease that is at least moderately indicative

of underlying cellular immune deficiency, and (2) with no known underlying

cause for that deficiency or any other cause of reduced resistance reported to

be associated with that disease. Persons with AIDS are susceptible to some

types of cancer, such as Kaposi's sarcoma and other B cell lymphomas, and a

variety of life-threatening infections, the most common of which is

Pneumocystis carinii pneumonia. There has been no case reported in which the

immune system of an AIDS patient has returned to normal; fatality rates of

AIDS cases have been very high.

From June 1981 until July 26, 1983, the Centers for Disease Control (CDC)

has received reports of 2,044 persons who have AIDS. One hundred-twenty-two

of these cases were reported from 20 foreign countries. In the United States,
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1,922 cases have been reported from 39 states, the District of Columbia, and

Puto Rico (Figure 1). Nore-than 60 percent of these cases were reported

from New York City, San Francisco, and Los Angeles. Of the cases from the

United States, 47 percent were reported in the last 6 months. The average

number of cases reported pertday has gradually increased during the past year

from approximately 2 per day to 7 per day presently (Figure 2). The average

age of AIDS victims is 35 years; 93 percent are men. Death-has been reported

in at least 743 (39%) of the 1,922 cases. Of the 598 patients diagnosed more

than 1 year ago, almost two-thirds have died.

To date, reported cases fall into five categories: homosexual or

bisexual men, intravenous drug abusers, persons of Haitian origin, persons

with hemophilia, and others. Eighty-eight percent of the reported cases from

the United States are homosexual or bisexual men or abusers of intravenous

(IV) drugs (Figure 3). Of the patients who are homosexual or bisexual men, 12

percent have a history of IV drug abuse. Of patients who are IV drug abusers,

33 percent are also homosexual men. A much smaller number of- cases has

occurred in-persons of Haitian origin who now live in this country (most of

whom entered the U.S. within the last five years) and in persons with

hemophilia. Because sociocultural differences may lead to problems in

obtaining sensitive information from Haitians residing in the United States,

the apparent lack of overlap between the Haitian and other groups must be

interpreted cautiously.

The 6 percent of patients who have not been placed in any of these groups

are the subject of Intensive investigations. Included in this group are 19

cases who are sexual partners of risk-group members, 17 patients who received

blood transfusions within 3 years of becoming Ill, 10 patients who have
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Kaposits Sarcoma but normal immunologic studies, and 15 individuals on whom

complete medical histories have been obtained but who cannot be further

classified in relation to known high risk groups. The remaining cases have

been reported in individuals on whom complete medical histories could not be

obtained.

The federal response to AIDS began in June 1981 with the investigation

and subsequent publication in CDC's Morbidity and Mortality Weekly Report

(MM) of the first five reported cases from Los Angeles. Medical

epidemiologists were immediately dispatched from CDC to investigate additional

cases in New York City and California. These investigations'led to a second

IMWR report in July 1981 clarifying the national scope of the problem. The

admission of the first AIDS patient to the Clinical Center at the National

Institutes of Health (NIH) occurred on June 16, 1981. Subsequently, the Food

and Drug Administration (FDA) and the Alcohol, Drug Abuse, and Mental Health

Administration (ADAIHA) became actively involved in-the AIDS--investigation.

Because of the extensive multi-agency involvement, I appointed a Public Health

Service Executive Committee on AIDS to formalize coordination of the response

of these agencies to the AIDS problem.

Public Concerns

Before I outline the activities of these agencies, I shall discuss

briefly several concerns which have been raised by the public.

Because there are gaps in our understanding of AIDS and because of the

complex nature of AIDS investigations, the public is appropriately concerned

about AIDS and the Public Health Service's response to this problem.

Therefore, it may be useful to review some of the specific questions that have

been raised by the public.

26- 0-83---20
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.1. How-is AIDS transmitted?

Based on the best available information, we believe AIDS is

transmitted sexually, particularly among homosexual partners; less

frequently, through transfusion of blood or blood products; or by the

misuse of needles. We have no evidence thet the disease is spread

through air, food, water, or casualm contact, To the contrary, AIDS

is a difficult disease to contract.

2. What is the risk of acquiring AIDS through a blood transfusion?

At present, the risk of acquiring AIDS through blood transfusion

appears to be extremely small. Although as many as 10 million

Americans received transfusions during the 3 years of the AIDS

epidemic, CDC is investigating approximately two dozen AIDS cases in

which transfusions may be a risk factor. We believe that the PHS

recommendations issued in March 1983, which suggested that members of

groups at increased risk not donate blood, will decrease the current

risk.

3. What is the cause of AIDS?

Although we do not yet know the cause of AIDS, the evidence is strong

that we are dealing with an infectious agent with a long Incubation

period. Public Health Service laboratory scientists are using the

most sophisticated methods available in the search for this putative

agent. The most plausible agents are viruses. The absence of illness

in animals already inoculated with specimens may be a reflection of

the long incubation period or may indicate that the *AIDS agent"

affects only humans. Unfortunately, it is not possible to predict

when the cause of AIDS will be found.
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4. Is there a cure for AIDS?

Treatment is available for Kaposi's sarcoma and for some of the

infections which affect AIDS victims. However, the persistent immune

defect means that many AIDS patients who survive one of the

complications of the disease are likely to succumb to another of its

manifestations. We a're hopeful that new treatment methods designed

to improve imune function will result in improved survival or even

cure. Though a cure is not presently available, we are convinced that

steps can be taken to prevent the acquisition of AIDS, and in March

1983 we published the recommendations in the MMWR.

5. How does the government guard the confidentiality of the sensitive

information it collects on AIDS patients?

All collected information used to identify an individual patient is

generally protected under the provisions of the Privacy Act. CDC has

a long standing position of protecting patient confidentiality; a

position which has been upheld many times in the courts. However,

because of recent concerns expressed in the press and by some State

and local health officials, a system is being developed by CDC whereby

information on new AIDS cases will be reported to CDC with all

identifying information deleted by health departments and the case

identified by a code number. Patient names already recorded at the

CDC will be deleted and replaced by a code number. During early

August all States will be informed of this reporting system. Calls on

our new hotline are treated confidentially. No individually

identifiable record of the call is made.
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6. How much is the Public Health Service spending on AIDS research?

The Public Health Service spent $5.5 million on AIDS in fiscal year

1982, and will spend $14.5 million in fiscal year 1983. In addition,

the recently signed supplemental appropriations bill provides an

additional $12 million for obligation in fiscal year 1983 and fiscal

year 1984 for AIDS activities. We are reassessing continually the

resources necessary to respond to this problem in fiscal year 1984 as

new information becomes available. Because AIDS is the top emergency

health priority of the Department, funds have been and will continue

to be redirected, as needed, within PHS agency budgets to respond to

this problem.

To address these and other public concerns, the Public Health Service has

established a national AIDS-hotline, and has made a fact sheet and bi-weekly

information package available to the public. We are distributing over 12,000

individual copies of the material monthly. In addition, interested groups are

reprinting and distributing the material. In a presentation July 27, 1983,

Secretary Heckler announced the expansion of the nationwide AIDS hotline from

three to eight lines. Information will be available on a 24-hour basis.

Currently 8,000-10,000 calls are received per day. On May 24, 1983, I issued

a press release to clarify the hazard of AIDS and the status of Public Health

Service efforts in combating the AIDS problem. We have issued press releases

on all PHS AIDS activities as they occur. As evidence of her concern and

compassion, Secretary Heckler has visited with AIDS patients at the NIH

Clinical Center and has written to all Department employees asking them to
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continue to donate blood. This was done to demonstrate the importance of

maintaining an adequate blood supply and to dispel rumors that there is a risk

of getting AIDS when donating blood. We are also working with Union groups to

produce educational materials aimed at specific groups - health care workers,

paramedics, correctional personnel, morticians and others.

I shall now present the PHS operational plan which we have followed in

attempting to solve the AIDS problem.

Centers for Disease Control (CDC)

The activities of the CDC fall into four major areas: surveillance,

epidemiologic studies, laboratory investigations, and dissemination of

information.

The goal of surveillance is to describe accurately the scope of the AIDS

epidemic by time, place, and person, and requires the use of a standard case

definition and report form. The CDC surveillance system is largely based on

the voluntary submission of case reports from State and local health

departments and individual physicians. Additional cases are obtained through

reviews of requests for pentamidine, a drug used to treat Pneumocystis

pneumonia and only available through the CDC. The case reports from these

sources are the basis of all national AIDS statistics. Within the past 6

months, surveillance has been strengthened by a CDC funded cooperative

agreement in New York City and by the assignment of federal public health

advisors to assist health departments in New York City, Miami, Los Angeles,

and San Francisco. The CDC is working closely with the Conference of State

and Territorial Epidemiologists to improve the surveillance of AIDS

nationwide. As of July 15, 1983, 16 States have mandated reporting of AIDS

cases, and an additional 22 have officially proposed such a requirement. In
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addition, a special surveillance project to determine the incidence of AIDS in

hemphilia patients was completed in collaboration with the National

Hemophilia Foundation.

Using epidemiologic studies, the CDC has sought to determine risk factors

and modes of transmission for AIDS. A national case-control study of AIDS in

homosexual men was conducted in the fall of 1981. This study established that

homosexual men with large numbers of sexual partners are at increased risk for

AIDS. Further evidence of sexual transmission was found in 1982 from the

investigation of a cluster of homosexual male AIDS patients who were linked by

sexual contact. Other investigations in 1982 found evidence for AIDS in

individuals with hemophilia who had received clotting factor concentrates and,

possibly, additional persons who had received other blood products.

Investigations now being implemented include a study of risk factors for AIDS

in Haitians living in Miami and New York City, a study of a cohort of almost

7,000 homosexual men in San Francisco, and a study of the risk of AIDS in

health care workers. AIDS patients not belonging to known risk groups

continue to be investigated as they are reported.

Laboratory work at the CDC has been in the areas of immunology and

infectious diseases. Through collaboration with scientists inside and outside

the Public Health Service, CDC investigators have helped characterize the

specific immune defect caused by AIDS and have studied the immune status of

apparently healthy homosexual men and patients with hemophilia. In our search

for the causative agent of AIDS, we have used advanced techniques of virology

and molecular biology. CDC scientists are collaborating with investigators at
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the National Cancer Institute and the Harvard School of Public Health to

examine the possible role of a retrovirus, identical or similar to the human

T-cill leukemia virus, in causing AIDS. Animal studies into the cause of AIDS

are in progress.

The CDC has disseminated timely information to medical and public health

personnel and the general public about the AIDS problem. Between June 1981

and July 1983, 21 AIDS-related articles have appeared in the CDC Morbidity and

Mortality Weekly Report (MMWR). Included were articles on general prevention

recommendations (March 1983) and safety precautions for health care workers

(November 1982). These MMWR articles on AIDS have regularly been described by

the print and electronic media to the general public. CDC investigators have

also published articles in scientific journals, spoken at medical and

scientific meetings and public forums, and been available to the media.

CDC 4s in frequent daily contact with local and State health officials,

representatives of concerned groups and health professionals.

National Institutes of Health (NIH)

The NIH is supporting a wide range of AIDS research by its own scientists

and by university and private investigators. Collaborative as well as

independent research efforts have been undertaken both intramurally and

extramurally by the National Cancer Institute (NCI), National Institute of

Allergy and Infectious Diseases (NIAID), National Heart, Lung, and Blood

Institute (HLBI), National Institute of Neurological and Conunicative

Disorders and Stroke (NINCDS), departments of the NIH Clinical Center, and

other components of the NIH.
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NIH intramural scientists have been Involved collaboratively in treating

patients at the Clinical Center since 1981. Thus far, 69 AIDS patients have

been treated at the hospital, of whom 15 have died. Currently 54 patients are

under treatment, 12 of these are inpatients. The other 42 cases are being

treated as outpatients, or as inpatients whose stay may be only 1 to 2 days in

length.

Extramural activities have included the issuance of two Requests for

Applications (RFAs) jointly sponsored or funded by the NCI and the NIAID. The

most recent of these RFAs was issued in May 1983, with an application deadline

of August 1 and awards to be made early in fiscal year 1984.

The purpose of this recent RFA, entitled "Infectious Etiology of Acquired

Immune Deficiency Syndrome (AIDS) and Kaposi's Sarcoma,' is to encourage

studies on the search for the isolation and the characterization of the

biological agent(s) which may be the primary causative factor(s) in AIDS and

Kaposi's sarcoma.

Examples of the types of studies that might be appropriate include:

- Direct in vivo and in vitro efforts at isolation, identification, and

characterization of the causative biological agent;

- Analysis of human tissue with appropriate tests indicative of the

presence, state of integration, and location of viral or pro-viral

DNA, or some other infectious forms;

- Recognition and identification of marker antigens of pathognomonic

significance;

- Cytogenetic analysis for chromosomal changes that relate to disease

induction; and

- In vitro search for direct morphological transformation and/or

cytopathology of appropriate target cells.
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National Institute of Allergy and Infectious Diseases (NIAID)

Intramural Research

There are more than 30 individual research projects within the intramural

laboratories of NIAID which directly relate to AIDS. These involve studies on

the nature of the Imune deficiency, development of methods for early

detection of disease, isolation of possible etiologic agents, and attempts to

transmit the disease to nonhuman primates and therapeutic trials.

Research on therapeutic procedures includes trials of imune interferon

and interleukin 2 for their effectiveness in treating AIDS. In addition,

studies are underway for the use of bone marrow transplants for the

reconstitution of the cellular immune system of AIDS patients. Several

studies are aimed at understanding the nature of the immune dysfunction,

including investigations on the activation and immunoregulation of B

lymphocyte function and characterization of the nature of the defect in

purified populations of T4 lymphocytes. The latter project also involves

attempts to clone helper T-cells and isolate the agent involved in AIDS.

Studies are also in progress of the alterations in the reticuloendothelial

system. The process and nature of imune complexes in AIDS patients are under

investigation. Plasma from AIDS patients is being studied for its effect on

various cell functions.

Projects related to the development of early detection methods include

the serologic evaluation of blood from patients for the detection of Beta-2

microglobulins and studies to determine if B cell activation is a marker of

disease.

Many intramural projects involve-attempts to identify a possible

etiologic agent for AIDS. Studies are underway using various DNA
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..hybridization, isolation and serologic techniques to identify microbial

agents. Emphasis is being placed on various agents including retroviruses,

adenoviruses, cytomegalovirus, Epstein-Barr virus, various parvoviruses,

rickettsia and chlamydia. In addition, a search is being made for the

presence of slow viruses in brains of AIDS patients who develop dementia.

Attempts are being made to transmit AIDS to nonhuman primates; in addition,

the immunologic changes seen in primates following injection of AIDS

infectious tissues and blood are being studied.

The NIAID Intramural Program has recently awarded a contract to the New

York Blood Center to obtain specimens of blood, semen, feces, and saliva from

several groups of individuals considered at high risk of acquiring AIDS.

These specimens will be obtained regularly and stored. If AIDS develops in

any of the study participants, these specimens will provide valuable material

for many of the projects concerned with determining the etiologic agent,

developing detection methods, and studying modes of disease transmission.

These specimens will be particularly valuable as they will have been

collected at the time the AIDS infection was first transmitted, a time which

may precede diagnosis by months or even years.

Extramural Programs

Four applications have been funded in response to the National Cancer

Institute (NCI) Request for Application (RFA) on AIDS research that was issued

in August 1982. The NIAID Advisory Council was pulled by telephone several

weeks prior to the May 1983 meeting in order to expedite the funding of these

applications. The applications include studies on the following:

- potential drug treatments for Pneumocystis carinii pneumonia in an

animal model;
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- the prevalence and transmission of cryptosporidiosis, a recently

identified parasitic disease that can cause severe and potentially

fatal diarrhea in the immunosuppressed patients;

- the development of opportunistic infections in infants born to mothers

who were sexual partners of AIDS patients; possible routes of

transmission of AIDS'among contacts of adult heterosexual patients; and

- evaluation of chemotherapeutic and naturally occurring substances for

the treatment and prevention of AIDS, as well as the study of

immunologic defects in AIDS patients and the possible relationship of

cytomegalovirus to the cause of AIDS.

Other funds support research project grants not submitted in response to

the RFA, including the effects of cytomegalovirus on cell-mediated immunity,

plus AIDS projects at ongoing NIAID Sexually Transmitted Disease Centers and

Centers .for Interdisciplinary Research on Immunologic Diseases which include:

a study to define the interrelationship between the "AIDS prodrome wasting

syndrome" and fully developed AIDS in case control and cohort studies; a study

of life style and 6ther factors influencing occurrence of AIDS in homosexually

active young males, including association of sexual practices with altered

helper/suppressor T-cell ratios; and a study analyzing T-lymphocytes of AIDS

patients by molecular hybridization with specific DNA probes in order to

detect and quantitate the number of genome copies of cytomegalovirus and

herpes simplex virus type II DNA in these lymphocytes.

On May 9, 1983, NIAID issued a Request for Proposal (RFP) ("Study of the

Natural History of Acquired Immune Deficiency Syndrome (AIDS) in Homosexual

Men") which will support a prospective study-with the following specific

objectives:
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-- To prospectively observe and study the natural history of the disease

in enough persons in high risit groups who are not known to be infected

at the outset to yield a number of cases of AIDS sufficient for

meaningful estimates of risk;

-- To build a repository as a national resource for specimens and data

from men to traverse the entire course from well to ill; it would

permit testing of hypotheses about etiologic factors; and

-- To complement similar smaller, but less well standardized, follow-up

studies performed in different places and times.

Twenty-five proposals in response to the RFP weri received by July 8,

1983. All were reviewed, and at least four of these proposals are expected to

be funded by the end of October 1983.

National Cancer Institute (NCI)

Intramural Research

NCI intramural activities'related to AIDS can be divided into research

which is concerned with AIDS- and peripheral research which examines the immune

system from a broader perspective. Both human studies and animal models are

needed in this endeavor. Intramural research which is directly related to

human AIDS is divided into clinical and laboratory efforts.

Clinical Efforts

- AIDS patients who have developed Kaposi's sarcoma are being treated

through a variety of approaches in the NCI's Clinical Oncology Program.

- Treatment protocols of Kaposi's sarcoma are composed of chemotherapy

regimens which involve combinations of cytotoxic drugs.

- Kaposi's sarcoma skin lesions - a prominent feature of the disease -

are being treated through radiotherapy procedures which involve Phase



313

I and II trials of total skin electron beam therapy.

- Experimental treatment of Kaposi's sarcoma is being attempted with

human lymphoblastoid interferon - a substance that may reduce tumors

while not further depressing the patient's immune system.

- In an effort to restore the patient's diminished immune system, the

NCI is attempting to'use purified human T-cell growth factor

(interleukin 2) with AIDS patients.

Laboratory Efforts

- A major focus of the NCI's efforts is to determine the possible

causative role of human T-cell leukemia virus (HTLV) in AIDS. Active

projects involve cellular biology, immunology, and molecular cloning

of the many viral isolates obtained thus far.

- Mechanisms of the immune dysfunction found in AIDS are being studied

at the genetic, viral, and pharmacologic levels; HTLV appears to be

the only known infectious agent which is detected at a high degree of

frequency in AIDS patients, and a lesser degree in lymphadenopathy

syndrome, and at a very low frequency in matched controlVhomosexual

populations.

Other

- NCI epidemiologists are conducting epidemiological studies of

immunological profiles of healthy homosexual men and profiles of

hemophiliacs with symptoms, as well as individuals with AIDS or

members of population groups at risk of developing AIDS. NCI staff

have studied individuals at risk in New York, Washington, D.C., and in

Denmark. An analysis of the epidemiology of HTLV incidence in Japan

and the Caribbean is being correlated with the distribution of HTLV in

lymphodenopathy and AIDS patients.
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Intramural AIDS Task Force

Because of the unique expertise in HTLV within the NCI, the Institute

established an in-house task force composed of a basic science, clinical,

and extramural staff. The intramural task force is responsible for

coordinating research efforts within the NCI and for maintaining close

collaboration with other interested national and international

scientists. Specific collaboration on the molecular biology of HTLV

involving nucleic acid and protein sequencing and synthesis is going on.

Recently the task force has expanded its efforts to include the Frederick

Cancer Research Facility (FCRF), research and support contracts. These

units have the unique ability and expertise in virus and lymphokine

production as well as a ready scale-up capacity.

Extramural Programs

The NCI has called upon a variety of resources in an effort to respond

quickly to AIDS. Mechanisms of response and support include grant,

cooperative agreement and contract awards, the development of specialized

Requests for Applications (RFAs), special workshops, the establishment of an

extramural working'group, and presentations to and discussions with the NCI's

advisory bodies. i.e., Boards of Scientific Advisors and the National Cancer

Advisory Board (NCAB).

Workshops and Presentations

- In September of 1981, shortly after the CDC first learned about AIDS,

the NCI sponsored a workshop on AIDS. NCI-supported scientists along

with NCI staff came together to discuss preliminary research leads and

discuss a coordinated course of research activities.
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- A workshop also was developed for the NCI's Division of Cancer

Treatment's Board of Scientific-Advisors.

- The NCI alerted the NCAB to the growing problem of AIDS early on and

has discussed its research directions at every subsequent board

meeting. Investigators from the CDC have discussed their findings with

the Board. The NCAB is closely following research related to AIDS and

has agreed to an accelerated review process for AIDS applications.

- Three meetings have taken place recently. One of these brought

together all the cooperative agreement grantees. Two meetings involved

a combination of NCI AIDS intramural task force staff and outside

federal and university scientists active in the area of retrovirus and

AIDS.

Extramural Awards

- In an'effort to respond quickly to this new public health problem, the

NCI awarded supplemental funding in September 1982 to encourage AIDS

research.

- An RFA entitled "Studies of Acquired Immunodeficiency Syndrome" was

developed, and cooperative agreement awards have been and continue to be

made as a result of this announcement. Studies being funded include:

s Epidemiologic studies designed to identify possible etiologic

factors in affected patients or in individuals with prodromal conditions;

e Basic research projects on etiology and pathophysiology. These

include studies in such areas as immunology, microbiology, virology,

toxicology, etc., and include studies of AIDS, Kaposi's sarcoma, and

allied conditions; and

e Innovative clinical treatment and prevention research protocols

which are linked to hypotheses of etiology.
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- To date, nine cooperative agreements have been funded, and the NCI will

continue to fund approved applications from the RFA. The review process

that led up to these and subsequent awards was substantially shortened at

all stages, with the NCAB participating in a mall ballot rather than wait

for a regular board meeting.

- The NCI continues to encourage investigator-initiated grant applications

and expedites the review of any applications related to AIDS that are

received.

- Contracts also have been employed to help in the AIDS research effort.

In general, contracts are used to support- laboratory and epidemiologic

studies.

Extramural Working Group

The NCI has formed an extramural working group which consists of all

NCI-funded grantees and includes NCI and other NIH staff with participation

from the CDC. This group meets regularly to discuss ongoing research and

share preliminary findings. This mechanism allows for a fast exchange of

information among investigators and obviates the need to wait for published

results. The NCI felt this type of information exchange would be essential

for a continued quick response to this public health emergency. Members of

the working group are included in the NCI's intramural task force enhance

coordination of research efforts.

National Heart, Lung, and Blood Institute (NHLBI)

NHLBI is primarily involved in two aspects of the AIDS problem: (1) in

regard to its responsibility for hemorrhagic disorders, such as the

hemophilias, NHLBI is concerned with the care and treatment of these patients

with blood and blood products; and (2) in regard to blood and blood products,

the Institute has a major concern for the safety of these products. It is
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under the latter rubric, blood safety, that efforts to identify carriers of

AIDS by means of various screening tests are being carried out.

Intramural Research

- NHLBI has established an intra-agency agreement with the CDC to

investigate possible changes in the immune system in patients with

hemophilia, sickle cell anemia, and Cooley's anemia, all of whom receive

numerous infusions of blood and blood products. Approximately 200

patients from New York are being studied.

- NHLBI also has an intra-agency agreement with the Clinical Center, NIH,

which will attempt to transmit AIDS to chimpanzees using plasma obtained

from patients with AIDS. If AIDS is caused by a transmissible agent,

using material from active cases anc injecting it into nonhuman primates

offers a good chance for identifying the agent.

- NHLBI sponsored a conference on the association of blood and

blood-product use with AIDS, March 15, 1983. The conference was attended

by 35 scientists, clinicians, and administrators to develop research

recommendations for the Institute.

- An intramural research project involves study of the immune system of

sickle cell anemia and Cooley's anemia patients who receive numerous

infusions of blood. Specific components on the surface of certain white

cells are being investigated as possible markers for changes in the

immune system of patients with AIDS.

- With the co-sponsorship of the NCI and the NIAID, the NHLBI will hold a

NIH Research Workshop on the Epidemiology of AIDS in September 1983.

This meeting will focus on the relationship of various factors that

determine the frequency and distribution of AIDS in the community.

26-097 0-83--21
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- A meeting of the Inter-Agency Technical Comaittee on Heart. Blood Vessel,

Lung, and Blood Diseases and Resources focused on the current state of

knowledge regarding AIDS was held on May 4, 1983.

Extramural Programs

- On July 15, 1983, the NHLBI published an RFA to encourage investigators

to develop tests that can be used to rapidly, simply, and specifically

identify carriers of AIDS. Presently there is no laboratory test to

identify individuals who carry the disorder.

- The NHLBI will soon issue an RFP to solicit contract proposals for a

large scale prospective study on the association of blood and blood

products to AIDS. The RFP will be issued by the middle of August. The

work conducted under the contract will: (1) examine alterations in

imnune function among patients who receive many blood transfusions to

determine whether these alterations bear any relationship to the

development of AIDS; (2) compare post-transfusion changes among

populations receiving many blood transfusions (patients with sickle cell

anemia, Thalassemia, and those undergoing treatment for trauma) with the

incidence of the alterations among control groups; and (3) establish a

blood serum and blood cell repository that can be used in future research

efforts in AIDS.

- NLBI is supporting a research project grant to study, prospectively,

changes In the imune system in patients with hemophilia. This project

will provide useful information concerning the natural history of immune

disturbances observed in hemophiliacs.

- Researchers in two program project grants are studying the possible link

between blood product use and AIDS. These studies focus on genetic and

immunologic factors that may contribute to the development of AIDS.
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National Institute of Neurological and Communicative Disorders and Stroke

(NINCDS)

The NINCDS is involved in a number of Intramural projects, including

investigations on the interaction between viruses and the host immune system

to examine mechanisms of protection as well as disease production in the case

of acute or chronic infections of the cerebral nervous system. The NINCDS is

also involved in a collaborative effort with the California Primate Center to

study Simian Acquired Immune Deficiency Syndrome (SAIDS), a disease in Macaque

monkeys similar to humans. This disease has been transmitted in the

laboratory, but the etiological agent has not been identified. In addition,

Institute staff are seeing patients admitted by the NCI and the NIAID at the

NIH to study the deterioration of neurological functions in patients with AIDS.

Food and Drug Administration (FDA)

FDA's efforts have been focused in two areas: 1) the safety of blood and

blood products with regard to infectious agents transmissible through these

products; and 2) research directed toward elucidating the etiology of AIDS.

With respect to the first of these efforts, the work of the FDA has centered

on issues of blood collection, processing, and use while coordinating with

various blood service organizations. FDA has issued guidelines to blood

collection centers on the prevention of AIDS through the screening of donors

at increased risk. FDA is also working with blood product manufacturers in an

evaluation of methods which might be applied to clotting factor concentrates

to increase the safety of their use. In collaboration with scientists at the

CDC, 200 separate lots of clotting factor concentrates prepared by the four

major U.S. manufacturers were assayed for virus contamination. The results of

these studies were negative.
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Research has also been performed in the FDA regarding the etiology,

pathogenesis and treatment of AIDS. Studies pertaining to the etiology of

AIDS have been directed towards studying the significance of herpes viruses in

these patients. Through these studies it has been found that two herpes

viruses, cytomegalovirus and Epstein-Barr virus, are extremely common in AIDS

patients and are frequently associated with Kaposi's sarcoma. These results

are the basis for current efforts to determine whether the associations are in

any way indicative of an etiological role for one or both of these viruses.

Studies of the pathogenesis of AIDS have been designed to determine what

the abnormality of the immune system is that causes patients to be susceptible

to opportunistic infections. These studies have demonstrated that AIDS

patients are susceptible to opportunistic infections, at least in part if not

totally, as a result of an arrest in maturation of immune cells. This defect

can be corrected in vitro b treating cells from AIDS patients with a

lymphokine, interleukin 2. The cause of this maturation arrest is under

investigation.

Studies of treatment of AIDS patients have involved close collaboration

in clinical studies being performed at the NIH. The FDA has done substantial

testing to evaluate the effects of experimental treatments on the immune

systems of the patients.

The future directions of these research programs will be to continue to

pursue the leads that have been developed in each of these studies. These

studies will be extended to individuals in high risk groups. In addition, as

clues are developed from basic research on the etiology and imunology,

laboratory tests which detect abnormalities vhich are specific for AIDS will

be pursued as possible screening tests. Plans are under development now to

begin experimental application of one such test.
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FDA has made a special effort to maintain a broad dialogue with the

scientific and manufacturing community and with the various organizations of

the blood service complex. To this end a series of workshops have been held

involving the Blood and Blood Products Advisory Committee, the Office of

Biologics staff, outside expect consultants, the manufacturers, and

representatives of the American National Red Cross, the Council of Community

Blood Centers, the American Association of Blood Banks, the American Blood

Resources Association, and the National Hemophilia Foundation.

At its July 19 meeting, FDA's Blood Products Advisory Committee discussed

the safety of plasma derivatives. This is of concern because hemophiliac

patients require treatment with a product, antihemophiliac factor (AHF),

derived from plasma which is pooled from thousands of donors. However, I

would emphasize that the'risk of transmitting AIDS to an individual

hemophiliac from a special lot of AHF Is very small, if it exists at all. The

Comittee recommended that no regulatory requirements regarding the recall or

destruction of lots of AHF, which may contain plasma from an AIDS donor, be

developed but that any cases that are identified be examined individually. In

reaching such a conclusion, a nuater of variables must be considered such as:

the degree of specificity of the diagnosis, the time of onset of symptoms in

relation to the time of donation, the potential effect upon the immediate

supply of AHF and the long-term production of this essential plasma

derivative. Let me emphasize that the health of the individual hemophiliac.

patient will be a continuing concern for the PHS.

Additionally, through these collaborative-efforts, progress in developing

new procedures for increasing the safety of clotting factor concentrates have

been accelerated. One such product is currently available and others are at a

late stage of development. This ongoing cooperative effort will continue to
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monitor the nation's blood supply in attemts to insure maximum safety and at

the sam time maintain adequate supplies of blood and blood products.

Alcohol, Drug, and Mental Health Administration (ADAIMA)

Seventeen percent of all AIDS cases are intravenous (IV) drug abusers.

ADAMHA's National Institute for Drug Abuse (NIDA) is undertaking several

investigations to study AIDS in drug abusers,. A technical review to examine

issues surrounding risk factors related to drug abuse was convened on July 25,

1983. Epidemiological investigations will include case-control studies of IV

drug abusers, studies of children of IV drug abusers, and studies of potential

synergy between homosexual lifestyle and drug abuse in predisposing to AIDS.

Laboratory investigators will study the effect of abused drugs on the immune

system. In addition, NIDA is developing programs for staff education at drug

treatment centers and assisting with distribution of PHS materials.

The'National Institute of Mental Health (NIM4) held a research planning

workshop on August 1, 1983 to address the mental health aspects of AIDS.

Research will be encouraged in several areas: (1) the effects of stress on the

immune system; (2) the psychological effects of AIDS on high risk groups; (3)

how to meet the psychological and emotional needs of AIDS patients; (4)

anxiety in health care workers; and (5) the role of community and family in

providing emotional support. A workshop to address the emotional concerns and

support needs of AIDS patients, relatives, and health care providers will be

held on August 3, 1983.

Non-governmental Organizations

It is imortant to recognize that a nuer of non-governmental

organizations have worked with Public Health Service agencies in planning

studies of AIDS or in making recomendations for AIDS prevention. These

organizations include, am others:



323

I. Public and private medical centers providing care for AIDS patients

and/or conducting scientific studies of AIDS.

2. City, county, and State Health Departments;

3. The Conference of State and Territorial Epidemiologists;

4. The Association of State and Territorial Health Officers;

5. The American Association of Physicians for Human Rights4

6. The National Gay Task Force;

7. The Association of Haitian Physicians Abroad;

8. The National Hemophilia Foundation;

9. The American Red Cross;

10. The American Association of Blood Banks;

11. The Council of Community Blood Centers;

12. The American Blood Commission

13. The National Funeral Directors Association;

14. American Fedcration of State, County, and Municipal Employees;

15. The American Public Health Association.

Mr. Chairman, Let me assure you that we are making every effort to

cooperate and assist you in meeting the subcommittee's responsibilities in a

manner which does not violate the confidence placed in us by patients,

physicians, and State and local health officials.

I appreciate the opportunity to present the PHS story on our AIDS efforts

to the members of this subcommittee. A continuing commitment of all our

energies is required and pledged to eliminate the suffering and death caused

by this problem.

My colleagues and I shall be glad to respond to any questions which you

or other members of the subcommittee may have.

Thank you.
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ACQUIRED IMMUNODEFICIENCY SYNDROME (AIDS) CASES
REPORTED TO CDCj BY STATES-UNITED STATES,

JULY 26, 1983
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Figure 2

CASES OF ACQUIRED
IMMUNODEFICIENCY SYNDROME (AIDS)

BY QUARTER OF REPORT
SECOND QUARTER 1981 - SECOND QUARTER 1983
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FIGURE 3

OVERLAP OF GROUPS AT INCREASED RISK FOR AIDS
UNITEDeSTATES, JULY 26, 1983
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Mr. WEISS. Thank you very much, Dr. Brandt.
Let me state at the outset, before any questions are asked, that I

have been impressed with the high regard with which you and
your colleagues are held by people in the profession and the com-
munities in which you have dealt, even through this particular
crisis and epidemic. So I want you to understand that none of our
questions are directed at you personally by way of questioning or
attacking your professional capacity or professional integrity. This
goes for all of you.

At the outset, let me address the issue that I had raised before
you began to testify, because we have a limited time for a hearing
today: We will have other hearings later on. But I do want to try to
resolve the open question of access. I understand that we have had
some developments within the last day or so.

Let me address you, Dr. Foege, in this regard. I know of your
concern for the confidentiality of patients' names and information
about them. We share that. And indeed we have tried to make
clear from the very beginning that we not only are not interested
in seeing those names ourselves, but we question whether in fact
CDC ought -to have those names. I gather that you are now moving
in that direction from the testimony that was just given; that is,
you are not requesting the names to be sent on to CDC.

We have, within the last week, forwarded to you a proposal
whereby it would be absolutely clear, no matter what the rights of
the subcommittee are-as a matter of constitutional and legal
right, we have the right to see files in their entirety, including
names-that none of our staff and none of the members of the sub-
committee would get to see any of the names of AIDS patients.
There was an eight-step procedure that we submitted to you.

I wonder if you would tell us what your reaction is to that pro-
nosal and how we will proceed as we go on to the question of confi-
dentiality?

Dr. FOEGE. Thank you, Mr. Chairman.
I think the proposal made last week is a great step forward. I

think it is unfortunate that we have had this difference of opinion.
With your permission, I think it might be useful if we would in-
clude for the record the correspondence that we have had between
you and myself and other members of the Department on this.

Mr. WEISS. Without objection, that correspondence will in fact be
included in the record.

[The information follows:]
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May 12, 1983

The Honorable Margaret N. Heckler
Secretary
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Madam Secretary:

I am writing to request your assistance in obtaining certain information
from the Center for Disease Control (CDC) in Atlanta, Georgia.

Specifically, I am requesting that the CDC provide to subcommittee staff
full access to all Center personnel and to all documentation reposited in the
files of the Center.

As you may be aware, a member of my subcommittee staff is currently
visiting the CDC In Atlanta for the purpose of gathering information and
documentation pertaining to the Center's research into the cause and treatment
of Acquired Immuno-Deficiency Syndrome (AIDS). As she has encountered great
difficulty in obtaining the cooperation of CDC manaQement, I would very much
appreciate your informing the agency of its responsibility and obligation to
the Congress in responding to oversight inquiry.

I trust that future visits by staff will be accommodated in appropriate

and responsive fashion.

Thank you for your cooperation in this matter.

Since ly,

DC ID-. D I2IIa-r-ZZ
TED WE ISS DATE: -MAY 400
Chairman corrempodnaeUnit$~ 00

Ext . 3322
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The Honorable Ted Weiss
Chairman, Intergovernmental Relations

and Human Resources Subcommittee
of the Committee on Government Operations

House of Representatives
Washington, D.C. 20515

Dear Mr. Chairman:

Thank you for your letter requesting assistance in
obtaining certain information from the Centers for Disease
Control. I want to assure you that we will cooperate fully
-with your staff in providing them access to appropriate
personnel of CD and to any documents that may be necessary
or relevant to your oversight inquiry.

It is my intent to affirm and support, as we have in
the past, policies and procedures which will provide all of
the information you dosirp and request in a manner that will
be the least disruptive to the important ongoing work and
mission of the Department.

I'm sure you will agree "hat an orderly and organized
process will facilitate the exchange of information between
our staffs.

With respect to the individuals whom your staff desires
to interview, we will need some advance notice from you of
the names of the employees so that schedules nay be arranged
in a mutually convenient manner and tiney may be apprised of
their responsibility to cooperate with your staff and of
their individual rights. If your staff is going to be
visiting an office at a particular time, advance notice of
that visit will cable us to rearrange schedules accordingly
in order to make available all of those individuals whom you
desire to interview.

With respect to documents which you may wish to review
and/or duplicate, I would ask that you give us advance
notice of the subject matter of your inquiry and the category
of documents or files to which you would like to have access
in order that we can arrange to have those files available
and to determine that they contain no information (such as
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trade secrets, patient specific material or grand jury
informtion) to which access would be restricted by law.

I am sure you appreciate the need for the fair and
orderly process I , ve outlined. In this way, we can both
be assured th we are carrying out our respective responsi-
bilities manner that is productive, meets the needs of
the S mmittee, mlnimizes disruption of agency work and is
i e public interest.

I have asked the Assistant Secretary for Legislation,
Hr. Thomas R. Donnelly, Jr. to assist you In making
particular arrangements as outlined above. If you or your
staff have particular problems that are not addressed above,
Hr. Donnelly will be pleased to meet with you or your staff
to work out any necessary arrangements.

Sincerely,

Margaret H. Heckler
Secretary

-V .O TELE00FIEP -1j,5;13- S-W;jk):jL-1
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The ' a. ble Margaret X. Heckler
Secretary
Department of Health and Human Services
2MOp3ependence Avenue, S.W.
Washinguon, D.C. 20201

bear Madam Secretaryt

2%aak you for your letter of May 12. I appreciate your.
raiteretiag the Department's intention to cooperate fully with the

ubciomttee in the performance of its overaiqht responsibilities and
sh..vo your desire to maintain the orderly and organized process of

.Au.mA ght investigations which this subcommittee has traditionally
foiloeced

- Is the past the subcommittee has enjoyed excellent cooperation
from the Department and its personnel. Until recently, we have
experienced little difficulty in obtaining the information necessary
for the subcommittee's work. Unfortunately, tAis has not been the
experience over the past few weeks, when our investigators have

encountered tactics 'at the Food and Drug Administration, the Center
for Disease Control, and numerous institutes within NIH. which have
seriously impeded our oversight work.* ,'. . . ..

With r-espect twn the proposed procedure set forth. in your letter,'
I appreciate the need to 'inimize disruption of agency. personnel,
wbile -at the *sane time assuring complete and independent congressional
review of Department programs and regulatory activities. In the past,
It has been our.practice to give advance notice of our visits whenever
possible, and I welcome your assistance in the scheduling of those
Interviews. However, there are circumstances which do not lend

" themselves to pre-notification when our investigators must contact
specific personnel directly to arrange appointments at a mutually

. convenient time. To the best of my knowledge, no case of unreasonable
interference was ever brought to the attention of this Aubcommittee
while following that procedure. . %.
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3 also" appreciate, your suIJno.tior. that Acpartmant staff bt
apprised of 'their responsibility to cooperate with Congressional
Investigators .nMd of their rights. As in the past, Ve Vwii continue to

• apprise executive personnel that the Rules of the House periit them to
have personal "legal 'vosel in attendance during interviews or during
sippearanL-s before the subcommittee to give testony. "The potential
chlling effect, bowevez, of pe-itting the.presence of other third

• parties Gring, oversight intervievws is one which we cannot condone.

* With respect to our review of agency files, it han been and will
cotinue to' be the practice of this su ittee to apprise various
a9enies-of otr Intention to visit anIdevie files whenever possible,
as well as to advise them of the general subject matter of our
inquiry. However, I am sure that yo vavJ,1A)gree that it would be
ifapprqowate 'to require advance notice of the- specific matter or.
docents as a pre-condition to the ]Department's release of the files
*or that materials purportedly containing trade secrets, patient
specific material or grand jury information be. expunged prior, to our
examnation.

..r

.Zlook forward to your cotinuing cooperation.

Since ly.TE ES
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May 17, 1983

Dr. William H. Foege c)
Director
Centers for Disease Control
1600 Clifton Road, N.E.
Atlanta, Georgia 30333

Dear Dr. Foege:

I am extremely surprised and distressed to learn of the serious lack of
cooperation afforded my staff last week by CDC personnel.

As you know, Ms. Susan Steinmetz traveled to Atlanta at my direction to
gather information and documentation pertaining to the CDC's research into
the cause, treatment, and prevention of Acquired Immune Deficiency Syndrome.
This followed numerous telephone communications the previous week to advise
you and other agency personnel of our planned activities. Unfortunately,
the continued refusal of CDC officials to grant my staff full access to
personnel and documentation left me no alternative but to recall Ms. Steinmetz
to Washington without having obtained the information sought by this
subcommittee.

I am particularly disturbed by the procedures announced by Mr. Elvin Hilyer
and Mr. James Bloom which were clearly designed to limit Congressional access
to information and to interfere with the subcommittee's right and responsibility
to conduct thorough oversight review of the agency's activities. Specifically,
there is no justification whatsoever for: (1) CDC executive officers prohibiting
direct contact with CDC personnel regarding arranging appointments for interviews
that were mutually convenient; (2) restricting the questions prepared by
subcommittee investigators; (3) prohibiting CDC employees from discussing plans,
policies, or budget requests under development; and (4) requiring my staff to
interview public employees only under the surveillance of management supervisors.

It is particular outrageous that Mr. Hilyer attempted to instruct my
staff that her visit would be terminated on May 11 and that agency personnel
mould no longer be made available to speak to her.

CoC ID: D 10 q2.

DATE: N 1 s o;
Corrompondenoo Unit, OD
Ext. 3322

26-097 0-83 -22
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The agency's blatant attempt to disrupt Congressional oversight work
is a very serious matter. I sincerely hope that it will not be repeated.

TED WEISS
Chairman
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June 10, 1983 (also distributed in
HHS and PBS by Francie
dePeys ter)

Dr. Williar . Foeee
Director
Centers for Disease Control
1600 Clifton Road, N.E.
Atlanta, Georgia 30333

Dear Dr. Poege:

The subcosittee iv continuing an inqury into Federal p .y,
coordination, and preparedness for health emerqencies, especially in
light of out experience in the current AIDS crisis. As part of this
investigation, I am waiting to request that you submit to the
subcomittee the following information and documentation:

1. All uemoranda or letters and/or other documents which have been
circulated at CDC regarding the a-,.ss of Congressional subcoinitteas to
files and persor npl under your direction, whether or not these documents
were created by you or others in the Department.

2. A listing, by cate.3ory, sub-category and type, of all files and
documentation pertaining to AIDS research and surveillance projects
which are maintained by ycor office and by each of the offices and
laboratories within the CoC.

3. For each of the fiscal years 1981, 1982, 1983, and
1984-projected, please provide:

(a} a listing, by name and position, of all CDC personnel
assign, at CDC headquarters and in the field (designate location) to
work on AIDS s,eazch and surveillance (specify whether full or
part-time)s and

(b) for each of these individuals, a statement of his/her
function and responsibilities prior to and after having been assigned to
AIDS work.

4. For each of the fungIsr yeArr 1981, 1982, 1983, and
1984-projected, please provide:
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(a) a listing, and dates of initiatjc and termination, of all
AIDS activities at CX facilities (designate location)l and

(b) the proposed and actual funding for each of these
activities. Please provide all supporting documentation.

5. For each of the fiscal years 1981, 1982, 1983, and
1984-projected, please provide:

(a) a liting of each of the AIDS-related projects that has
been p'Oposed, but disapproved;

(b) the dates of proposal and disapproval;

(c) the reason(s) for disapproval;

(d) the identity of the proposer.

Please provide all supporting documentation.

6. Ycr each of the fiscal years 1981, 1982, 1983, and
1984-project.', please provide:

(a) a detailed breakdown of funds and positions transferred
from other CDC/HHS activities (please specify) to AIDS projects within
CDC; and

(bi a detailed breakdown of hirings of individuals from
ov' 4,e (of C X/HHS to specifically work on AIDS projects and the

to which these individual& were assigned.

. All documents relating to proposed CDC requests for additional
fvi. nq end positions for AIDS activities.

All docL.ments which illustrate CDC's role and involvement in
. .,at- n the response of the Public Healti Service to the AIDS

eAderic. Please include correspondence between CDC and NIH, FDA, and
the Assistart Secretary for Health, as well as minutes froe, meetings
wti:h involved CDC and other Federal agencies.

I would appreciate receiving your respcnte to this pr!ilinary
request, at your earliest convenience, by July 1, 1983. So as to
facilitate expeditious transrit,;l, please .roviih the information and
documentation on an incremental basis.

Thank you for your cooperation.

Sincere,,

TED WEISS
Chairman
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JUN 1 '7 1983 EYES ONLY
he Hororable Ted Weiss

Chairman, Interoverrmental Relations and
Human Resources Subccuvittee

U.S. House of Representatives
Washirton, D.C. 2051-

Dear Mr. aixmian

This is in response to your letters of Kay 17 and June 10 to Dr. William H.
Foege, Director of the Centers for Disease Control (CDC), regarding the visit
to CD of Ms. Susan Steinmetz of your staff, and your subsequent written
request for Information and documentation.

As we were in the process of responding to your earlier letter to Dr. Foege,
we received the latter one requesting comprehensive information on Acqiired
Immn Deficiency Syndrtae (AIRS) from CD. Agency personnel, including
scientists involved in researd on AICS, am currently undertakirg the
extensive effort necessary to co-mpile the douxentation that you have
requested. I must point out that tho primary responsibility of these CDC
personnel is, and should continue to be, to combat AIDS. We will begin to
submit materials as rapidly is possible. However, we cannot meet the July '
deadline with all materials without inordinately diverting CDC staff,
currently working on laboratory and other investigations on AIS, from their
primary duties. I am sure you will agree that this would not be in the public
interest.

We sincerely regret that during her visit, Ms. Steinmetz s cred to perceive
CDC personnel as unresponsive to her needs as a Subcanmittee investigator.
To my knowledge, CD made numerous efforts to acconirodate Ms. Steiietz's
schedule. As you may know, these efforts were canplicated by previous CDC
staff commitments related to a full day scientific fmting on AXIS and blood
products previously arraged for 7bur-;day, May 12.

As you know, Secretary Heckler's policier. rLjdnirjq the DepdrUnrunt's
procedures for cooperating with Congre!ssional oversight investigations have.
been oet forth in her letter to you of May 12. O and all its personnel are
prepared to carry out the spirit and intent ot the'Secretary's letter.

The objectives of this Depatntmt and ycr Sub.'uunitLt- are the same. I
thoroughly rugret any misumr nAtadli,.; wirh uu.my exist rtqardinj your staff's
visit to CDC. Our 6.sire is to work cijt a, sudi mi;uiwdktstardirqs so that
you can obtain the information you niAd to carry cxut your Congressional
responsibilities in a manner which is lexqt di.r;upt ive of the rkpartent's
ongoing work.

, Ris.t i
As sistant. St.Cretary fo r.lislation
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JUN 2 4 1%3

The Honorable Ted Weiss
Chairman, Subcommittee on Intergovernmental

Relations and Human Resources, Committee
on Government Operations

House of Representatives
Washington, D.C. 20515

Dear Mr. Weiss:

The information on Acquired Immune Deficiency Syndrome (AIDS) requested
in your letter of June 10 is being forwarded in incremental packages as
the information and supporting documentation are collected. The packages
will be tabbed in reference to the questions in your letter.

The enclosed package contains tabbed material as follows:

Question I. - complete information
Question 7. - complete information
Question 8. - partial information, remainder later.

Subsequent increments will be supplied in like fashion.

Sincerely yours,

William H. Foege, M.D.
Assistant Surgeon General
Director

Enclosure
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JUL 1183

The Honorable Ted Weiss
Chairman, Subcommittee on Intergovernmontal

Relations and Human Resources
Committee on Government Operations
House of Representatives
Washington, D.C. 20515

Dear Hr. Weiss:

The enclosed material is tre second Incremental package providing the
information on Acquired immune Deficiency Syndrome (AIDS) requested In your
letter of June 10.

The enclosed package contains tabbed material as follows:

Question 6. (b) - complete Information
Question & - additional information, completing this item.

The previous package contained tabbed material as follows:

Question 1. - complete information
Question 7. - complete information
Question 8. - partial information.

Subsequent increments will be supplied in like fashion.

Sincerely yours,

William H. Foege, M.D.
Assistant Surgeon General
Direc to r

Enclosure



340

JUL 18

The Honorable Ted Weiss
Chairman, Subcomittee on Intergovernmental

Relations and Human Resources
Committee on Government Operations
House of Representatives
Washington, D.C. 20515

Dear Hr. Weiss:

The enclosed material is the third and final incremental package providing the
information on Acquired Immune Deficiency Syndrome (AIDS) requested in your
letter of June 10.

The enclosed package contains tabbed material as follows:

Question 2.
Question 3.
Question 4.
Question 5.
Question 6(a).

- complete information
- complete information
- complete information
- complete information
- complete information.

Sincerely yours,

William H. Foege,
Assistant Surgeon
Director

I-4
General

Enclosure
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Question 1. All memoranda or letters and/or other documsnts vhich have been circulated
at CDC regarding the access of Congressional subcomttees to fIles and
personnel under your direction, whether or not these docents were created
by you or others in the Department.

Included in this Tab are the following documnts:

May 24, 1983

Kay 20, 1983

Kay 17, 1983

May 12, 1983

April 29, 1983

November 4, 1982

July 28, 1982

June 15, 1982

March 13, 1980

February 28, 1980

August 30, 1979

June 22, 1979

March 15, 1979

Memo from Dr. Brandt to PHS Agency Heads, OASH Staff Office Directors
Re: Congressional Inquiries

Memo from Anthony L. Itteilag to OPDIV Executive Officers
Is: OHS Clearance of Budgetary Information for Congressional

CoNi ttee s

Letter from Mr. Weiss to Secretary Heckler

Letter from Secretary Heckler to Mr. Weiss

Memo from Secretary Heckler to Operating Divisions/Staff Divisions,
Regional Directors
Re: Congressional Activities

Moo from President Reagan to Heads of Executive Departments and
Agencies
Re: Procedures Governing Responses to Congressional Requests for

Information

General Administration Manual Issuance
Re: Disclosure of Individually Identified Records to the Congress

Correspondence Handbook, Chapter CDC 1.2 & Illustrations
Re: Congressional and Other Controlled Correspondence

Memo vith ettachment from Dr. Foege to Directors,
Bureaus/Institutes/Of fices
Re: Commnications with Congreessen

Memo with attachment from Charles Miller to PHS Agency Beads, Deputy
Assistant Secretaries for Health, Staff Office Directors
Re: Congres6ional orrespondence

Memo with attacmluent from Dr. Fose to All Bureau/Institute/Office
Directors
Res Commnications vith Members of Congress and Staff

Memo with sttachment from Dr. Foege to All CDC Supervisors (to Branch
level)
Re: Commnications on New Legislation

Memo with attachnt from Dr. Foege to All Bureau/Office/Institute
Directors
Re: Congressional Contacts
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Question 2. A listing, by category, sub-category and type, of all files and
documentation pertaining to AIDS research and surveillance
projects which are maintained by your office and by each of the
offices and laboratories within the CDC.

Included in this Tab is the following document:

A listLng of all files maintained at CDC which pertain to AIDS.



343

Question 3. For each of the fiscal year* 1981, 1982, 1983, and
1984-projected, please provides

(a) a listing, by am and position, of .11 CDC personnel
assigned at CDC beadquarters and in the field
(designate location) to work on AIDS research and
surveillance (specify whether full or part-tim); and

(b) for each of these Individuals, a statement of his/her
function and responsibilities prior to and after
having been assigned to AIDS work.

Included" in this Tab is the following documnts

A listing of CDC Employees Assigned to Work on Aids
Fiscal Years 81, 82, 83, 4 84
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Question 4. For each of the fiscal years 1981, 1982, 1983, and
1984-projected, please provide:

(a) a listing, and dates of initiation and termination, of
all AIDS activities at CDC facilities (designate
location); and

(b) the proposed and actual funding for each of these
activities. Please provide all supporting
documentation.

Included in this Tab are the tolloving documents:

Summary of AIDS Activities
Supporting DocLmentation

Epidealological Investigations
Surveillance
Laboratory Investigations*
Technology Transfer/Information Dissemination

Bibliography of CDC Published and Proposed Journal Articles

*Description of nitrite inhalent study by NIOSH not
included. This information will be supplied when available.

I p- 9
Ar,
pagg
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Question 5. For each of the fiscal years 1981. 1982, 1983, and
1984-projected, please provide:

(a) a listing oi each of the AIDS-related projects that

has been proposed, but disapproved;

(b) the dates of proposal and disapproval;

(c) the reasons) for disapproval;

(d) the identity of the proposer.

Please provide all supporting documentetions.

Included in this Tab are the following documents:

Statent concerning projects
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Question 6(a). For each of the fiscal years 1981, 1982, 1983, and
1984-projected, please provide:

(a) a detailed breakdown of funds and positions
transferred from other CDC/RHS activities (please
specify) to AIDS projects within CDC.

Included in this Tab are the following docents:

Counts concerning listing
Listing of positions and funds transferred from other

CDC/HHS activities to AIDS projects within CDC
Backup Information on CDC AIDS Resources
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Question 6. For each of the fiscal years 1981, 1982, 1983, and
1984-projected, please provide:

(b) a detailed breakdown of hirings of Individuals from outside of
CDC/HHS to specifically work on AIDS projects and the projects
to which these individuals were assigned.

Included in this Tab are the following docuisents:

Explanation of listing

Listing of individuals hired outside of CDC/HBS to
specifically work on AIDS projects
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Question 7. All documents relating to proposed CDC requests for additional
funding and positions for AIDS activities.

Included in this'TAB are the following documents:

Centers for Disease Control - AID Funding History

Centers for Disease Control - Legionnaires' Disease, Toxic Shock
Syndrome, and Acquired Imune Deficiency Syndrome (obligations in
thousands)

Supplemental Appropriations Bill, 1982

DUHS PHS AIDS - Effect of House and Senate Action, FY 1983
Supplemental Request (HF, SC) June 1983

May 20, 1983 Letter from Thomas R. Donnelly to Mr. Gar Kaganowich
with attachments - Amendment to House Full Committee Print of
FY 1983 Supplemental Appropriation Sill and Draft Report Language

May 18, 1983 Letter from Dr. Brandt to Mr. Matcher with Current
Level Funding, May 12 Update on AIDS, and Report on AIDS
Additional FY 1983 Activities (in priority order)
Note: Dr. Brandt's letter and attachments were inserted in the
Congressional Record - House, May 25, 1983, beginning on page
H 3337.

May 13, 1983 Memo with attachments from Dr. Foege to Assistant
Secretary for Health, Re: Additional AIDS Resource Needs

May 13, 1983 Memo with attachments from Dr. Brandt to Assistant
Secretary for Management and Budget, Re: Additional AIDS
Resource Needs

May 9, 1983 letter from Mr. Matcher to Dr. Brandt

FY 1984 OMB Submission

FY 1984 Appropriation Hcaring - Dr. Foege's Opening Statement

FY 1984 Congressional Submission

Information from Supporting Data Book-FY 1984 Congressional
Hearings

1984 Budget Appeal

Report to Congress, 6/15/83

Questions and Answers Provided at the Request of the House
Appropriation Subcommittee as a Result of the FY 1984
Appropriation Hearings

Questions and Answers Proviled at the Request of the Senate
Appropriation Subcommittee as a Result of the FY 1984
Appropriation Hearings
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Queston 8 All documents which illustrate CDC's role and Involvement
in coordinating the response of the Public Health Service
to the AIDS epidemic. Please include correspondence
between CDC and NIH, FDA, and the Assistant Secretary for
Health, as well as minutes from meetings which involved CDC
and other Federal agencies.

Included in this Tab are the following documents:

June 17, 1983 Memo from the Assistant Secretary for Health to Director
CDC, Director NIH, and Commissioner, FDA
Re: Coordinating AIDS Policy

June 15, 1983 Progress Report to the House Appropriations Committee en
Acquired Immune Deficiency Syndrome

June 10, 1983 Memo from Chairperson, Public Health Service (PHS)
Executive Comittee on Acquired Immune Deficiency Syndrome
(AIDS) to the Assistant Secretary for Health
Re: Biweekly Report on the Status of AIDS - INFORMATION

June 8, 1983 Memo from the Assistant Secretary for Health to Assistant
Director for Public Health Practice, CDC/PHS
Re: Congressional Report on AIDS

June 2, 1983 Memo from Assistant Director for Public Health Practice,
CDC, to the Assistant Secretary for Health
Re: Proposed Advisory Committee on Acquired Immune
Deficiency Syndrome (AIDS)

May 27, 1983 Memo from Assistant Director for Public Health Practice,
CDC, to Members of the PHS Executive Committee on AIDS
Re: Committee Comminications

May 27, 1983 PHS AIDS Executive Committee

Kay 23, 1983 Memo from the Assistant Secretary for Health ro PHS Agency
Heads, OASH Staff Office Directors
Re: AIDS Correspondence

May 17, 1983 Memo from Chairman, PHS AIDS Executive Committee to
Committee Members
Re: PHS AIDS Executive Committee Meeting

May 16, 1983 Memo from the Assistant Secretary for Health to Agency
Heads, PHS, Members, PHS AIDS Executive Committee
Re: PUS Acquired Immune Deficiency Syndrome (AIDS)
Executive Committee

May 16, 1983 Memo from the Assistant Secretary for Health to Members,
PUS AIDS Executive Committee
Re: Formal Constitution of PHS Acquired Immune Deficiency
Syndrome (AIDS) Executive Committee

February 25, 1983 Memo from the Director, Centers for Disease Control to the
Assistant Secretary for Health
Re: Prevention of the Acquired Immune Deficiency Syndrome
(AIDS)--ACTION

26-09 0-83--23
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Included in this Tab are the following docLuments:

June 27, 1983 Memo from the Chairperson, PHS Executive Comittee on AIDS,
to Assistant Secretary for Health, PHS (with attachments).
Re: Biweekly Report on the Status of Aids - INFORMATION

June 17, 1983 Memo from Assistant Secretary for Health to Agency Heads
and OASH Staff Offices.
Re: Acquired Immune Deficiency Syndrome

June 16, 1983 Note to Dr. Jeffrey Koplan from Assistant Secretary for
Health.
Re: Memo of June 9 - briefing on AIDS

June 15, 1983 Note to Dr. Koplan from Shellie Lengel, OPA, P1TS.
Re: AIDS fact stat dated June 13, 1983

June 14, 1983 lote to Dr. Koplan, Chairman, PHS Executive Committee on
AIDS, from Shellie Lengel.
Re: Draft leaflet for the public on AIDS

June 13, 1983 Memo from Assistant Secretary for Health to Director, NIH.
Re: NULBI Proposal to Form AIDS Expert Panel

June 6, 1983 Memo from Chairperson, PHS Executive Committee on A.'S, to
Assistant Secretary for Healt,.
Re: Biweekly Report on the Status of AIDS - INFORMATION

June 1, 1983 Note to Dr. Koplan from Jim Buchan, Office of Public
Affairs, PHS.
Re: Dr. Koplan's participation on AIDS in -he U.S.
Conference of Mayors on June 12, 1983, in Denver

May 27, 1983 Memo from AA.MH A AIDS Representative to Chairman, PHS AIDS
Executive Committee.
Re. AInMHA AIDS Activities

May 24, 1983 Statement on AIDS by Edward N. Brandt, Jr., M.D. (for
release).

May 23, 1983 Memo from Scientific Director, NIAID, NIH, to Dr. Robert
Gordon, Chairman, NIH Working Group on AIDS.
Re: AIDS Research Projects in the Intramural Programs of
NIH Institutes

May 19, 1983 Report prepared by the Food and Drug Administration:
"Current Research and Future Needs for Study of the
Acquired Immunodeficiency Syndrome (AIDS)."
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May 19, 1983 Weekly report from PDA on AIDS activities - to Chairperson
of PHS AIDS Executive Committee.

May 16, 1983 Memo from Director, National Institute of Allergy and
Infectious Diseases, NIH, to Assistant Secretary for Health.
Re: Summary of trip to Haiti on May 3-10, 1983, in regard
to AIDS - INFORMATION

May 12, 1983 Agenda and Attendees for Meeting of Outside Consultants on
the Association of AIDS with Blood and Blood Products

April 21, 1983

March 24, 1983

February 24, 1983

January 12, 1983

August 17, 1982

August 6, 1982

Memo from Dr. John Killen, Head, Medicine Section, CIB,
CTEP, OCT, NCI, NIH, to NIH staff.
Re: AIDS Extramrl Working Group Meeting, May 6, 1983

Memo from Director, Office of Biologics, National Center
for Drugs and Biologics, FDA, to All Licensed Manufacturers
of Plasma Derivatives.
Re: Source Material Used to Manufacture Certain Plasma
Derivatives
with enclosures listed below:

Memo from Director, Office of Biologics, FDA, to All
Establishments Collecting Human Blood for Transfusion.
Re: Recommndations to Decrease the Risk of
Transmitting AIDS from Blood Donors

Memo from Director, Office of Biologics, FDA, to All
Establishments Collecting Source Plasma (Human), (plus
attachments).
Re: Recommendations to Decrease the Risk of
Transmitting AIDS from Plasma Donors

Memo from Director, AIDS Activity
Re: Meeting with Dr. Coutinho & Professional Eascoal
The Netherlands - 3/22/83 w/2/11/83 ltr from Dr. Coutinho

Memo from Director, CDC, to Assistant Secretary for Health,
PHS.
Re: Summary Report on Workgroup to Identify Opportunities
for Prevention of AIDS, January 4, 1983

Memo from Assistant Secretary for Health to Director, CDC.
Re: Report of PBS Committee on AIDS

Memo from Director, CDC, to Assistant Secretary for Health.
Re: Open Meeting of the PBS Committee on Opportunistic
Infections in Patients with Hemophilia, July 27, 1982,
Washington, D.C. (summary report attachment)
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The accompanying table lists positions and funds transferred from other
CDC/HHS activities to AIDS projects within CDC in 1! 1981, 1982, and 1983.

In fiscal year 1984, it is anticipated that all personnel assigned full time
to AIDS work viii be permanently assigned to the AIDS project group in CID.

The activities of many other personnel who work in laboratory-related
positions (as evidenced in the response to question 3) were redirected to
place some priority on conducting laboratory investigations of AIDS. However,
these personnel were not transferred from their original organization to the

AIDS Activity.
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July 6. 1983

Dr. William H. Foege
Director
Centers for Disease Control
1600 Clifton Road, N.E.
Atlanta, Georgia 30333

Dear Dr. Foege:

This is to inform you that Mr. Martin Landry of the General Accounting
Office has been assigned to the staff of the Intergovernmental Relations
and Human Resources Subcommittee of the Corrittee on Government Operations.
He will assist the subcommittee in its continuing inquiry into the Federal
response to the AIDS epidemic and other health emergencies. Mr. Landry has
my full authorization to conduct investigations on behalf of this sub-
committee. I would very much appreciate your cooperation in providing
Mr. Landry with full access to any and all information, documentation, and
personnel requested.

Thank you for your cooperation in this matt.?r.

S incerely •D

TED WEISS
Chairman
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William II. Focqo, N1P.
Director
Centers for Di-.eIse Coit cPl
1600 Clifton Road, N.E.
Atlanta, Georgia 30333

Dear Dr. Foege:

It isgaia iQc, s eCS tc.s., t %*o r,j tr,ite the subcooomit tee s
position regarding the conduct of our oversight investigation at CDC.
It is unfortunate that you arc ',-ntinuing to dolay the subcommittee's
performance of its investigation irto the Fedorcl response to the AIDS
crisis.

First, s ' o know, there :s no legal basis tor denying the
subcorrittc a:c,.ss to files a i ,tjined it Ilc Center based either on
grounds cf "budget inforn.t i n, pol f .,, formation, or patient
confidentiality." With regard to pAtiort information, I reiterate
that the subcorittae has no interst ot intention of removing the
names of patients from CR files. however, we must maintain tho
ability to review those files directly. I am enclosing a proposed
procedure for file review rid CuL.jli1catiOn for the purpose of this
investigation only.

As I adizi,o hS %cretaty :i tmy May 17 letter, the Department
should feel fre to advise all Li irs employees of their right to have
persona] legal counsel in attndnr ¢o during interviews or during
appearant:cs bco.,Q the subcorvit toe to giv, testimony, and of their
right+ to decline interviews with congror.tzine] investigators, should
they so choose. Of course, the nzibc(crvitt,' would the have the right
to call such rrsons too for, th, . uht, t.VittCt, in Washington.
lPermitting the pivs.:itc or other third partit. during interviews could
h.sve a'serious clillirj uffcct on conqrpszinnal ,ver-xjht.

... JUL 18 83.
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I want to assure you that th,! sub, c:sittee's inquiry seeks to
determine that C'DC and other Federvi agencies are receiving adeoucte
Federal resources, in a coordinated manner, to meet this public health
crisis, and that the confidentiality oi AIS victims is hsisg
maintained.

The subcommittee does :rot intend to allow your lack of
cooperation, without legal or other justification, to interfere with
this critical oversight work.

Sincer Y

TED WEISS

Cha iz mar'

Enclosure
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F'ILF PLVWIW/DUPLICATION AT LIA"

I. Subcoomittet staff is to be permitted ro retrieve files from
wherever they are usually reposited (as I ong as there is no
interference or interruption of CDC business).

2. Staff will tab (paper clip) the materials sought for

duplication in increments (file-by-file) ior duplication--two
copies--one for the subcomeittee and one for CDC.

3. Subcommittee stAff will keep their ci-pit- 'f documents in a
lock-file cabinet provided by CPC while CDC personnel review its
identical copies for patient nae:s.

4. Those documents in which L'C finds patient names will be
duplicated (one copy) and CDC will r-dmet (blot out) the patient names
from this third copy.

5. CDC will provide the redacted copies to subcommittee staff
and will pull (under 3ubcom.ittee supervision) the unredacted
duplicates from the subcommittee staff's file cabinet for separate
storage in CDC files and for future refer'nee by subcommittee staff
(should the need arise).

Ir
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July 13, !19+2

William HI. Foegq., ,V.-L.
Director
Centers for Disease Control
1600 Clifton Pond,JE.-
Atlanta, Ceorgii 30333

Dear D:. Foeqe:

I am writing to invite y.,u t- j!er', ,naiy appear before btD
subcommittee on August 2 at '.00 p.m. in hearing room 2154 of thi,
Rayburn House Uffice Buildiny.

As you know, the subcom mitve has bec.1 L'XntIi.ng the respo nse of
the Public Health Service t,-, Acq,iirod Jiuiune Deficerocy Syndrome
(AIrS) . This public heat ulg 'il i Vde an uppo tunit for the
subcommittee to review public concerns .b0,ut AIDS and the Federal
response to the epidemic.

Will you please arrange tu have 52 copies of your prepared

statement delivered to the subc,,r'mnittoe off e by no Later than the
close of business on Frida Such adva nce submission
is required by the Committee Rules in order to give Lrmobers an
opportunity to study your statement in advance of the hearing. If
your prepared statement will require more than 10 minutes of oral
presentation, please be prepared to suminariz,_- it in approximately that
tirne. Your entire statement, rtqa d~td of its length, will be
included in the printed hearing record.

If you are unable to attend, I would appicciatc having your
office notify the subcommittee as soon as possible. A similar
invitation is being sent to Secretary IHeckler by a sep1adte letter.

I greatly appreciate your cooperation in this important matter.
If you have any questions concerning the eLaQing, please have your
staff call Susan Steinmetz at the sulcommittce office.

TED WEISr t nrrespondnOtiL It, 0

Chairman n ?, 22
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JUL 2 5 1983

The Honorable Ted Weiss
Chairman, Subcoamittee on Intergovernmental

Relations and Human Resources
Couittee on Government Operations

House of Representatives
Washington, D.C. 20515

Dear Mr. Weiss:

I an sorry that you believe we are delaying your investigation of the
acquired immune deficiency syndrome (AIDS). We are prepared to
provide you photocopies of all AIDS records with personal identifiers
removed. While this would require taking people from AIDS activities
temporarily, thereby interfering with our efforts to solve this des-
perate problem, we are more than willing to do so in order to assist
the Subcommittee in their work. The delay in developing a procedure
has been due to my need to verify specifically whether you are asking
to see the nameb of patients with AIDS.

We indicated to Mr. Landry, the GAO investigator assigned to your
Committee, that we were prepared to provide all information possible,
as we have always done with Congressional investigations. When
Mr. Landry told us in our initial meeting last week that you were
interested in all Information including identifiers and names, I
thought it necessary to obtain written documentation of your request.
Also, Mr. Landry indicated that he was instructed not to proceed even
though we offered to provide AIDS information pending resolution of
the access issue.

Your letter, with its attached procedural recommendations, makes it
clear that you do intend for your staff to see the names of patients
even though the documents which you would later receive would have the
names removed. I'm sure you can appreciate the confidentiality
difficulties inherent in such a procedure. We are concerned about
protecting the privacy of all individuals with AIDS, but prominent
public figures present a special problem if they are identified. It
would be difficult for any investigator to simply ignore or forget if
such an individual were included as a case.

As you may know, the investigation of AIDS is hampered by the concern
of patients, physicians, and local health authorities that names given
to CDC could not be safeguarded. Your request lends substance to that
concern. We are now working on a procedure which would preclude CDC's
receipt of names as part of its AIDS surveillance sysLem. All
documents would be identified by code. Such a procedure will
obviously extract a price in the efficiency and effectiveness of this
and subsequent investigations, but may be the only way to assure
accurate medical information is collected from patients who are
concerned about confidentialitv and exposure. Your request to see

'~~r'~ ~ .c~ ~ p
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names makes it clear that we will have to pay that price in order to
retain the cooperation of State and local health departments and
physicians and patients. In summary, our attempts to solve the
problem of AIDS will be markedly slowed by any requests for patient
identification data which will undermine the accuracy or availability
of future data collection.

In the meantime, I trust you will agree that there are also moral
factors involved in this instance that should transcend the legal
prerogatives of Congress or the Executive Branch. These patients are
already suffering under a burden of physical disintegration, social
ostracism, and an unknown future. I cannot add to their burden with
the possibility that they will be identified to a Congressional
office. I sincerely hope you will withdraw your request to see the
names and identifiers of AIDS patients.

My staff is already stretched to the limit in attempting to deal with
this epidemic. I hope we can develop a working procedure to provide
you with the information you require and at the same time minimize any
delays this might cause in solving the AIDS problem.

OMB Circular A-10, prohibits me from complying with your request for
certain budget information. Once again, let me offer full access to
all clinical and epidemiological information short of personal
identifications.

Sincerely yours,

William H. Foege, M.D.
Assistant Surgeon General
-Director
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William H. Foege, M.D. Noble
Director
Centers for Disease Control
1600 Clifton Road, N.E.
Atlanta, Georgia 30333

Dear Dr. Foeges

I am in receipt of your letter of July 25, 1983.

In my letter of July 15, 1983, I stated that "the subcommittee has no
interest or intention of removing the names of patients from CDC files.'

I am writing once again to emphatically state to you that the subcommittee,
in performing oversight investigation of the Centers for Disease Control (CDC),
has no wish, nor does it intend, to collect the names of patients who are
suffering from acquired i=une deficiency syndrome (AIDS).

However, this subcomittee is resolved to fulfill its directed respon-
sibility to conduct thorough and comprehensive oversight investigations into
the policy, procedure and practice of all Federal agencies and departments
that fall within the subcommittee's jurisdiction, including the CDC, so as
to determine program economy, efficiency and effectiveness. Further, it is
the practice of this subcommittee to conduct such investigations without disrupting
administration and program of the subject agency or department.

In order to allay your latest concern expressed in your July 25, 1983,
letter regarding subcommittee staff "seeing names and identifiers" of AIDS
patients, especially those of "prominent public figures,* I am offering the
following procedure for subcommittee staff review and duplication of CDC file
aterials t'

I. During performance of a file search, the subcommittee staff person
will be accompanied by a CDC staff person whenever necessary.

2. As the subcommittee staff person selects and retrieves file materials
(with the CDC staff person present) from wherever they are usually repositd
(as long as there is no interruption of CDC business), both the subcom.ittae
and CDC staff persons will take the files to a designated room or space nearby.
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3. The CDC staff person, in the presence of the subcommittee staff
person, will review each of the files to determine if any of the documentation
therein contain patient names and identifiers. Those that do contain patient
names and identifiers willi be removed from each of the files end numbered
consecutively on the face of each such document by the CDC staff person (in
the presence of the subcommittee staff person).

4. The balance of the records and documentation remaining in each of the
files (those not containing patient names and identifiers) will be turned over
immediately to the subcomLittee staff person for review and photocopyirng (if
the subcommittee staff person so chooses).

5. While the subcommittee staff person is reviewing the docuntation
and records that do not contain patient names and identifiers, the CX staff
person will take the consecutively numbered documents and records containing
patient names and identifiers and photocopy each of then (including all
attachments thereto).

6. The CDC staff person will take the photocopies and blot out all AIDS
patient names and identifiers.

7. The CDC staff person will photocopy each of the documents wherein
AIDS patient names have been blotted out, and will present these copies to
the stbcomm.ittee staff person for review and retention (if the subcommittee
staff person so chooses).

8. The CDC staff person will return the original and unredacted documents
and records to the appropriate files, and the CDC will retain the first photo-
copy of each of the documents and records wherein AIDS patients names were
blotted out.

I trust you will find this procedure to be acceptable, as it precludes
any possibility of subcommittee staff seeing AIDS patient names and identifiers
and as it requires the services of only one CD staff person to assist sub-
co rittee staff in collecting selected documentation and records in file
searches that are essential to the subcomittee's investigation.

Finally, I assume that "budget" issues raised in your July 25 letter will
be addressed during our meeting next week.

Sincere

TED W ISS
Chairman
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JUL 28 1983

The Honorable Ted Weiss
Chairman, Subcommsittee on Intergovernmental

Relations and Human Resources
Committee on Government Operations
House of Representatives
Washington, D.C. 20515

Desr Mr. Weiss:

The enclosed material is the fourth incremental package providing the
information on Acquired Immune Deficiency Syndrome (AIDS) requested in your
letter of June 10.

The enclosed package contains three items from our National Institute for
Occupational Safety and Health (NIOSH). These items are to be inserted under
Questions 2, 3, and 4, as indicated in the note attached to each.

This package completes the response to your letter of June 10.

Sincerely yours,

William H. Foege, M.D.
Assistant Surgeon General
Director

Enclosure
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AUG I 6 193

The Honorable Ted Weiss
Chairman, Subcommittee on Intergovernmental

Relations and Human Resources
Committee on Government Operations
House of Representatives
Washington, D.C. 20515

Dear Mr. Weiss:

This is in response to your letter of July 26 outlining a method for your
subcommittee staff person to review files of the Centers for Disease
Control without having access to names or other identifiers. Although
your proposal vill require considerable time of a person on our AIDS
staff to assist with the files, it is an acceptable procedure to maintain
confidentiality of personal identifying information in the files,
including secondary identifiers.

Sincerely yours,

William H. Foege, M.D.
Assistant Surgeon General
Director
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Dr. FOEGE. I think you have made it clear from the beginning
that you did not want the names of patients who had AIDS. The
discrepancy has been in the procedure which would have allowed
your staff to see the names but not have them. I think the proposal
you made last week corrects that problem, and I think we have
only minor differences now.

For instance, I think instead of talking about patient identifiers,
if we talk about person identifiers, so that if a record includes the
name of a contact of a case we will not have to provide that name.
I think with some slight changes that we can now reach an agree-
ment on how to proceed with the record search.

Mr. WEISS. Well, without again forgoing any of the constitutional
prerogatives of the Congress or of this subcommittee, I am sure
that we can indeed dispose of that as an issue.

I had occasion yesterday in the course of testimony from some of
our witnesses to note with some consternation that while you were
insisting on this unfounded concern about confidentiality as far as
Congress was involved, you were refusing to discuss the legitimate
concerns of confidentiality which the affected groups were trying to
raise with you. I found that sort of perplexing. But in any event, I
am pleased that we seem to have resolved that issue at this time.

Now, there are other-would you like to comment on that?
Dr. FOEGE. I really don't know what that charge is that was

made yesterday. I would like to know more about it, because I
think that we have worked extensively with the gay rights groups
to try to solve questions. So I don't know what that is about.

Mr. WEISS. Well, they don't believe so. They point to the fact that
CDC insisted on collecting names; that in some instances the rec-
ordkeeping and security of those names was so shoddy that names
were sent by mistake to the New York City Department of Health,
and so on.

If you like, I will get more specific information and send it to you
for your comment.

Dr. FOEGE. And I would be happy, Mr. Chairman, to talk about
our security procedures and how we have shared names, under
what circumstances, if you would like.

[Material referred to follows:]
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DEPARTMENT OF HEALTH A HUMAN SERVICES Public Healh Service
Cevntos fIo Di som Control

Memorandum
Date JulY 14, 1983

From Acting Chief, Surveillance Section, AIDS Activity

Subject Confidentiality of AIDS surveillance data Current system for collection and

protection of data

To TE RECORD

This memorandum outlines the legal authorities for collection of AIDS
surveillance data, protection from unauthorized disclosure of this data under
the Freedom of Information and Privacy Acts, and the precauLtons beig taken
by the AIDS Activity to protect sensitive personal information collected
through the AIDS surveillance system.

Data collected on the AIDS case report form
Data requested on the AIDS case report form used for surveillance Includes
name, date of birth, city and zip code, race/ethnic group, specific medical
conditions, and risk factors such as sexual orientation (and sex of partners),
use of drugs, country of family origin, and possible exposures or predisposing
factors. Information is also asked about laboratory data, hospital where
treated, end person reporting.

The following Information Is not requested: social security number (SSAN),
street address, telephone number, names or numbers of sexual contacts or
sexual practices.

Reportable diseases, surveillance by States, and renrtin8 to CDC
Each State or local health Jurisdiction Is responsible for dec dinS whether
AIDS (or any other disease or condition) will be reportable and the conditions
surrounding means of reporting. U a disease is reportable, physicians, and
frequently hospitals, are responsible for subitting a report regardless of
the wishes of the patient. This is considered to be a public health
responsibility and is not a breach of confidentiality or of the
patient-physician relationship. Consent from the patient Is not required for
reportable diseases. Reporting from local to State health departments is
established by State law. Reporting from the State health department to CDC
is voluntary and Is not mandated by statute or regulation. A State that has
collected surveillance data about a disease may share that Information with
CDC without informing the patient or obtaining further consent. Further
release of Information by the State, either voluntarily or in response to
request or subpoena, Is governed by applicable State lava and regulations.

Freedom of Information Act (FOIA)
FOIA provides for release of records from a Federal government agency to the
public on request. Specifically exempted from this disclosure, however, are
"personnel and medical files and similar files the disclosure of which would
constitute a clearly unwarranted invasion of personal privacy."

26-097 0-83---24
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This provision has been tested in court and has been upheld without disclosure
of personal or medical Information or general Information that would allow
identification of individuals. Examples of court cases based on this
principle include:

Rural HousinA Allovance v. United States Department of Agriculture, 498
F.2d 73 (D.C. Cir. 1974).

Wine Hobby USA Inc. v. United States Internal Revenue Service, q502 7.2d
133 (3rd Cir. 1974).

Rose v. Department of Air Force, 495 F.2d 261 (2nd Cir. 1974).

Moat recently, release by CDC of names of individuals reported with toxic
shock syndrome has been denied under court appeal.

Privacy Act
The Privacy Act prohibits the government from maintaining secret files about
individuals and provides means for an Individual to have access to his/her
records and to aend incorrect Information in the files. The CDC system of
files in which records of AIDS patients are maintained is the Epidemlologic
Studies and Surveillance of Disease Problems system, as described in the
Federal Register, vol. 47, no. 198, October 13, 1982, pages 45494-96, and
updated annually. This system provides that "Records may be disclosed to
Health Departments and other public health or cooperating medical authorities
in connection vith program evaluations and related collaborative efforts to
deal more effectively vith diseases and conditions of public health
significance." The system description further specifies the conditions under
which release of information is justified and the precautions to be taken.

Precautions to protect data at CDC include: "24-hour guard service in
buildings, locked buildings, locked rooms, personnel screening, locked
computer rooms and tape vaults, password protection of computerized records,
limited access to only authorized personnel, i.e., designated researchers,
epidemiologists, and their clerical staffs. Two or more of these safeguards
are used for all records covered by this system notice. The particular
safeguards used are selected as appropriate for the type of records covered by
each individual study or specific project. Departmental security guidelines
will be followed. For computerized records, safeguards are in accordance with
IIHS/ADP System Security Manual, Part 6. The safeguards described for
nonautomated records are in accordance with Chapter 45-13 in the General
Administration Manual, and the supplementary PHS chapter.
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Management of AIDS case report forms at CDC
States and cities submitting case reports of AIDS to the AIDS Activity have
been asked to mail the list of names and case numbers in a separate envelope
from the remainder of the case report data. We have requested that all
envelopes with patient date be clearly addressed to the Surveillance Section,
AIDS Activity. and be marked *To be opened by addressee ooly.' The envelopes
with the case reports are opened in Richard M. Selik's office where they are
processed and stored in locked file cabinets during non-working hours.
Dr. Selik's office is locked at all times he is not in the office.

After Dr. Selik has reviewed, classified, and logged In the cases, the reports
are hand carried in small batches by an AIDS Activity staff person to Ann
Rumph, statistical clerk, Statistical Services Branch, DVD, CID. Case reports
in this office are maintained in a locked file cabinet at all times they are
not being used directly. After the case date are entered on computer, the
case report forms are again hand carried by a staff person beck to Dr. Selik's
office here they are filed in the locked file cabinets by case report number.

Medical epidemiologists and staff members at CDC working on AIDS and vith a
legitimate reason for needing case reports or computer summaries of reports
have access to the file@ through Dr. Selik or another staff person in the
Surveillance Section authorized to grant such access. Persona using these
materials are requested to maintain them in strict confidence and to keep them
in an appropriate locked file or office.

Management of computerized AIDS case data at CDC
All computer access to AIDS case data is double password protected. Currently
only 5 staff people in the Statistical Servces Branch, DVD, CID, know the
password allowing direct access to AIDS case data. All have been informed
about the need for maintaining confidentiality of patient data and procedures
for guarding the data against unauthorized access or release.

Computer records of AIDS surveillance data are maintained on hard disk on the
ADABASI system. Backup tapes are prepared regularly according to Computer
Systems Office standard procedures; these tapes are stored in a secure area
according to standard procedures. Access to CDC's mainframe computer is also
carefully controlled.

Management of computer printouts and tabulations at CDC
Computer reports of summarized information without identifying data are
prepared and distributed to staff meabers weekly and at other intervals. A
single computerized line list of cases to also printed weekly and hand carried
by authorized Statistical Services Branch personnel directly to Dr. Selik.
Under current operating policy, this list isonot xeroxed or distributed to
other staff members on a regular basis; authorized persons at CDC working on
AIDS are able to obtain a copy of the line list as needed for a special
project from Dr. Salik. Persons with access to this list are notified of the
need to keep this and all materials with names or other personal identifiers
in a locked file or a locked office.
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Computer summaries of cases reported by individual States and selected local
health departments are prepared on a monthly basis by the Statistical Services
Branch and hand carried to Dr. Selik's office. Data reports to be mailed back
to the State and local health departments are prepared by AIDS staff members
who xerox, collate, and stuff envelopes directly. Printouts with case data
are stored in a locked office until sealed in envelopes addressed directly to
the State epidemiologist or designated indivusl to receive the material;
envelopes are marked "To be opened by addressee only.' Case report material
without patient names is sent in a separate envelope from the list of
patients.

Case materials, computer reports, and slailar information that say have
patient identifying information but that are no longer needed are stored in a
box in Dr. Selik's office until being taken directly for destruction. These
materials are not discarded through the standard trash disposal system.

Sharing of AIDS case data with States, public health or medical authorities
A suamary of ways in which AIDS case date (including computer lists or
sumearies of information) has been used or provided to States or other public
health or medical authorities will be summarized in a separate memorandum
titled Distribution and Use of AIDS Case List.

James R. Allen, M.D.

cc: James W. Curran, M.D.
Wilmoon Rushing
Richard M. Salik, M.D.
E. Thomas Stercher
Dennis J. Breguan, M.S.

Doc. 0358Q
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DEPARTMENT or HEALTH & HUMAN SERVICES PuWC Hwsttl Selic

4 Centers to( Dmee Controt

Memorandum

t July 19, 1983

Fwn Director, AIDS Activity

Subject Confidentiality of AIDS surveillance date: Proposed modification to case

report system to eliminate collection of patient names

To Director. Center for Infectious Disease

Within recent months the issue of confidentiality of AIDS surveillance data
has become Increasingly prominent, despite assurances by AIDS Activity
personnel that the names and other identifying Information about patients Is
protected from disclosure by a specific exemption of the Freedom of
Information Act and that data is collected, handled, and stored according to
guidelines for the Epidealologic Studies and Surveillance of Disease Problems
&mtin of records as required by the Privacy Act. The Centers for Disease
Control receive and use on a daily basis confidential data abou; patients with
a variety of diseases and conditions; the initial reports of patieto with
AIM were treated with the same precautions accorded other diseases in which
personal and medical information Is shared with CDC. As AIDS cases continued

.to be reported, the information received and used at CDC vas separated into
tMo classes: (1) Surveillance data, usually case reports.fro physicians,
bealth departments, and others that provided general information about the
case; information Included nae, birth date, sexual orientation, and use of
drugs. (2) Epidemiologic study data, usually specific, detailed, information
obtained through special studies or intensive case investigations; informed
consent from each patient was necessary to obtain this detailed information.
Measures to protect the security of the AIDS surveillance Information were
reviewed and tightened in early 1983.

In spring 1983 a formal AIDS case report form was distributed to State and
local health departments throughout the country and, with the exception of a
few cities/counties that had already established active surveillance programs,
Vrimnry responsibility for surveillance was transferred from passive date
collection at CDC to the State and local health departments. The question
about whether the name of a patient with AIDS should be included on the case
report fork was considered in a number of discussions with different groups.
Mhe primary arguments included: (a) Detecting and eliminating duplicate
reports from different reporting Jurisdictions (a real problem with AIDS since
the disease is prolonged and a patient often is hospitalized In multiple
ties and States); (b) tracking and updating disease and condition reports on
patients, including mortality reports, to more fully and accurately understand
the natural history of AIDS; (c) correlating laboratory specimens from
patisare and data fv-ou tests performed with case report Information, since
thseat ften are sent Independently to CDC; (d) conducting special studies that
require determining through itching whether a given individual has been
reported as having AIDS (examples include the study to determine whether
receipt of hepatitis I vaccine during the vaccine trials increased risk of
ADS, and studies to determine probability of AIDS being transmitted through
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blood transfusion). These arguments for collecting identifying Information
seemed cogent, and the decision was made to continue to include name end date
of birth on the case report form. This decision was reviewed again by CDC
program planning personnel and those responsible for clearance; the potential
for problems was recognized, but the Initial decision was accepted.

Coincident with the introduction of the AIDS case report form, several
individuals and groups raised questions about confidentiality and the case
report form, including the need for name or other identifying information, the
detail of the Information being reported, and the need for Informed consent
from the patient before a case could be reported. The importance of studying
AIDS was affirmed, but there vas disagreement about the need for identifying
Information. Part of the concern resulted from misinformation about data
being sought on the case report form and misunderstanding about the difference
between epidemlologic studies and surveillance-sad the data collected for
each. Members of the AIDS Activity met on several occasions with health
department officials In New York City and Washington, D.C., and with
representatives from the affected communities to listen to concerns about
confidentiality, to explain reasons for collecting the names of patients, and
to discuss measures being taken to protect the identity and confidentiality of
individuals. Simultaneous with the surfacing of the concerns about
confidentiality, we began receiving reports that some physicians treating
patients with AIDS were refusing to report cases or that they were submitting
incomplete or inaccurate Informstion, including aliases or pseudonyms.

Data collected on the AIDS case report form
Data currently requested on the AIDS case report form includes name of
patient, date of birth, city and county of residence at onset of illness,
race/ethnic group, specific medical conditions, and risk factors such as .
sexual orientation (and sex of partners), use of drugs, country of family
origin, and possible exposures or predisposing factors. Information Is also
asked about laboratory data, hospital where treated, and person reporting.

The following Information is not requested on case report forms for
surveillance: social security number (SSAN), street address, telephone
number, names or numbers of sexual contacts or sexual practices, specific
iLformation about drug use patterns.

Proposed modifications to the AIDS surveillance (case report) system
On July 18, 1983, David J. Sencer, M.D., In a dual role as Commissioner of
Uealth for New York City and as the representative from a group of health
comIssionera of large cities concerned about AIDS, met with representatives
of the Surveillance Section, AIDS Activity, to continue discussions about
confidentiality and concerns about reporting cnaes of AIDS patients. After
discussing alternative strategies, the following general position was proposed
that should allow the AIDS Activity to continue to monitor trend and patterns
to the occurrence of this disease and that Is satisfactory In principle to Dr.
Sencear. We propose to implement this system on a trial basis by July 25,
1983, and then to accept or modify it as soon as we determine how well the
system functions, problems with it, and the reaction of the State and
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Territorial epidemiologists and health officers. Target date for a final
decision Is August 31, 1983, with full implementation of the system by
September 30, 1983.

1. State and local health departments vilI continue to be the primary focus
for surveillance of AIDS. To perform this function efficiently, they need
to continue to obtain names and selected other identifying Information
about patients with AIDS. These health departments are urged to take all
necessary steps to protect the confidentiality of records and Information
in their possession.

2. Cases of AIDS vill continue to be reported voluntarily to the AIDS
Activity, CDC, through state and local health departments in accord with
the Nay 1983 resolution of the Conference of State and Territorial
Epidemiologists. (a) Given names or initials of the patient Vill not be
reported; the last name (surname) will be encoded using a phonetic
alpha-numeric system that consists of the first letter of'the surname and
3 digits. Using this system, it is Impossible to reconstruct a specific
cnae from the encoded form. This type of phonetic alpha-numeric system is
currently in use in other health related areas, including for management
of sexually transmitted disease reports, and apparently has bean used
successfully at CDC in the past for special projects. (b) The date of
birth will be provided. (c) All other information on the case report form
will be reported; none of this is patient identifying information. (d) If
a case of AIDS Is reported to CDC in which the name is included, routine
precautions already in effect vill be used to protect that name until It
can be encoded using the phonetic alpha-numeric system and the name
deleted.

3. State and local health department will continue'to share information with
Pseh other &!out cases of AIDS as necessary. Situations necessitating
this may include a resident from one State or area seeking treatment In
another State or area and being reported to health officials in the second
area, or CDC bringing to the attention of health officials in different
jurisdictions that a duplicate case report may exist.

4. Special investigations involving other public health agencies or
cooperating medical authorities that require matching of lists will be °.
performed under stringent precautions to protect confidentiality,
including submission of a formal protocol with review and approval of the
protocol by appropriate Institutional review boards (lJis) and, where
appropriate, O"I. Since CDC will not have a %lst of names of patients
with AIPS, our involvement in approved studies may be restricted to
matching of the phonetic alpha-cuseric list with a slilar list generated
by the cooperating group.

S. laboratory specimens from AIDS patients submitted to CDC will need to
continue to be appropriately identified. For specimens or results that
meed to be linked to case information in the surveillance file, sufficient
Information to establish the link will be sought from the appropriate
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physician or health department; no patient name or other identifying
Information will be added to the surveillance record system.

6. Epidemiologic and intensive case investigations separate from the AIDS
surveillance system will be conducted as necessary by CDC, usually in
collaboration with State or local health officials and other cooperating
medical authorities. The proposed surveillance system for names of
patients with AIDS may be used for these other investigations, but this
memorandum should not be construed as restricting the design and conduct
of these other studies. These investigations generally are initiated with
a protocol that has been reviewed and approved though formal clearance
channels and IRBs including, where appropriate, expediteO clearance
through OM. In this type of study. Information from individual patients
Is collected only after the study has been explained and they have agreed
voluntary to participate in the investigation and have signed a consent
form.

Proposed changes to the AIDS surveillance data files
As soon as a final decision is made about the exact format for name/phonetic
alpha-numeric code for the AIDS surveillance system, names of all cases of
AIDS on the surveillance file will be converted to the new system and all
cmass as such will be deleted from all computer files. In addition, during
the trial period of the new ystem (July-August 1983), proposals for
management of paper copies o1 AIDS surveillance forms will be reviewed and a
decision will be reached about a means to eliminate case names from paper
records. Possible methods include obliterating names from the case reports,
destroying al copies of the paper case report forms, or returning all case
report forms to the original reporting State or the listed State of residence
of the case. A decision about a method will be reached by August 31, 1983;
work on Implementing this system to modify paper records will be started
immediately after the decision Is made and will be completed by a target date
of September 30. 1983. Similarly, all existing copies of computer printouts
of the AIDS case list will be destroyed as soon as the revised system is
functioning.

We would appreciate your comments on our proposed modifications to the AIDS
surveillance system to assist in protecting patient confidentiality and to
assure individuals with this disease and thIanr physicians of our Intent to
maintain the privacy of the patients. A1 I

James W. Curran, M.D.,.

cc: John V. Bennett, M.D.
Wilmon Rushing
James R. Allen, M.D.
.iLchard K. Selik, M.D.
9. Thomas Starcher

Doe. 0498Q
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Disclosures made by CDC of Individually Identified AIDS Data

In certain situations CDC has worked with cooperating public health
officials and medical authorities, including blood banks, to pursue
information relating to AIDS cases. Any such disclosures were consistent
with s routine use under the Privacy Act and were necessary in order to
carry out epidemlologic investigations of AIDS.

Disclosures were made pursuant to the Routine Use provision [(Section
3(b)(3)] of the Privacy Act.

The published routine use is as follows:

Records may be disclosed to Health Departments and other public
health or cooperating medical authorities in connection with program
evaluations and related collaborative efforts to deal more
effectively with diseases and conditions of public health
significance.

This routine use appears in a notice entitled "Epidemtologic Studies and
Surveillance of Disease Problems," HHS/CDC/CID, which is published on
page 45495 of the Federal Register, Volume 47, No. 198, October 13, 1982.

Comparison of reported AIDS cases with a list of homosexual men who
received experimental hepatitis B vaccine was crucial due to concerns
that the vaccine might cause AIDS. Since the earliest vaccine trial was
conducted among homosexual men at the New York Blood Center, the
investigation had to be conducted there. Licensing and marketing of the
vaccine in 1982 gave the investigation added urgency. Although the New
York Blood Center had an excellent record of maintaining privacy of
records during its decade of working with the gay community, extra
precautions were taken. The AIDS list was hand-carried to the Blood
Center, kept securely locked and hand-carried back to CDC when the
investigation showed no evidence of the vaccine increasing the risk of
AIDS. The AIDS list was also checked against the list of vaccine
recipients in Chicago. Denver, St. Louis, San Francisco and Los Angeles.
This was personally done by CDC field Public Health Advisors who
immediately returned the list to CDC.

In San Francisco, a case list was provided to Dr. Selma Dritz, the
physician in the Communicable Disease Division in charge of the AIDS
surveillance and prevention program to assist in the investigation of
transfusion related cases in the Bay Area, and to monitor the occurrence
of AIDS cases in the largest cohort of gay men in the hepatitis B study.
Only Dr. Dritz had access to the list. She kept it in a locked file
cabinet in her office at all times she was not using it. The list has
been transferred to the CDC Public Heath Advisor recently assigned to San
Francisco to assist with AIDS activities.

Between February 1982 and June 1983 an updated copy of the national case
list was provided on approximately four occasions to Dr. David Auerbach,
CDC field HIS Officer assigned to the Los Angeles County 8elth
Department. The list of names was used in epidemiologic Investigations
of AIDS patients who had been sexual partners of each other and in
studies of transfusion-related AIDS. The only other person to use the
lists was Ma. Loran Lieb, an epidemiologist employed by the health
Department working on AIDS surveillance and epideaiologic
investigations. The lists were never physically removed from the Health
Department and were kept in a locked file; outdated lists were
destroyed. Since Dr. Auerbach has completed his NIS assignment, the list
has been transferred to the CDC Public health Advisor recently assigned
to Los Angeles to assist with AIDS activities.
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Mr. WEISS. Well, whatever additional information you would like
to have included in the record, we will keep the record of this hear-
ing open for another 10 days for that purpose, without objection.

Now, there are some other questions of access that apply. I have
again been absolutely dumbfounded by the insistence of CDC,
under your direction, that there be third parties, management per-
sonnel, present at discussions between our staff and staff people of
CDC.

Now, as a matter of policy, you know or should know that at
hearings that this subcommittee holds-and, in fact, all the sub-
committees of this committee-the rules provide the opportunity
for witnesses to be accompanied by personal legal counsel of their
own choosing, not because it is a matter of constitutional right but
because the rules of the House dictate it as a policy decision that is
appropriate. Our subcommittee has extended it so that if our staff
people go out to conduct a field investigation or inquiry, we also
provide the opportunity for people who are to be interviewed, if
they so request, to have personal legal counsel of their own choos-
ing present.

That is a far cry from allowing a Federal agency to have its man-
agement interpose itself between the staff person to be interviewed
and our subcommittee staff. That is a chilling and unacceptable
process. I don't know where you think you have the basis for it. I
want your comment on having free and unfettered access, with
prior notification as to time and place, and with no disruption of
your work. I want your thoughts on having a big brother of the
agency watching over the interviewing of your staff.

Dr. FOEGE. I think the request we made, Mr. Chairman, was that
people who were to be interviewed would be notified of the fact
that they could have a person in the interview if they cared to. I
think these were the procedures that Mrs. Heckler put out in her
letter.

Mr. WEISS. I am not sure where Mrs. Heckler, who should know
better, gets that premise, either. As far as we are concerned, we
have the opportunity to interview people informally or formally. If
you want it all to be done formally, by subpena, it seems to me
that it would be a terrible disruption of your time.

So what we have done is to send our people out, after prior dis-
cussion as to whom we wanted to see and under what circum-
stances. For you to then suggest that not only do they have the
right to have counsel but that you have the right to determine who
should be present is, I think, awfully wrong.

Mr. DONNELLY. Mr. Chairman, may I try to make an effort to
perhaps deal with your concerns?

Mr. WEISS. Mr. Donnelly.
Mr. DONNELLY. As you may be aware, I have had some meetings

with your staff and others as we have attempted to resolve these
issues. I think it is important to say at the outset that no one, cer-
tainly at this table or in the Department, is anything but very
much aware of the procedures, the rights, the rules of the Congress
of the United States in terms of the business that the Congress con-
ducts.

It is my und.rstanding--
Mr. Wiss. And the Constitution.

./"
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Mr. DONNELLY. These are constitutional rights, not only the Con-
stitution but the statutes that the Congress has enacted, and in the
policies of the House rules for the conduct of House business or the

enate, I assume, for the rules that the Senate conducts.
Clearly, I am not a lawyer, so I am speaking to you as to my un-

derstanding of these matters-counsel may differ with me, per-
haps, but I believe this is essentially correct-in the matter of
having the Congress conduct discussions within the executive
branch, short of the subpena power, which as you say is something
that all of us would seek to avoid because it simply sharpens con-
frontation and polarization, the matter of how one conducts those
discussions and investigations or any kind of those interactions is a
matter of comity, and it is a matter--

Mr. WEISS. It is not a matter of comity. That is where you and I
disagree.

Mr. DONNELLY. We may disagree on that. But it is my under-
standing that when you would ask people to come up here to be in
executive session or to be sworn in or in any other way to appear
before you in executive session or appear before this subcommittee,
all of the rules of the House and all of the statutes and all of those
powers certainly do apply. Where you would ask to come into the
executive branch and discuss and have an interaction of material
and information that would come back to you, short of that sub-
pena power we are trying to accommodate you.

Mr. WEISS. You have not accommodated us.
Mr. DONNELLY. All of our efforts have been to accommodate you

and provide you access to the information that you require and
that you request in an orderly fashion that does not interrupt the
mission of the Public Health Service.

Mr. WEISS. Let's get it very clear and straight. I have a GAO in-
vestigator; I have a staff investigator. I intend to have them go out
in the field to the location of the Centers for Disease Control. I
intend to have those people interview previously notified staff
people of your agency.

Will you, in fact, permit our staff or the GAO staff to interview
those people on the premises without the presence of your manage-
ment people?

Mr. DONNELLY. Will we permit that? Of course, we permit that.
We have always permitted that.

Mr. WEISS. Well, you did not permit it when my staff person vis-
ited this past May.

Mr. DONNELLY. No, sir. I would disagree with you, Mr. Chairman,
in one point that you made. The issue of whether or not an employ-
ee is accompanied by someone is an issue of that employee's choice
and solely that employee's choice, and not of management.

Mr. WEISS. Well, it is the policy of this subcommittee that any-
body who wants counsel present may have it. The subcommittee
will not allow the presence of other staff or management personnel
during interviews. We are not about to have employees of the Gov-
ernment intimidated by top level bureaucrats. OK?

Now, I would hope that, in fact, the cooperation would be genu-
ine and not just rhetoric.

Mr. DONNELLY. Mr. Chairman, I trust that our cooperation has
been genuine all along. It is my understanding that the things you
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have required and needed and the exchanges we have had have
been provided forthwith and promptly, as quickly as we can.

Mr. WEISS. We have an internal memo dated May 5, 1983, of
minutes from the NCI executive committee. It says:

Program and intramural staff have the right to have an NCI representative be
present during meetings with Congressional staff. Dr. Knipmeyer should be advised
of Congressional staff requests for interviews and invited to attend.

Mr. DONNELLY. Well, Mr. Chairman, not seeing the memo you
have in front of you--

Mr. WEISS. I will give you a copy.
Mr. DONNELLY. I don t know its origin or date in terms of the

timing or sequence of these matters. I think as your staff has ad-
vised you, given our discussions with them and our openness to
come up and discuss these matters, if that memorandum did not
reflect accurately the policy of the Secretary which I just an-
nounced to you, I am sure the Department or the individual agency
has, in fact, corrected that. Perhaps Dr. Henney would wish to
speak to that.

But I don't believe we have that kind of problem that exists--
Mr. WEISS. Please speak to that memorandum.
Dr. HENNEY. I think the memorandum is consistent with what

Mr. Donnelly was saying insofar as we were trying to give our em-
ployees a choice as to whether or not they wanted any other indi-
vidual staff member to be with them. Dr. Knipmeyer was to be con-
tacted of any meeting only in her coordinating function in terms of
congressional liaison activity, so that she would know when con-
gressional staff were at the NCI and could see to it they were ac-
commodated in terms of a room to look through materials, proper
Xeroxing facilities, that sort of thing.

Mr. WEISS. You are doing this for our benefit?
Dr. HENNEY. It was the intent to accommodate your investiga-

tion, yes.
Mr. WEISS. Do you understand now that, in fact, we consider it

inappropriate to have staff people of the agency in a position where
they may feel they are being intimidated by top level supervisory
staff?.

Dr. BRANDT. Are you suggesting that even if an employee volun-
tarily asks for someone else to be present with them, that you
would deny them that right?

Mr. WEISS. I would permit--
Dr. BRANDT. Unless they are a lawyer.
Mr. WEISS. I would permit them to have their personal counsel

present. I would not put them in a position where they might feel
intimidated by 'your management staff; that is right.

Dr. BRANDT. Does counsel mean a lawyer, attorney only?
Mr. WEISS. Legal counsel. We don't think it is essential or neces-

sary. There is no constitutional requirement for it. But, as a matter
of policy, this subcommittee and this committee have taken those
steps. I would hope that, in the future, you would follow this policy
and not insist that an intermediary of your agency staff be put be-
tween us and the Federal employee who is to be interviewed.

Dr. BRANDT. Nobody is attempting to do that. However, I think
that if an employee-an employee, even though they work for the
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Federal Government, still has some rights as a person. And it
seems to me that should they choose to have-to ask for some-
body's presence with them in ordef to see that their rights are pro-
tected following the interview, that, it seems to me, is just sort of
simple human decency or courtesy.

Mr. WEISS. Well, we have given simple human decency and legal
representational rights. What we are trying to do is to protect
agency employees from having big brother watching over them as
they talk to a Member of Congress or to the staff of the subcommit-
tee.

Dr. BRANDT. Nobody is forcing them to have anybody with them.
Nobody is forcing them to do that.

Mr. DONNELLY. Mr. Chairman, I think it is important for all of
us to understand here that what you say is precisely what we are
trying to accommodate in that no employee who needs to meet
with one of your investigators-and we would ask them to cooper-
ate in every possible way-needs to feel intimidated in either
event, either by your investigators or your person, who certainly
have no intention of being intimidated, or by our personnel. And
that is why when people come to us and request of us what should
we do, how can we be cooperative with the Congress, they are ad-
vised of that right.

Mr. WEISS. That is not what this memorandum says, Mr. Donnel-
ly.

Mr. DONNELLY. But that is what is, in fact, in place.
Mr. WEISS. Well, let me again be very clear as far as this sub-

committee is concerned. You do not have the right to interpose
your management people between the committee and staff.

Next area: You have a position of policy development-whatever
that means-as being an area where you, Dr. Brandt, and the
people under you, make a determination as to subject matters
which you will not disclose to this subcommittee.

What does that mean? What does "policy development" mean?
Dr. BRANDT. The only thing that I can think of has to do with

budget, sir. That is the only issue that I am aware of that has come
up. We are all, as members of the executive branch, bound by OMB
Circular A-10, which was first published November 12, 1976, which
basically defines what our responsibilities are for disclosure with
respect to the budget. That is an order that comes from the Presi-
dent and came from President Carter initially-I guess President
Ford initially-and then reinforced by President Carter, and now
by President Reagan. As far as I know, that is the only issue that I
am aware of.

Mr. WEISS. So that there is no such thing as policy development
as the basis for refusal of access to this subcommittee?

Dr. BRANDT. There is nothing that I am aware of. Perhaps you
could give me an example of something that you are talking about,
and I will try to deal with it.

Mr. WEISS. We have a memo dated May 20, 1983, from Mr. An-
thony L. Itteilag to OPDIV Executive Oficers. It refers to provid-
ing budgetary data to Congress.

Dr. BRANDT. Yes, sir.
Mr. WEISS. It says that:
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Statements of evaluation and opinion should be omitted. In instances where Con-
gress has requested factual data, a separate narrative section which clearly outlines
the administration's position and facts to support this position must be included.

And then:
All material submitted to the Congress must evidence the Department's support

of the administration's stated policies.

What does that mean?
Dr. BRANDT. I don't know, from what you have just read, what

that means, sir. I don't know where that memo came from.
Mr. WEISS. This was sent to us from CDC files by Dr. Foege.
Dr. BRANDT. We will be happy to look at it and try to determine

what it means. But I don't--
Mr. WEISS. As far as budgetary items are concerned, is it your

position that discussions pertaining to the fiscal 1984 budget-that
is, memorandums, and all papers pertaining thereto-are matters
which you are foreclosed or precluded from discussing or making
available to this subcommittee?

Dr. BRANDT. Papers-the President has submitted to the Con-
gress a budget. And the information pertinent to that budget is cer-
tainly available.

Mr. Weiss, it was just pointed out to me that in this memo you
had quoted from the NCI, there is a statement at the end that per-
haps ought to go in the record. It says: "Should an employee wish
to meet with a congressional staffer alone, he or she is free to do
SO.,,

Mr. WEISS. Is that the position now?
Dr. BRANDT. It has always been the position. Whenever they

choose to do it--
Mr. WEISS. When Ms. Steinmetz, sitting next to me, went down

to Atlanta, that was not the case. She was absolutely forbidden to
meet with any of your staff people unless, in fact, there was some-
body from the management staff present.

Dr. BRANDT. At that point in time, we had received no advance
notification, and the Secretary had not set forth the policies under
which we were going to deal.

Mr. WEISS. The Secretary may not have set forth the policy. As
far as advanced discussions are concerned, there were discussions
with the employees who were to be seen prior to her Atlanta visit.

Dr. FOEGE. Mr. Chairman, I think the fact is, Ms. Steinmetz did
talk by phone to some of the people she wanted to see. We had no
indication before her arrival that she wanted to look at files. And
it was at that point that we raised the problem that we would have
to remove identifiers first. So that was the real problem.

We asked to get departmental help on deciding where to proceed
with that. So that was the problem at that time.

Mr. WEISS. I gather from what you are saying that as of this
point there should be no problem as far as access is concerned to
either files or to individuals, as long as we follow the confidential-
ity procedure that we have agreed on.

Well, I am pleased that we have that established. We will be
having further hearings. I hope that we don't have to go through
this again.

Mr. Walker.
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Mr. WALKER. Thank you, Mr. Chairman.
Mr. Chairman, I share your concern over our committee acc,, s

to executive branch files and information; unnecessary obstruction-
ism by executive agencies can exacerbate situations that can be
more easily resolved through negotiation. Hopefully those negotia-
tions have now come to fruition.

But I would point out that this whole matter of access to docu-
ments sometimes depends upon whose ox is being gored, too.

The chairman of the full committee of this committee is a little
less than enthusiastic about giving us access to information that
we have needed recently with regard to the records of this commit-
tee, public documents.

When I asked to review transcripts of what went on in this com-
mittee and in the published records of the committee, I was told
that I personally would have to come and look at it, that I could
not send a member of my staff to review that material. And in fact
when I personally came down to look through the material and
brought along a member of the staff, I had toa have a member of
the majority staff sit in during the period of time that I went
through materials that are on the public record.

So I would say that when we exert our constitutional preroga-
tives here at times, we ought to be very careful that our own house
is in order. In this case it is not.

Let's get back to the issue of AIDS. I think that is something
that we want to get discussed.

As I sat here through the day yesterday and listened today to the
testimony particularly from the leaders of the gay rights or homo-
sexual activities groups, I had the feeling that the Department was
acting in a vacuum. We were led to develop the impression that
there is no interaction on the AIDS problem between HHS and a
lot of these affected organizations.

First of all, is that a correct impression?
Dr. BRANDT. No, sir, it is not a correct impression.
I will let Dr. Foege begin to summarize this. But I think again,

sir, I would like to point out that it clearly is not possible to inter-
act on a frequent basis with every possible organization that may
express an interest in this activity. We have, I think, made an
effort to try to work with them, and indeed I might-say that these
groups have been very helpful to us.

For example, in setting up the hotline, Ms. Apuzzo of the Nation-
al Gay Rights Task Force was very helpful to us in giving us leads
and so forth. Perhaps Dr. Foege could summarize some of the inter-
actions we have had with the various gay organizations.

Dr. FOEGE. I think, Mr. Walker, we have actually worked quite
closely with the groups and many individuals in the groups.

For instance, when the problem first came to light, we did a
fairly large case control study of AIDS patients with matched con-
trols to try to determine what the risk factors were. This was done
in cooperation with the gay physicians organization in San Francis-
co, the Bay Area Physicians for Human Rights. These physicians
actually helped to get the control groups from their own patient
groups.

We have invited representatives of various gay groups to our na-
tional meetings, for instance, the meeting we had in July of 1982
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when we first looked at the problem of blood transfusions. We had
the same representatives attend meetings early this year to review
where we were on the transmission, and what we should be advis-
ing for the donation of blood.

We have met continuously with the gay groups at their own
meetings to explain what we know about AIDS. We have had their
involvement, their active involvement in preparing the Public
Health Service prevention statement on how to reduce the rise of
AIDS.

I think we have had very close cooperation and collaboration
with the gay groups.

Mr. WALKER. As I said in my opening remarks, I think what is
important here is to begin to put some of this into perspective, and
take a look at some of the charges made yesterday.

For example, during testimony yesterday, one gay leader made
the suggestion that there had been discrimination against homo-
sexuals and persons of color as evidenced by the treatment of per-
sons with AIDS.

Under questioning, this individual was unable to be specific
about her charges, which included, by the way, a statement to the
effect that AIDS victims were being treated as "expendable." For
the record, I would appreciate some response to these what I
regard as reckless charges.

Dr. BRANDT. Ever since the situation with AIDS has become pop-
ular in the media at least, the issue of bias toward homosexuals in-
fluencing scientific decisionmaking and influencing responses has
been repeatedly raised. It is one of those issues that you can only
deny and only show that in fact we have approached this disease
like we have approached virtually every other disease.

I might call your attention to the fact that in this morning's New
York Times Dr. Lawrence Altmann, a very distinguished medical
observer, has written a comment summary called "It Takes More
than Money to Conquer Diseases Like AIDS" And he points out in
there that we have followed orthodox scientific precedents as we
hoped to do all the way along. At no time, to my knowledge, has
any of the biases, prejudices or other negative aspects influenced
our decisionmaking solely because these people were homosexual
or Haitian or any other group. In fact, they are people with a dis-
ease, with a serious disease, and our principal goal is to help people
who are sick.

Dr. Fauci, who is here with us, treats most of the patients at the
NIH Clinical Center. I am sure that since he is a physician to
many of these patients, and the charge that he is treating them as
if they were expendable, he may wish to say something.

Dr. FAUCI. Well, I think that really is a most extraordinary com-
ment and charge, Mr. Walker. I think that anyone who has any-
thing directly or indirectly to do with my staff and the group at the
NIH who are directly involved in the care, both the physical and
mental care of the patients who are suffering from this extraordi-
nary disease, will be more than happy to attest to the fact that our
sensitivity to them as individuals and as patients is what one
would expect of any patient with any disease, and I can say with-
out a doubt that to my knowledge there has been absolutely no dis-
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crimination in any manner or form to any patient, subpopulation,
either in fact or even by inference.

Mr. WALKER. And in fact one of the AIDS victims who testified
here yesterday did say precisely those kinds of things about your
staff. But again, I thought it was important to have it on the
record.

Dr. BRANDT. Mr. Walker, I don't know how to put this charge to
rest. We have repeatedly expressed our concern-quite frankly,
early on my personal outrage-at a charge that I consider to be in-
sulting to a lot of dedicated physicians and scientists who are
trying to solve a problem, and the charge is just without founda-
tion as far as I am concerned. If in fact there are any specific in-
stances of it, I would love to know about them.

Mr. WALKER. Another charge that has been made is that the
Public Health Service has not responded promptly enough to the
AIDS problem.

Now, early today we were given somewhat of a benchmark of
what a prompt response might be by the people from the Public
Health Service who indicated when they respond to the problem in
their local areas, where there are affected populations, they re-
sponded in terms of about mid-1981.

Now, you talked a little bit about this in your testimony, I think.
But I think, again for the record, could you tell us when the first
AIDS cases were reported to you, when epidemiologists were sent
into the field, and when NIH admitted the first AIDS patients?

Dr. BRANDT. All right.
In the period of March and April 1981 was the first time that the

cases began to be reported to the CDC. These were people with
pneumocystis pneumonia, and Kaposi's sarcoma, in young homo-
sexual men. Since both of these are unusual events, CDC sent epi-
demiologists into the field, who began to look into this situation
within a matter of days of hearing of it.

On June 5 the first publication of the MMWR, which listed these
cases, we began that day to set up within CDC a surveillance of all
cases. Eleven days later, on June 16, 1981, the first patient was ad-
mitted to NIH.

At the same time NIAID alerted people at its-by the way, these
first five cases in Los Angeles were in fact discovered in an NIAID-
supported facility, a sexually transmitted disease facility-I mean
an immunological diseases facility-Center for Interdisciplinary
Research and Immunologic Diseases, University of California,
Davis-there. And the other persons were alerted to this problem,
and work began, both within the NIH intramural program as well
as grantees around the country who were competent and who had
grant support already in place from the NIH, began to work on the
problem.

I think it is important that everybody recognizes that there-is a
great deal of flexibility in our grant system. That flexibility allows
grantees with the permission of the NIH, and with notification to
the NIH, to begin to aim their work at serious public health prob-
lems that need solutions. So that by September 1981, roughly less
than 6 months after the first cases were reported, the first work-
shop was held in an attempt to try to define a scientifically respon-
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sible agenda to be followed. So I believe the response was as rapid
as one could hope for.

Mr. WALKER. So using that mid-1981 benchmark, by mid-1981
you had become cognizant of the problem, had put epidemiologists
in the field, and had admitted your first patient to an NIH facility;
is that correct?

Dr. BRANDT. Yes, sir, and not only that. We already had the ear-
liest clue that we had about this disease, which turned out not to
be correct, had to do with the use of a substance, amyl nitrate
which comes in a little capsule that can be broken and inhaled,
called poppers on the street. And the histories from the early pa-
tients would indicate that these people used large numbers of pop-
pers.

Now, amyl nitrate had previously been and occasionally now is
used by patients with heart disease, but usually in relatively small
amounts. So work had already begun to try to determine whether
or not that in fact might have led to this drastic immune suppres-
sion. And it was early in the fall that that was ruled out as a real
possibility.

Mr. WALKER. Mr. Chairman, I do have some additional questions.
Mr. WEiss. Thank you, Mr. Walker.
M. Levin?
Mr. LEVIN. Let me ask a series of questions relating to budget

matters. I hope that you can answer them-.regarding the Presi-
dential memo of 1976.

What was the Department's position regarding the $12 million
supplemental for AIDS?

Dr. BRANDT. We requested, Mr. Levin, early on to transfer funds
across appropriation lines-I mean, the technical term for it, I
cannot tell you. I never can keep that straight.

Anyway, we have requested permission of the Appropriations
Committee to transfer $12 million from activities of lesser priority
into this program. Instead, as you know, the appropriations com-
mittees of both the House and Senate put in a $12 million supple-
mental.

Mr. LEVIN. In a word, the Department took the position that
there should not be more money granted to the Department, but it
should take money from other places within the Department's
budget.

Do you oppose the addition of money for want of authority to
transfer? Isn't that in simple English an accurate summation of
the Department's position?

Dr. BRANur. I guess you could say it is accurate. What we did-I
would put it more positively.

We 15roposed a transfer of money into this problem by the Con-
gress.

Mr. LEVIN. You took the position you did not want more money.
You wanted the authority to transfer.

Dr. BRANDT. We took the position that we wanted the authority
to transfer.

Mr. LEVIN. But not more money.
Dr. BRANDT. We cannot request more money.
Mr. LEVIN. Did you oppose it?
Dr. BRANDT. I don't know that we did either one.
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Mr. LEVIN. All right. From what activities--
Dr. BRANDT. In any event, the President signed the bill, as you

know.
Mr. LEVIN. All right. But your position on that may have some

relevance as to what you see as the appropriate battle plan of the
Department.

From what activities were you proposing to take the $12 million?
Dr. BRANDT. Actually, I am going to have to provide that for the

record because I really don't remember. It was not from other re-
search programs.

But I don't remember the specific activities. I will be happy to
try to provide that.

Mr. LEVIN. All right. I was looking over the budget levels for
CDC. You mentioned in your testimony the various activities of
CDC. These documents are always complicated.

But looking at budget authority, the figures show that the budget
authority for 1982 for CDC, $299 million, rounded off to $300 mil-
lion. For 1983, $334 million.

The proposed budget authority for 1984, $270 million. Could you
tell me when or how with that kind of a requested level you felt
that CDC and the figures are not so different for other parts of the
agency, at least some of them, how CDC could carry on an ade-
quate effort in this area in 1983 and 1984 when the administration
was requesting a budget level for 1984 of $64 million less than
1983.

Dr. BRANDT. Well, there is a very simple explanation for that,
sir. There is $80 million of the $334 million for a block grant-in
the 1984 budget, in the President's budget, that block grant has
been transferred out to my office.

So to get comparable figures, you would have to subtract roughly
$84 million from the $334 million, giving you a figure of approxi-
mately $250 million, compared to $270 million.

Mr. LEVIN. All right. So you are saying the figure for 1984 is
$270 million versus $250 million for 1984, and how about for 1983
and how about for 1982?.

Dr. BRANDT. I don't have the 1982 figures.
Mr. LEVIN. Let's take the National Cancer Institute. I would ap-

preciate your supplying for the record the figures for 1982.
Dr. BRANDT. All right, sir.
[The information follows:]
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Centers for Disease Control Budget Figures by Year

1. Comparable (exclude block grant)

1982 - $2319349,000
1983 - $267,147,000
1984 - $254,423,000

2. Noncomparable (include block grant)

1982 - $312,949,000 (including $81,600,000 block grant)
1983 - $353,476,000 (including $86,329,000 block grant)
1984 - $254,423,000 (excluding $86,329,000 block grant which

is included in .R budget)
OAS H

Mr. LEVIN. When the block grant money is included in there. For
the Cancer Institute, the proposed level for 1984 is $989 million; for
1983, $983 million; for 1982, $986 million.

How do you fit into those budget figures a major assault on
AIDS?

Dr. BRANDr. I think, sir, that the issue is an attempt to-of
course, NCI is not the only institute, in the first place. Indeed, a
major part of our effort will be in NIAID, because this is an infec-
tious disease, and a sexually transmitted disease.

But it depends, I guess, upon-it is very clear that the issue with
funding research is one of attempting to develop priorities. As you
know, in the President's 1984 budget, as submitted to the Congress,
we have recommended that moneys be transferred from some of
the centers' program into the grants program.

It is through that mechanism that we would fund additional re-
search grants.

Mr. LEVIN. The NIAID request shows $281 million for 1984, com-
pared with $273 million for 1983. So if there is going to be heavy
reliance on that institute, you are talking about a proposed in-
crease of $8 million, which I think raises dramatically the request
as to your battle plan.

We have heard at the same time from several people, including
people who are scientists, who presumably are very well versed in
research matters, that an effort ten times what is being contem-
plated could be well used.

Let me ask you not only to comment on that, but more impor-
tantly, what do you think is necessary in the way of efforts by the
Department, funded through the Department, to tackle this chal-
lenge?

Dr. BRANiyr. Well, what we need at the present time, sir, are
ideas. I mean, we need some insights, and some fresh insights, and
some ideas that will allow us to get a breakthrough in this effort.

Now, I have heard those figures loosely tossed around, and,
frankly, I don't know what is included in those numbers. But I can
give you the following information.
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This is a disease that, under our current operating plan, we be-
lieve is a virus. We believe this virus is transmitted sexually and
through blood; that it has a long incubation period.

We, therefore, have our plan developed along three basic lines.
The first is to attempt to further define the characteristics of those
people who develop the illness, that is, those who are at risk, and
appropriate blood tests and other tests to try to determine ways to
obtain an early diagnosis.

The second line of attack is to identify the etiologic agent which
is, we feel, a virus. As you know, three different viruses have been
isolated from patients with AIDS-CM, EB virus, and the human
T-cell leukemia virus.

Whether or not these are opportunistic or whether or not they
play a role in the development of the disease at this point in time
is not clear.

The third main line of research is towards therapy. Here, again,
we have basically two, really three lines of research. One is aimed
at treatment of the complicating illnesses, i.e., Kaposi's sarcoma,
pneumocystis, and so forth, for which we have some treatment that
is working and, therefore, we have been able to get people over
that part of their disease. The second is to try to restore the
immune system. That includes such things as bone marrow trans-
plants, which have been carried out at the NIH Clinical Center.
Third is to augment the immune system through the use of such
things as alpha or gamma interferon, and more recently, the hu-
man trials now underway on a substance known as interleukin-2.

Now, given all of that, and given that we are headed down all of
those lines, the question is what kind of research, further research,
is needed. We need, we believe, additional understanding of basic
virology, additional understanding of basic immunology, additional
understanding of other aspects related to that.

If you take at the NIH all of the money that is currently being
expended in those areas, it adds up to $166 million in fiscal year
1982, any one of which could lead us down to a breakthrough with
this illness. I am not sure, quite frankly, what further activities we
could undertake at the present time in a reasonably meaningful
way.

We have had, as I testified, a lot of outside consultation, a lot of
competent scientists. We have advisory groups at every one of
those institutes who are outstanding people in the field, who are
aware of what is going on, who give us advice constantly. We have
tried to follow that advice. I think we are pursuing all of the rea-
sonable scientifically responsible pathways at the present time.

Mr. LEVIN. My time is up. Let me just give you the advice of
someone quoted in the same article that you referred to in the New
York Time3 of this morning.

Dr. Richard Krause is Director of the National Institute of Aller-
gy and Infectious Diseases, just one of the NIH member institutes
that have appealed for more AIDS researchers.

Dr. Krause says he has shifted money from other projects to finance some AIDS
research because It was so pressing a problem. But he has also expressed deep con-
cern that unless more new funds become available for AIDS, valuable projects in-
volving other diseases might not be done.
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The tragic possibility exists, he said, that, "the answer to AIDS may come from
the kind of research activity in basic virology and immunology that might go un-
funded."

Thank you, Mr. Chairman.
Mr. WEISS. You don't want to comment on that?
Dr. BANDr. Well, that certainly is the quote in the paper from

Dr. Krause. I have to agree with that.
Mr. WEISS. Pardon? I missed the closing words.
Dr. BRANwr. What I said was that that is certainly the quotation

that is in the newspaper; yes, sir. I agree. I agree with Dr. Krause
in the following sense. I think that the answer to AIDS may very
well come from the kind of research activity that I think is under-
way. It is quite possible that one of the grants is unfunded. But we
have had unfunded grants throughout history. That is not going to
change.

I think we need some specific advice as to where that money
might wisely be spent, what kind of research. We are, in fact,
bringing in consultants who are knowledgeable and are competent.
We are attempting to follow their advice.

Mr. WEISS. Mr. McCandless.
Mr. MCCANDIZSS. Thank you, Mr. Chairman.
Doctor, yesterday we heard testimony which leveled certain criti-

cisms at the Department which you represent. I would like to go
over a few of these and for the record get your response.

One of the criticisms was, that to date there had been no conven-
ing of the professionals, who are responsible, on a nationwide basis,
for coordinating the research program.

I found that a little difficult to understand. Wolild ynu respond
to that?

Dr. BRANDT. It is absolutely not correct. That is the reason that I
find it difficult to understand. It clearly means whoever said that
wasn't at one of those meetings, perhaps. But we have had repeat-
ed meetings. As a matter of fact, the most recent one we had was
July 19, wen the Blood Products Group met to advise us about the
safety and purity of factor VIII.

The National Cancer Institute's Board of Scientific Counsellors
and the National Cancer Advisory Board have been involved. The
National Institute of Allergy and Infectious Diseases' board of sci-
entific counselors has repeatedly sought advice from advisory
groups. We have called together ad hoc groups to deal with prob-
lems. Indeed, I have outlined a number of these in my testimony.

They have certainly been involved. We fully expect them to con-
tinue to be involved.

Mr. McCANDLESS. Another was, that there is no overall plan of
attack or direction for the purpose of ultimately arresting the dis-
ease.

Dr. BRiDr. I think that my testimony is, in fact, a recitation of
the plan of attack, sir.

Mr. McCANDUISS. I was interested in the comment that you
made concerning $166 million worth of research. In the comment
you made, I was left with the impression that a lot of the research
that is being done in other fields has a parallel to the-research that
is necessary in the field of AIDS.

Is that a correct assessment of what it was you talked about?
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Dr. BRANDT. Yes. We have a disease here that is an attack on the
immune system of the body.

Mr. MCCANDLESS. For a reformed used car salesman turned poli-
tician can you help me a little bit.

Dr. BRANDT. Yes. The immune system-
Mr. MCCANDLESS. I mean as far as the parallels are concerned

with other diseases, or something that we can relate to as laymen.
Dr. BRANDT. All right, sir. We have a disease that involves the

body's ability to respond to-particularly to infections, and to other
stimuli.

The parallel kind of research would be to try to understand how
a normal functioning system responds to infections, because once
we understand that, and knowing somehow or other what the
defect is, we can better deal-with the defect in these people. There-
fore, the whole area that is attempting to understand the body's de-
fense systems relates, indirectly I would agree, but nevertheless, re-
lates to AIDS.

Second is attempting to understand the particular blood cells in-
volved. They have a name called T-cells, which is sort of a code, but
nevertheless, trying to understand how those cells actually func-
tion, what destroys them, what enhances their growth, et cetera, is
another area directly relevant to AIDS.

Finally, trying to understand better the way in which viruses
can operate. Here we have what appears to be a virus that has
some sort of direct influence on the body's defense system, and
that, as far as I know, is virtually unheard of. I have a couple of
virologists here who can comment on that, if you would like.

To understand better the biology of these organisms so that we
can understand how they might function, it seems to me is critical.

If you add up all of that research that is going on at the NIH,
that is relevant to this particular problem-admittedly, it covers a
whole lot of other roblems, too, and admittedly it is not directed "
exclusively at this disease-it adds up to be $166 million.

Mr. MCCANDLES. I would like to get one more question in before
the chairman puts the gavel down on me.

Let's take a fictitious time line for purposes of our discussion.
This time line represents your Department s projected accomplish-
ment line as to what you feel your responsibility is and what you
hope to accomplish within the time, given certain parameters.

Would you say that the Department is on schedule as far as its
time line is concerned? If it is, great. If it is not, what do you sug-
gest should be done to put you back on the time line?

Dr. BRANYr. It is always difficult, I think, Mr. McCandless, to try
to estimate when you are going to discover something in science. I
think it is probably better for me to talk about my personal time
line.

My personal time line, we are way behind, because, in fact, I was
hopeful that certainly by the end of this year that we would have
the organism isolated, would be working on a treatment, and per-
haps a vaccine.

We have riot done that yet. The disease has turned out-I think
the further we get into it-to be even more complicated every time
we learn something new, it turns out to be somewhat more com-
plex.
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I think in terms of the overall research plan that we have been
developing, that we are on course with respect to the directions
and the types of research that we have needed. We have not at the
moment obtained any additional leads that-would cause us to devi-
ate from the course that we are currently on. From that stand-
point, I would say that we are on time.

From the standpoint of those people who are suffering from the
illness and Who are at risk of the illness, we are clearly-way behind
in terms of our ability to help them, and I deeply regret that. But I
don't at the same time fault the scientific community that has ad-
dressed itself to this issue. The easiest-thing in the world right now
is to be very critical of that.

In fact, these people have devoted a great deal of their time and
their effort and their brains to try to solve this problem. As long as
these young men and others are suffering from this illness, we are
going to solve it and we are going to solve it as soon as we possibly
can.

Mr. MCCANDLESS. My time is up,- Mr. Chairman.
Mr. WEIss. Thank you very much, Mr. McCandless.
Dr. Brandt, you have noted that all of us on both sides of the

aisle have pressed you on these budgetary issues, specifically on
how much is needed, how much is being spent, how much are you
requesting, and so on.

I guess you have to place that within the context of the declara-
tion that you had made and you repeated here today, and which
the Secretary, Mrs. Heckler, has made, that you cnsider AIDS to
b'. the No. 1 health priority concern of your agency. That is cor-
rect?

Dr. BRANDT. That is a correct statement; yes, sir.
Mr. WEISS. Now, the question I think that we are trying to tie

down, is how is that concern reflected-not in sympathy, not in
compassion, not in words, not inrhetoric, but in dollars and cents
research efforts expended to try to get to the bottom of this epi-
demic.

Now, you had responded 0Mr-Levin's questions earlier about
the requests that were -mnide for the supplemental fiscal 1983 ap-
propriation. I understand that this is not the only problem that you
are concerned with, and therefore perhaps your recollection as to
what transpired in the chronology of events leading to that request
may have become a little bit Vague. But, because you maintain that
AIDS is the No. 1 priority, and because the dollars that are availa-
ble have been criticized as being woefully inadequate, I want to
take you back through that chronology.

I have the Congressional Record excerpt of May 25, 1983, when
the House in the Committee of the Whole, discussing the supple-
mental appropriation on the floor, provided $12 million in new
moneys for AIDS in fiscal 1983.

One of the people who poke in the course of that debate was Mr,
Conte of Massachusetts, who is the ranking minority member on
the Labor-HHS Appropriations Subcommittee, and the full Appro-
priations Committee. He was very chagrined.

He said-I am quoting now:
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Let me inform the members of this body that concern over the funding for AIDS
research was expressed by every member of the subcommittee during the hearings
that the subcommittee has been conducting on the budget.

Every agency involved in the investigation and research on AIDS was asked to
describe their efforts and to indicate what more they could be doing, what more
could be done.

They all stated that they had adequate resources.

Then he says that he is inserting into the Record the transcript
of what transpired in the subcommittee's April hearings. Here is
an exchange involving Dr. Foege's testimony before that subcom-
mittee.

After Dr. Foege had gotten through describing what was happen-
ing in relation to AIDS, the number of cases and so on-this is at
page H3342 of the Congressional Record of May 25, Mr. Conte says:

That is frightening. Are you equipped now to go ahead with your work on this?

Dr. Foege said:
As we have in the past when we have a health emergency, we simply mobilize

resources from other parts of the center. In 1982, we spent $2 million on AIDS, even
though we did not have a budget line item for AIDS.

This year we have $2 million in the budget and we will probably spend about $4.2
million, the difference again, we will mobilize from other parts of the center. If we
reach a point where we cannot do that, of course, then we will come back and ask
for additional funds, but at the moment that is the way we intend to handle it.

Mr. CONTE. You are equipped to go ahead with it? There is nothing that is holding
you back?

Dr. Fo EGE. That is the way we have operated for many years-go ahead and take
funds from another part of the center when an emergency requires it.

Now, that hearing was held in April 1983. The reason that con-
cern was expressed on the floor by the subcommittee chairman Mr.
Natcher and Mr. Conte, the ranking member, was that apparently
sometime around May 13, Dr. Foege sent a memorandum to the
Assistant Secretary for Health, Dr. Brandt, which outlined for the
first time a detailed description of resource needs for expanded
projects for fiscal year 1983, the current fiscal year, the same year
that was being discussed in the Appropriations Subcommittee in
April.

In that memo, you talked about surveillance, Dr. Foege, for
$264,000. You spoke about epidemiologic studies, investigations,
needing $140,000. Laboratory studies, investigations, $335,000. Res-
toration of funds diverted from other CDC activities in fiscal year
1983, $1.465 million, for a total of $2.25 million.

Now, what happened between your testimony in April before the
subcommittee and the early part of May when you advised Dr.
Brandt that, in fact, you could use some additional moneys to the
tune of $2.25 million?

What did you learn during that timeframe or had you known
previously that, in fact, you needed these additional funds?

Dr. BRANDT. I would like to go back to 1981 for a moment to put
this thing in some perspective. In testimony before and in the
President's budget estimate submitted to the Congress for fiscal
year 1982, the Public Health Service requested $20 million for use
in emergencies from the Congress.

This was turned down by the Congress. Instead, we were in-
structed to deal with emergency funding in the same way as we
had always dealt with this, which was to make the expenditures
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and then go back and request funding-deal with the problem and
then go and request funding from the appropriation committees.

I testified on that appropriation. It was sent up as a-part of the
President's budget. Secretary Schweiker testified on this, and so
forth.

We, therefore, have been responding to emergencies of all kinds
since that time, and the Congress has always responded when we
have come in and requested the money--

Mr. WEISS. Now, I would like you to answer my question. In
April of 1983, in testimony before the Subcommittee on Appropri-
ations in your area, CDC said that it didn't need any authorization
for any additional money or transfers, and that Dr. Foege would
spend $4.2 million instead of the apprepriated $2 million by an in-
ternal shift of funds.

Then in May, about the 18th of May, you notified the Appropri-
ations Committee that the Public Health Service could use a $12
million transfer. What I am trying to determine is when was that
determination made, how was that determination made, did you
know it prior to April, did you discover it between April and your
testimony and May 12, May 18?

Tell me about the change in position.
Dr. BRANDT. We have during that period of time and continuing

to the present time almost continually evaluated where we stand
on AIDS, where we stand both in terms of science and in terms of
monetary needs.

I think you will notice, sir, if you read my testimony, which is
not reproduced in this particular colloquy, but if you read the testi-
mony of Dr. Foege and others, you will see that in each case they
say, and I quote from Dr. Foege, "If we reach a point where we
cannot do that, then we will come back and ask for additional
funds."

We were reviewing this process, as I testified in the appropri-
ations' hearings, virtually on a week-indeed, not virtually-exact-
ly on a week-by-week basis to try to see where the leads were,
where we might go.

At that point in time, indeed, we were anticipating we might get
a breakthrough somewhat earlier than we did. On May 9, Mr.
Natcher, chairman of our Subcommittee on Appropriations, sent
me a letter requesting that I give him an analysis of the budgetary
needs and so forth. We immediately then reanalyzed the whole
budgetary situation. It was on that basis that I requested the
memorandum that Dr. Foege and Dr. Hayes and other agency
heads, review their needs.

We discussed them. The memo of May 13 that you have quoted
from Dr. Foege was his response to my request-and then my
letter to Congressman Natcher of May 18 was as a result of that
whole thing.

The situation changes all the time, Mr. Weiss. We are dealing
with a very dynamic situation with this disease. We were attempt-
ing, as we have-the Public Health Service has been set up to-
handle emergencies since 1798. It is continuing to do so. We have
always pulled that money from other sources, and then as the situ-
ation got to the point where we needed additional money, we have



391

come in and asked the Congress. That is the way the Congress has
asked us to behave. That is what we do.

Mr. WEISS. Dr. Foege, I would like your response to the question.
Again, let me state it. In April 1983, you appeared before the Labor
HHS Appropriations Subcommittee and were pressed according to
Mr. Conte by every member of that subcommittee for your descrip-
tion of the problem and what you needed.

You testified according to the transcript that you didn't need any
more money, if you needed anything more you had enough other
resources within the Agency to transfer to AIDS-and you judged
that you would be spending about $4.2 million in fiscal year 1983.

According to Dr. Brandt, on May 9, the Department received a
letter from Mr. Natcher, who chairs that subcommittee, which
says, "Hey, fellows, reassess, reanalyze, tell us what your needs
are."

Between the 9th and the 13th, you analyze, and for the first time
conclude that, indeed, within various agencies of HHS, you can, in
fact, use $12 million.

Now, does that seem to be a coordinated planned approach deal-
ing with that disease? Was it truly the first time that you discov-
ered, when Mr. Natcher asked HHS for a reanalysis, that instead
of needing maybe $4.5 million, you were going to need $12 million
more for the balance of this fiscal year?

Dr. FOEGE. Mr. Chairman, let me put it in perspective first.
I did not request $12 million. I requested $2.25 million.
Mr. WEISS. For the Centers for Disease Control?
Dr. FOEGE. That is right.
Mr. WEISS. How about for the other component agencies?
Dr. BRANDT. I made a request for the whole Public Health Serv-

ice, including the Centers for Disease Control. There is another
thing that happened in the interim, Mr. Weiss, with respect to
NIH. That is, we had put out a request for applications and we re-
evaluated the worthy applications that came in.

Precisely, if you look at the justification that we sent to Mr.
Natcher, and if you look at subsequent information which was
made available to Chairman Waxman, all of which we would be
happy to provide to you, it is precisely the funding of grants, addi-
tional grants, that came in response to our request, subject to that
testimony, that we have requested the money to fund.

[Material referred to follows:]
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., DEPARTMENT OF HEALTH & HUMAN SERVICES Publi .ealth Servi e

National Inilutes of Heefth( 8etica. Maryland 20205

June 10, 1983

The Honorable Henry A. Waxmun
Chairman, Subcommittee on Health

and the Environment
Committee on Energy and Coierce
House of Representatives
Washington, D.C. 20515

Dear Mr. Waxman:

We have been asked by your staff to provide information on our current
research efforts on Acquired Immune Deficiency Syndrome (AIDS) and
projections for estimated obligations and spending for the duration of
FY 1983 if we receive additional funds.

As you know, on May 9, William H. Natcher, Chairman of the House
Appropriations Subcommittee on Labor-HHS anx Education asked Dr. Edward
N Brandt Assistant Secretary for Health, how much In the way of
additional resources for AIDS activities could be effectively used In
the current fiscal year and an explanation of how those resources would
be used, if provided by Congress.

Dr. Brandt responded on May 18 with a request for discretionary
authority for the Secretary, Department of Health and Human Services
(HHS) to transfer up to $12 mIllion for AIDS activities across
appropriations lines of HHS. In floor action by the House on the
FY 1983 supplemental, $12 million was added to the bill for AIDS
activities without granting the transfer authority. The Senate
Appropriations Committee has also included the $12 million for AIDS in
its version of this bill.

In the following paragraphs, we describe current AIDS activities as well
as our plans for additional funds if they become available.

National Cancer Institute (NCI)

CURRENT EFFORTS (S4.4 million)

Extramural ($2.8 million)

A Request for Application (RFA) process was begun in FY 1983 to support
a multidisciplinary, multi-institution *Working Group, to study the
etiology and treatment of AIDS and lposI's sarcoma. Although this RFA
was originally budgeted at $1.3 million, NCI has provided a total of
$1.8 million for this project. Awards are made as cooperative



393

agreements so that NCI staff can serve as a resource for information on
the activities of various scientists and can act to facilitate
collaboration among involved researchers. With the cooperation of the
awardees, collaborative areas are identified and developed. The purpose
of this Cooperative Agreement is to encourage such research by providing
support to institutions with an interest in the problem, access to a
population of affected patients and laboratory facilities and personnel
appropriate to the conduct of such research. The intent of this award
is to encourage innovative, multidisciplinary studies of this problem.

Specific research currently underway with support from this RFA
Includes:

- Animal studies on the imunosuppressive potential of human
seminal plasma and cytomegalovirus (CMV), which causes a type of
infection seen in AIDS patients. Seminal plasma and CMV have
been suggested by investigators as possible causal agents for
AIDS.

- Extensive virological and immunologic studies on a group of AIDS
patients. The viruses to be studied include CMV, Epstein-Barr
virus (EBV), and human T-cell leukemia-lymphoma virus (HTLV).
EBV and HTLV have been associated with some rare cancers, but at
present the assoCiation between these viruses and AIDS is
uncertain.

- Immunologic and virologic studies to identify and characterize
the similarities and differences of AIDS patients who belong to
different groups at risk of developing the disease.

- Genetic studies of specimens from AIDS patients to look for
viruses and cancer-related genes that may play a role In causing
the disease.

- A three-year study of early defects in the immune function of
AIDS patients that might permit early diagnosis.' Laboratory
studies will be conducted to see if alpha-interferon, an
antiviral agent that is produced by the body, might be a
diagnostic indicator for AIDS. Blood cells of AIDS patients
grown in the laboratory fail to produce normal amounts of alpha-
interferon for unknown reasons.

- A five-year study to develop immunologic profiles of AIDS
- patients and apparently healthy Individuals at risk for the

disease, including the occurrence of persistent lymphadenopathy
as a possible precursor of AIDS.
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NCI is also funding regular research project grants which have a direct
relevance to AIDS. For example, currently funded-grants include funds
for studying the treatment of Kaposi's sarcoma and other sarcomas. The
two objectives of a large MCI human cancer serology program project
grant, for example, are on problem which may relate to these
patients. They are: (1) serological definition and biochemical
characterization of distinctive cell surface antigens of human cancers
and, (2) imunovirologic analysis and biochemical characterization of
human cancers of suspected viral etiology.

Since the development of Kaposi's sarcoma is thought to be related to a
dysfunction of the immune system, research Involving Immunodeficiency,
or the immune system as a whole, may hold the key to understanding the
genesis and etiology of this rare malignancy. Another of NCI's
comprehensive program project grants provide resources for investigating
the relationship of the development of the lymphoid system and
Immunodeficiency diseases and human cancers. This program project will
coordinate and focus the efforts of ten interrelated projects working on
both clinical and fundamental perspectives.

Laboratory and technical support for MCI studies of patients with AIDS,
or at risk of developing it, is being provided by portions of four
contracts which were originally established to proviti program-wide
support for a variety of research projects in the Environmental
Epidemiology Branch (EEB), Division of Cancer Cause and Prevention,
NCI. The Environmental Epidemiology Branch conducts studies to define
the distribution and determinants of cancer. These activities include
the formulation of hypotheses using national and other data resources
and the testing'of these hypotheses in analytic case-control and cohort
studies. Descriptive studies are conducted at whatever locales within
the United States offer the greatest likelihood of producing meaningful
new clues to cancer etiology. These contracts are now being employed to
provide support for studies relevant to AIDS.

Intramural (S1.6 million)

Approximately $1.6 million of MCI's 1983 funds are devoted to AIDS
intramural research.

The NCI supports a large intramural program which investigates the
immune system, the dysfunction of which apparently allows the
development of diseases such as Kaposi's sarcoma and other opportunistic
infections associated with AIDS.

In addition, NCI is conducting research specifically devoted to AIDS.
Researchers In the Laboratory of Pathology are examining tissue
specimens taken front AIDS patients during surgery to examine the
immunological characteristics of certain AIDS-related lymphomas. The
Field Studies and Statistics Program is conducting epidemiological
studies of immunological profiles of healthy homosexual men and profiles
of-hemophiliacs with symptoms, as well as individuals with AIDS or
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members of population groups at risk of developing AIDS. Also, Division
of Cancer Treatment investigators are using alpha-lymphoblastoid
interferon in combination with chemotherapy to treat Xapostls sarcoma In
AIDS patients.

PROPOSED ADDITIONAL NCI FUNDS ($3.3 million)

Extramural ($2.8 m lion)

If additional funding is made available for FY 1983, NCI will fund up to
12 additional responses to the current Request for Application, for a
total of about 70% of the approved applications.

The science which would be supported with the additional money includes:

o the nature of the defective immunoregulation in AIDS;
o etiology and immunlog ical basis of AIDS;
o interferon and the etiology of AIDS;
o noninvasive diagnosis of Pneumocystis carinii in AIDS patients
o development of laboratory animal models for AIDS and Kapos l's Sarcoma;
o immunodeficiency in hemophilia;
o the role of cytomegalovirus (CMY) In AIDS.

In addition, grant proposals received through the normal peer review
process will be tracked closely and the review and approval procedures
will be expedited to hasten funding for reseaV'ch project grants which
otherwise would not be awarded until FY 1984.

Intramural ($0.5 million)

With additional funds, NCI could increase the efforts of its newly-
created Task Force on AIDS, and provide a central focus and thrust for
new initiatives on AIDS emphasizing the possible role of etiol ic
agents. Dr. Robert Gallo, whose unique expertise in the isolation of
human oncogene viruses is world renowned, will act as the Scientific
Director of the Task Force effort, which will consist of intramural and
contract-mediated components to deal primarily with the role of HTLV as
a potential causative agent in AIDS. This expanded intramural effort at
NCI locations in Bethesda and Frederick will each require renovations
and equipment commensurate with increased safety requirements for both
AIDS- and HTLV-containing samples. Accordingly, a portion of the
additional funds will be used for renovation of a high-containment
facility at Frederick. Also, several laboratory technical personnel
will be added to this effort. Examiration of samples of electron
microscopy, fluorescence-activiated cell sorting, radiolmmune assays,
virus isolation and concentration, and production of monoclonal
antibodies will be carried out by NCI's technical -Support contractor
with the direct input of Dr. Gallo.

In total, NCI's AIDS budget, including the proposed additional funds,
would be $5.6 million for extramural and S2.1 million for intramural
research.
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National Institute of Allergy and Infectious Diseases (NIAID)

CURRENT EFFORTS ($4.1 million)

Extramural ($2.3 million)

Of $1.4 million allocated for grants, approximately S1 million has been

used to fund four applications in response to the NCI RFA.

These include studies on the following:

o potential drug treatments for Pneumocystis carini pneumonia in
an animal model;

o the prevalence and transmission of cryptosporidlosis, a recently
identified parasitic disease that can cause severe and
potentially fatal diarrhea in the immunosuppressed AIDS patients;

o the development of opportunistic infections in infants born to
mothers who were sexual partners of AIDS patients; possible
routes of transmission of AIDS among contacts of adult
heterosexual patients;

o evaluation of chemotherapeutic and naturally occurring substances
for te treatment and prevention of AIDS, as well as the study of
immunologic defects In AIDS patients and the possible
relationship of cytomegalovirus to the cause of AIDS.

The remaining $0.4 million will support research project grants not
submitted in response to the RFA, including the effects of cytomegalo-
virus on cell-mediated immunity, plus AIDS projects at ongoing NAID
Sexually Transmitted Disease Centers and Centers for Interdisciplinary
Research on Immunologic Diseases which include: a study to define the
interrelationship between the "AIDS prodrome wasting syndrome" and full-
blown AIDS in case control and cohort studies; a study of life style and
other factors Influencing occurrence and reversibility of AIDS In
homosexually active young males, including association of sexual
practices with altered helper/suppressor T.cell ratios; and a study
analyzing T-lymphocytes of AIDS patients by molecular hybridization with
specific DNA probes in order to detect and quantitate the number of
genome copies of cytomegalovirus and herpes simplex virus type II DNA In
these lymphocytes.

On May 9, 1983. NIAID issued an RFP ('Study of the Natural History of
Acquired Immune Deficiency Syndrome (AIDS) in Homosexual Men') %Mch
will support a prospective study with the following specific objectives:

- To observe and study the natural history of the disease in
enough persons who are uninfected at the outset to yield a
number of cases of AIDS sufficient for meaningful estimates of
risk;
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Immunologic evaluation of AIDS; autoimmune anti-T helper activity
in AIDS patients; immunobiology of AIDS; immunoregulation in
AIDS; semen-induced immunosuppression; antimicrobial immunity in
AIDS patients; and tmmunopathology of AIDS.

o Supplements to ongoing grants for research on the association of
a number of virol ogic and parasitic infections and the immune
dysfunction of AIDS patients.

o Payment of additional cooperative agreements from the NCI RFA
might include: AIDS and the mechanism of defective
immunoregulation; pathogenesis of Acquired Immune Deficiency
Syndrome; and herpes viruses and Immune responses in male
homosexuals.

An estimated $2.0 million for contracts would be used as follows:

o Supplementation of an existing contract on enteric diseases, to
initiate studies on severe diarrheal problems associated with
AIDS.

o Additional funds would allow NIAID to award three additional
contracts from the RFP (OStudy of the Natural History of AIDS in
Homosexual Menm), issued May 9, 1983, and described under NIAID's
current efforts.

Intramural ($1.0 million)

Additional resources for intramural research would permit NIAID to
conduct a study of patients at risk of AIDS with collection of specimens
for identification of etiol oIc agents and to initiate a clinical trial
on the treatment of AIDS patients with alpha-interferon to correct
immune defects.

Total NIAID support for AIDS with the proposed additional funds would
amount to $8.6 million in FY 1983: $5.8 million for extramural and $2.8
million for intramural research.

National Heart, Lung, andBlood Institute (NHLBI)

CURRENT EFFORTS ($346,000)

Extramural ($290,000)

The NHILBI is currently supporting extramural research on AIDS in FY 1983
as a part of the blood diseases and resources program. Specifically
this support is divided among four areas:

o Support of a conference to be held in early August, Jointly
sponsored with NCI and NIAID, to discuss recent developments
related to the epidemiology of AIDS. NHLBI's special emphasis
will be on possible transmission of the disorder by blood
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- To build a repository as a national resource for specimens
and data from men who traverse the entire course from ell to
Ill; it would permit testing of hypotheses about etiologic
factors, and

-- To complement similar smaller but less well standardized
follow-up studies performed in different places and times.

Proposals in response to the RFP are due July 8, 1983, and will be
reviewed this sumer and funded this fiscal year. Twenty-seven
institutions have indicated their intent to submit proposals. The
current FY 1983 budget includes $900,000 funds to support one contract
in response to this RFP.

Intramural ($1.8 million)

Current FY 1983 intramural efforts involve a total estimated obligation
of $1.8 million. Patients with each of the clinical form of AIDS are
being evaluated and intensely studied to determine the mechanisms and
natural history of the imunodeficiency and the consequent opportunistic
infections. NIAID physicians are studying the immunoregulatory defect
that occurs in patients with AIDS. This includes an evaluation of the
excessive stimulation of immunoglobulin production that Is seen in
contrast to the profound lack of T-helper cells in patients with this
syndrome. Therapeutic approaches being undertaken by NIAID physicians
with AIDS patients are antiviral agents; Immhlogical reconstitution by
'one mrrow transplantation or transfer of immune competent cells; and
imunological enhancement by the use of factors such as interferon. An
intensive effort to identify the etlologic agent of AIDS is underway.
Chimpanzees have been inoculated with blood and other material from AIDS
patients. Other NIAID scientists are studying the immune response
following CV infections, including the virus' ability to reverse T-
helper and T-suppressop cell ratios, and the sera of AIDS patients is
being evaluated for the presence of antibodies to parvoviruses.

PROPOSED ADDITIONAL NIAID FUNDS ($4.5 million)

Extramural (13.S million)

A total of $1.5 million is proposed for grants to be allocated In
priority order among:

o Some of the 17 new research project grant applications deemed
scientifically meritorious whi.h have been received recently.
These applications will be reviewd by initial peer review groups
this summer and by the NIAID Advisory Council either at their
next (September) meeting, or by an earlier mail ballot. These
applications Include the following activities: virologic and

26-m9 o-83--26
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products; the overall focus will be on epidemiologic,
immunologic, virological and clinical aspects of AIDS.

o An intra-agency agreement with the Centers for Disease Control to
determine whether AIDS may be transmitted through parenteral
contact with blood and blood products and whether patients with
hemophilia and frequently transfused patients with sickle cell
disease and thalassemia major display similar immunologic
abnormalities.

o Support of a portion of a research project which utilizes current
data to study isra from homosexual men who showed elevated levels
of thymosin and beta-2-microglobulin.

o Support a study of the prevalence of imunologic abnormalities In
a large group of hemophilic patients and compare the
abnormalities identified with funding in hemophiliacs from other
countries to determine whether this ?s an endemic problem within
the United States.

Intramural (S56 thousand)

NHLBI is currently supporting a study at the Clinical Center, NIH, to
determine if AIDS can be transmitted to chimpanzees by infusing the
animals with plasma from human AIDS patients. There are no plans to
increase intramural research efforts on AIDS in FY 1983.

PROPOSED ADDITIONAL XHLBI FUNDS ($1.0 million) -

The Institute proposes to support a prospective study of 1,500
homosexuals to measure thymosin and beta-2-microblobulin levels in an
at-risk population and co determine whether there are genetic factors,
such as Human Leukocyte Antigen abnormalities, involved in a
predisposition to AIDS.

Total MHLDI AIDS resources for FY 1983, including the proposed
additional funds would be 51.3 million for extramural and $56 thousand
for intramural research.

National Institute of Neuroloqical and Communicative Disorders

and Stroke (NINCOS)

CURRENT EFFORTS ($72 thousand)

Extramural (No current funding)

The NINCDS does not support any extramural research grants directly
relevant to AIDS research at this time, and there are no pending grant
applications.
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Intramural ($72 thousand)

In its current effort of clinical and laboratory research, the NINCDS
has found that 25% of Kaposi AIDS patients have neurological
complications such as central nervous system (CNS) infections--
cytomegalovirus (CMV), toxoplasmosis, and progressive Multifocal
leukoencephalopathy (PHI). Investigations are being carried out on the
interaction between viruses and the host immune-systan to examine
mechanisms of protection as well as disease production in the case of
acute or chronic infections of the central nervous system.

The NINCDS is collaborating with the California Primate Center to study
AIDS In experimental animal models by examining tissue obtained from
rhesus monkeys who have Simian Acquired Immune Deficiency Syndrome, a
disorder which may-be similar to AIDS. In addition, our Institute staff
are seeing patients admitted by the National Cancer Institute and the
National Institute of Allergy and Infecticus Diseases at the NIH to
study the deterioration of neurological functions in patients with AIDS.

FROPOSED ADDITIONAL NINCDS FUNDS ($545,000)

Additional funds would provide for several initiatives, including
purchase of equipment and isolation facilities modifications. An
increase of $275 thousand is proposed for clinical studies of
neurological findings in AIDS and Kaposi's sarcoma patients, since
25% of these patients have neurological complications such as central
nervous system infections of unknown cause. Seriological and virus
isolation studies using new advanced tissue culture methods would be
initiated.

An additional $200 thousand would be used to study indiviJals during
early prodromal stages of disease before the ohset of opportunistic
infections which obscure the primary infecting agents.

An additional $70 thousand would be required in anticipation of the
increased need for cortical biopsies and other clinical studies in
order to investigate involvement of the central nervous system.

The total FY 1983 NINCDS budget with the proposed additional funding
would be $617 thousandpovj AIDS CSMACIch.
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SLKAY

The remaining support for AIDS research at NIH for FY 1983 is provided
by the Division of Research Resources (ORR), the National Institute of
Dental Research (NIDR) and the National Eye Institute (NEI). Support is
provided extramurally by the DRR (an estimated $644,000 in 1983)
primarily through its General Clinical Research Centers and primate
centers, and intramurally at the National Institute of Dental Research
(NIDR) and the National Eye Institute (NEI) within the Clinical Center
at Bethesda. NIDR research, at $25,000 in 1983, is concerned with virus
isolation and with abnormalities in the interferon system of AIDS
patients. The 1EI, with estimated expenditures of $45,000 in 1983, is
involved with providing .cular care of AIDS patients and is studying the
causes of the visual difficulties that frequently beset these patients.

With the availability of additional funds, as outlined in Dr. Brandt's
letter of Nay 18 1983, to Mr. Matcher, NIH funding for AIDS in FY 1983
would be nearly $19 million. (A summary table is attached.)

With these resources, we are well positioned to provide a critical mass
of resources to take advantage of the latest research opportunities
involving AIDS.

Sincerely yours,

Jes B. Wyngaarden, M.D.

Director

Attachment



NIH RESEARCH ON AIDS IN FT 1983

Proposed Under
Supplemental Appropriations

Extrmral
-Institute

National Cancer
Institute

National, Institute
of Allergy & Infectious
Diseases

National Heart, Lung,
and Blood Institute

National Institute of
Neurological & Coimuntcative
Disorders & Stroke

National Institute for
Dental Research

National Eye Institue

Division of Research
Resources

2.8 million

2.3 million

290900

0

0

0

644,000

Intrmral

1.6 million

1.8 million

56,000

72,000

2,n00

45,000

0

Extramural

2.8 million

3.5 million

1.0 million

0

0

0

0

Intramural

0.5 million

1.0 million

0

545,000

0

0

0

7.7 million

8.6 million

1.356 million

617,000

25,000

45,000

6449000

NIH 18. 987 ii111on

Current Total

0

NIH
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.DEPARTMENT OF HEALTH & HUMAN SERVICES Pubc Heeh Service

Off"c of th @As5sistan Secrdtary
fo Haahh

MAY I 8 1963 Wahr-gon DC 20201

The Honorable William H. Natcher
Chairman
SUbcommittee on Labor, Health and

Human Services, Education
and Related Agencies

Committee on Appropriations
House of Representatives
Washington, D.C. 20515

Dear Mr. Chairman:

7- responding to your letter of May 9, 1983, regarding
Acquired Tmmune Deficiency Syndrome (AIDS). The enclosed status
report (Enclosure 1), prepared by the Public Health Service
(PHS) on ATVS, updates information provided to you by Depart-
mental witnesses at the recently completed 1983 appropriations
1,parings. I am glad to have this opportunity to assure you that
resources allocated to the campaign against AIDS are substantial,
as indicated by the budget summary table, and the Department
Is committed to taking necessary actions.

You also asked whether additional resources could effec-
tively be used In the current fiscal year. As with any
situation 8s dynamic and critical as that of AIDS, funding
requirements can change rapidly. Enclosure 2 is a description
of additional efforts which could be accomplished now and in
future months.

While we are not requesting additional budget authority for
these Items, we would not oppose Congress giving the Secretary
of Health and Human Services discretionary authority to transfer
up to $12.0 million for AIDS activities across appropriation
lines of HHS. We are currently requesting authority from the
Office of Management and Budget for this purpose.

T want to assure you that the problem of AIDS is indeed of
major concern and interest to the Public Health Service.

Sincerely yours,

~ward K. Brandt, Jr., M.D.
/Assistant Secretary for Health

Enclosures
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UPFlATF ON ACQUIRED 1".,L'NE DPFICITNCY SYNDROKE

may 12, 1983

Identified-AIDS cAses: 1.410
Case rate per million: 6.3
Mortality rate/2 yrs. diagnosis: 772

7he cAuse of this I.=une dysfunction Is unknown, however, the occurrence of
these disorders among the high risk groups suEgests chat the cause is
prctably an infectious mgent transritttd sexually, or through blood or
blood prcducts. To date, no person to person transmission has been
identified other than through Intirate contact or blood transfusion.
Studies have reported the following transmission patterns, paralleling the
he;atitis 3 virus:

o sexually-transmitted among homosexual or bisexual men.

o heterosexual transmission song women who are steady sexual partners
of men with AIDS or of men In high risk groups.

o in vitro or perinatal transmissions In infants born to mothers from
high risk groups.

o transmission through blood or blood components such as hemophilia
patients requiring clotting factor replacement, drug abusers sharing
contaminated needles, and blood products or blood transfusions.

o no AIDS cases have been reported among health care or laboratory

personnel caring for AIDS patients or processing laboratory specimens.

o very little is known about risk factors for Haitians with AIDS.

Since only a small percentage of high risk group members have AIDS, a
laboratory test ts clearly needed to identify those with AIDS or those at
highest risk of acquiring AIDS. Identification of a cuse is hindered by
latent periods of several months to 2 years between exposure and
recognizable illness. Work conducted by the Public Health Service has
produced the following results:

Nitrite Inhalants are probably not the cause of AIDS; substance
Is rarely used by heterosexual cases and does not cause
lsmnosuppression is mice.

, armosets and chimpanzees inoculated with patient materials have
remained well, to date, though follovup is less than eight
months.

-Imunological paramte:a of AIDS cases have bea defined,
including identiftiag a cellular Immune deficiency related to
T-cell function.
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-- Relationehip of AIDS and cyrone34~ovirus (ClV) has been
clarified; CMV is likely an oprortunistic infection in AIDS cases
and not the cause.

-- Testing of blood products used by hemophiliacs (Factor VIII
concentrate and cryoprecipitate) have thus far been negative for
etiologic agents, using available laboratory technology.

-- Other virologic and pathologic laboratory examinations of patient
materials (blood. lymph nodes, autopsy specimen) have not
detected the cause, although r~ny such examinations are underway.

Altlcrgh the cause of AIDS retains unknn., the PHS reco.,ends the
following preliminary preventive actions:

1. Sexual contact should be avoided with individuals known or suspected
to have AIDS. Multiple partners increase the possibility of
developing AIDS.

2. As a temporary measure, members of risk groups should refrain from
dcnating plabca and/or blood. Collection centers should inform
potential donors.

3. Studies should be conducted to evaluate screening procedures for their
effectiveness in identifying and excluding plasma and blood with a
high probability of transaitring AIDS. These procedures should
include specific laboratory tests as well as careful histories and
physical exams.

4. Physicians should adhere to medical Indications for transfusions, and
aucologous blood transfusions are encouraged.

5. Work should continue towards the de' elopmetY of safer blood products
for use by hemophilia patients.

OSCOINC PHS ACTIVITIES

The objectives of the PUS activities are to determine the pathogenesis of
AIDS, and how it is transmitted and, finally to develop methods of
prevention and control. When the AIDS problem was recognized In early
1981, close liaison was established among the Public Health Service
agencies with majur responsibilities, each emphasizing its primary mission:
the Centers for Disease Control (CDC), surveillance and investigations; the
National Institutes of Uealth (WIN). research into fundamental causes end
clinical aspects of AIDS; and the Food and Drug Administration (FDA),
preventive measures related to blood collection and its use. CDC seets
weekly to provide updates on the status of laboratory investigation and
research activities. When necessary, outside consultants &ad NIl and FDA
personnel.are invited to consult with and advise CDC on AID's activities.
An Imter-.1stituts I Vorking Group, with active participation by CIDC emd
FDA scientists, was established Is July 1982 to foster exchange of
scientific findings and to provide a ready channel to ske current data
available. A complemantary working group coordinate imformatimo
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collection and dIssLOInstion. In addition, two major meetings have been
held with representatives of the PHi agencies and a variety of outside
scientists and representatives of concerned groups. A meeting on July 27,
1982 led to the recowmendation to intensify surveillance of AIDS patients
with hemophilia, and to improve the quality of rictor VIIn concentrate to
decrease Infectious risk. A similar meeting was held on January A, 1983 in
which a detailed set of approaches to p-evention was discussed. This led
to the publishing of PHS guidelines for the prevention of AIDS.

CENTERS FOR DISEASE CONTROL

The major responsibilities of CDC in the AIDS investigation are to conduct
Furveillance, epideniologic studies and investigations. and laboratory
in~estilations. The top priority of the investigation is to find the cause
of AIDS.

A. Surveilance

A surveillance system has been ioplerented to receive case reports
from physicians, heraphilia treatment centers, and State and local
health Departoents. A cooperative agreement has been established with
the New York City Health Departoent to improve surveillance activities
in the New York City metropolitan area.

1. Elider=iolcic Studies

Epidetiologic studies to identify risk factors for AIDS in homosexual
populations include a national case-control study and an analysis of
clusters of sexually related cases which support the hypothesis of
sexual transmission of am infectious agent.

Epidemiologic studies and investigations are also belg done of cases
occurring 3mong four other groups: (1) heterosexuals and their
frequent sex partners, (2) Haitians, (3) Intravenous drug abusers, and
(4) hemophiliacs, as veil as homosexual men with chronic unexplained
lymphadenopathy, and "sub-clinical Immunosuppression". More than 100
AIDS cases and 200 controls have been Interviewed by CDC
epidcmiologists. Results of investigations of hemophilia patients and
intravenous drug abusers suggest transmission through blood and blood
products.

C. Laboratory Investigations

Laboratory investigations into the cause of AIDS include Intensive
virologic, pathologic, and Imunologic studies. Inoculations of
tissue from patients into cell cultures and laboratory animals,
observation of these cultures and animals, and prolonged Imunologic
and pathologic follow up of the animals are saderway. Etemsive
laboratory investigation of patient materials (blood. lyph modes,
autopsy specimens) are being conducted using highly asphisticated
methods.
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NATICNAL INSTITUTES OF HEALTH

A. Extramural Activities

The National Cancer Institute (NCI) has initiated a Clinical
Cooperative Research Awards project on etiologic studies to support
clinical research into the causes and prevention of AIDS. NCI has
also gi'en high priority to grant-supported studies of Rapost ssrccam
and rsiilar malignant tumors related to AIDS.

The Naticnal Institute of Allergies and Infectious Dibases (MAID) Is
suprorting research on cellular Imm-unology and regulation of the
irmure system; on deficiencies in the aunse system; and on
cyte?4e*alovirus.

The National Heart. Lung. and Blood Institute (NHLBI) is studying the
effect of AIDS patients' blood plasma and other bodily fluids as
administered to chiipanzses with the hope of Identifying a causative
agent. The Institute is expanding a study of blood recipients and
plans to initiate studies of "serrosate tesfs" for AIDS. which cay
lead to a method for screening blood prior to transfusion.

Other componenis of NIH are also active In AIDS research. The
National Institute of Neurological and Comunicative Disorders and
stroke (NINCDS) is conducting research into neurological aspects of
AIDS, and the Division of Research Resources (DRR) Is seeking to
develop animal models for AIDS.

S. Intracural Activities

Concurrent vith the external research assault on AIDS. NIH's
intramural laboratory and clinical scientists mounted a
multidisciplinary attack on the syndrome. The continuing Internal
collaboration at the Bethesda location involves at least 25
Investigators and their teams in a dozen laboratories, Including those
working directly with patients in the Clinical Center and the newly
activated Ambulatory Care Research Facility (ACRT).

At NC: Researchers in the Laboratory of Pathology are examining
tissue specimens'taken from AIDS patients during eargry to examine
the Imunological characteristics of certain AIDS-related lymphoma.
The Field Studies and Statistics Program is conducting epidemiological
studies of Immunological profiles of healthy homosexual men and
profiles of hemophiliacs without symptoms, as well as individuals with
AIDS or members of population groups at risk of developing AIDS.
Division of Cancer Treatment Investigators are asiag
alpha-lymphoblastoid interferon is combination vith chemotherapy to
treat Kaposi sarcoma is AIDS patients.

At NfDt: The roles of viruses m Iterfoeroms is the hums I=a~se
system disorders are ?#*iag studied. The studies isdieate that the
AIDS patients examined have abnormalities in their interferon systems.
These abnormalities are sees as a defect is the ability of the
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lymplocytes to produce interfvron (u~ux] ly of the gamma type). or as a
s1gnificant increase in circulating interferon (usually of the alpha
type).

At NlNCDS: The Infectious Diseases Branch is conducting clinical and
laboratory research on AIDS. The Institute is collaborating with the
California RegNional Primate Research Center on the examination of
tissue obtained from rhesus monkey who have Simian Acquired Immune
Deficiency Syndroae--a disorder which may be similar to AIDS.

A! XTAID: Intramural scientists are searching for an infectious agent
or agents that might trigger AIDS and are conducting Irrunologic
studies. Several scicntists are examining the irrunoregulatory defect
that occurs in these patients. In the Laboratory of Clinical
Investigation, ar evaluation of the role of herpes infections and
Epstein-Barr virus in relation to AIDS is under way. The Laboratory
of Infectious Distases is investigating the role of hepatitis in AIDS
because virtually all AIDS pztlcnts have had hepatitis. NIAID
scientists are also evaluating AIDS patients for parvoviruses, a group
of DA viruses.

At NEI: Clinical Branch scientists are studying ocular lesions that
occur in patients with AIDS. These studies have the dual purpose of
deter.ining whether there are distinctive ocular signs that might help
in recognizing AIDS victims and in obtaining new clues to the role of
the i=une system in eye disease.

At NHLBI: Scientists are examining plasma specimens in a -attempt to
transfer a causative agent or agents taken from AIDS patients In the
Clinical Center to chimpanzees. The goal is to isolate a
transmissible, infectious agent.

C. Infor-mation Dissemination and Scientific Workshops

because of the multiple approaches to the mystery of AIDS, uechanisms
have been established to coordinate and expedite research and
Information exchange among agencies Involved, within the national
scientific coinunit , and throughout Internal research efforts. The
Office of the Scientific Director of HIAID has compiled a
comprehensive bibliography of articles in the scientific literature on
AIDS and related disorders which Is update periodically. The NIAID
Office is also planning a "Memorandum" to be published pvriodically
for rapid dissemination of information within the scientific community
on findings and developments in AIDS research.

Since the problems of AIDS surfaced, NI has convened three major
scientific workshops on the syndrome--by DRR on animal models for
AIDS, by inLJI to gali suggestions for future studied on prevention of
tranmissioo of AIDS to blood and blood products, and by PIAID to
stim6ilate research Sm search of a causative agent. All wetings were
open to the press and public.
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ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

Public Health Service Current Level of Effort

(Dollars in thousands)

1983
1982 Current

Actual Level

Centers for Disease Control: $2,000 $4,600

Food and Drug Administration: 150 350

National Institutes of Health:

NCI............... ......... .. 2,400 4,400
NHLI....................5 346

NIDR ............. ................ 25 25
NINCDS............. 31 72
NIAID.................. 297 4,050
NEI............... 33 45
DRR................564 644
Subtotal, NIH ,355 9,582

Alcohol, Drug Abuse and
Mental Health Administration: ......

Total, PHS .5.5.$155505 $14,532
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ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

Additional FY l?83 Activities
(in priority order)

-(Dollars in thousands)

1983

Agency Current Increment Revised

A. Additional Activities

I. Centers for Disease Control $4,600 +$2,225 S5,360 I/

2. National Cancer Institute... 4,400 +3,300 7,700
3. National Institute of

Allergy and Infectious
Diseases..................... 4,050 +4,500 8,550

4. National Heart, Lung and
Blood Institute............. 346 +1,030 1,376

5. National institute of
Neurological and
Communicative Disorders
and Stroke................... 72 +545 617

6. Alcohol, Drug Abuse and
Mental Health Administration --- +400 400

Subtotal .................. .S13,468 $12,000 S24,003 1/

B. Other Continuing AIDS Activities

1. National Institute of
Dental Research............. S .25 -- $ 25

2. National Eye Institute.... 45 -- 45
3. Division of Research Resources. 644 -- 644
4. Food and Drug Administration... -350 -- 350

Total, PHS..................S$14,532 $12,000 $25,067 1/

I/ Does not include $1,465,000 which was *used from a variety of other
CDC activities to respond on a timely basis to AIDS needs.
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Dr. BRANDT. So that in fact a number of events had occurred.
You are making it appear like we just suddenly woke up one

day. In fact, we had a number of things occurring during this
period of time. We are trying to be responsive. We are trying to do
the job. And it seems like what we did is a perfectly reasonable
thing to do if you are going to try to be responsive.

Mr. WEISS. Now, let me ask you to look at a memo dated March
25, 1983, from the Director of the National Cancer Institute to the
Director of the National Institutes of Health. Would you have that
handy?

Dr. BRANDT. No, sir, I don't have it handy.
Mr. WEIsS. We will get it to you in just a moment. This was writ-

ten prior to the Public Health Service officials' testimony before
the Appropriations Subcommittee. It says, "NCI has already
funded four applications"-in response to the August AIDS RFA
"totaling $369,000."

I am going to rush through the first couple of lines.
NCI and NIAID jointly are prepared to fund six additional
ants. This will require a total of $1.8 million from NCI, and

1,011,942 from NIAID. Money will be reprogrammed within the
NCI budget to enable us to fund this high quality science since our
original set-aside is exceeded by approximately $600,000.

And then this line, "With this plan we will be able to fund 30
percent of all approved applications for AIDS research," approved
applications.

That is as of March 25, 1983, prior to Dr. Foege's testimony
before the subcommittee that you don't really need authorization
for any new money.

Dr. BRANDT. Of course, Dr. Foege does not represent the NIH or
NC. He represents only the CDC; that is the agency he is Director
of. So actually, Dr. Foege couldn't have commented on that.

Mr. WEISS. But your testimony, Dr. Brandt, is that the reason for
the change, for the request for $12 million, was the new application
requests that came in to NIH. Now, did you need Mr. Natcher's
letter of May 9 to point that out to you?

Dr. BRANDT. Well, certainly Mr. Natcher's letter to me requested
of course a great deal of information. But it gave me an opportuni-
ty to make our situation known to the subcommittee.

Dr. FOEGE. Mr. Chairman?
Mr. WEISS. Yes, Dr. Foege.
Dr. FOEGE. If I try to explain the CDC portion of this and not try

to explain any other-I pointed in my testimony that when we are
in an emergency situation, where we do not have funding, we do in
fact use money from other parts of CDC, and that in 1983 it was
my estimate that while we would have $2 million appropriated, we
would be spending at least that much extra from other parts of
CDC.

My request then a month later made an increase really from
about $4 million plus to ask for an additional three-quarters of a
million dollars for AIDS activity, and the remainder would be pay-
back of what we had borrowed. So it was a fairly small increment
of less than 20 percent. At the same time, during that period of
time there were things happening that were causing us great con-
cern.
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No. 1, we simply had no lead. on an agent and we had been
hoping that the extensive effort would provide some idea of the eti-
ology.

No. 2, the numbers, instead of plateauing, were increasing, as
you noted this morning, at a rate that was doubling about every 6
months. But there were two other things in that period of time
that caused us concern. One was whether this problem was much
bigger in terms of what we were then seeing in lymphadenopathy
in people who did not have AIDS, and we had to do some extensive
investigations to determine if this was a prodromal phase of AIDS,
a midphase of AIDS, or totally unrelated to AIDS?

Finally, the fourth thing that was concerning us at that time, the
conviction that this was probably a virus, and, if so that it could be
bloodborne. And we had in mind at that time that we might have
to launch surveillance systems looking for cases. In fact, we talked
about the possibility of hemophiliacs being at risk before we ever
had the first case of AIDS in a hemophiliac.

All of those things were happening in that time period. Because
of that, I asked for an increase of less than 20 percent in the
budget, because I did not think we could continue to borrow more
from other parts of CDC.

Mr. WEISS. I understand that. You must understand that my ex-
pression of concern is not that you asked for too much money.
Quite the contrary. What I am suggesting is that either there was
an unwillingness to know, or in fact you did not know how much
money you needed, that there seemed to be no comprehensive ap-
proach to this problem, and that you were reacting almost on a
day-to-day kind of basis, as Dr. Brandt said, rather than having
planned and plotted out your work to see what in fact your needs
were going to be.

I think that coming back and asking for a modest increase,
having been pushed by the House to a great extent, was perfectly
genuine and legitimate on your part. The question that I raise is
why the discovery only when Mr. Natcher wrote to Dr. Brandt on
May 9 and said, hey, reanalyze your position, and you say, OK,
maybe we can use an extra $12 million at that.

Dr. BRANDT. I must admit the way you paint the picture, it
doesn't sound very good. I have to agree with you, sir, in that re-
spect. But, I don't think we were reacting on a day-to-day basis.
What I said was, we were reviewing and analyzing on a week-by-
week basis attempting to determine where we were.

Things were happening at that time, narrowing in on the virus.
We thought, therefore, we needed to take advantage of the opportu-
nity. Congressman Natcher gave us that opportunity to do so.

Mr. WEIss. Let me touch on another aspect of what we have just
been talking about.

There have been suggestions from the representative of the
American Public Health Association, research physicians: Dr.
Conant, and Dr. Voeller; and from affected communities that one
of the problems seems to be that in fact there has been no effort to
pull together the best scientific minds in this country, and with
their cooperation, determine what a comprehensive approach ought
tobe.
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Your responses here this morning have suggested a series of spo-
radic kinds of meetings and the attitude, if you will pardon my
paraphrasing, that "We know what we are doing. We know what is
best. We don't really need anybody else from the outside to be
pulled into this situation."

If in fact your base of knowledge is as limited as you acknowl-
edge it is, why not reach out, bring the best scientific and medical
brains in, and set up a comprehensive approach to dealing with
this crisis over the next year, the next 5 years. Or, leave out a
timeframe and just discern what steps ought to be taken.

Dr. BRANDT. The issue, sir, is that we are doing that. That is the
whole point that we have been bringing outstanding scientists in.
Now the question of who is the best in terms of brains, perhaps Dr.
Conant and I might disagree on who that is. But they are certainly
brains that are capable of dealing with this problem that are out-
side the Government.

I mean these are people that have been brought in, and to whom
we have gone to look at these areas. This is a complex problem.
There is no one human being or no one scientist that is going to be
able to look at the total picture from dealing with intricacies of
blood to intricacies of virology. Therefore, we have brought in
groups to address them, to develop these research agendas. We
have outlined a lot of these.

I am sorry that Dr. Conant does not think those people are com-
petent. That is obviously his own opinion. I don't happen to share
that. But we will continue to involve people that are competent.
We have regular standing advisory committees; we have groups
that are brought in specifically to deal with this problem. We will
continue to do it.

Mr. MCCANDLESS. Will the chairman yield?
May I offer a suggestion for purposes of the record?
In your answer to my question, you gave certain specific in-

stances which you analogized to the question of bringing people to-
gether for the common purpose.

With your permission, Mr. Chairman, I would like to have sub-
mitted for the record, whenever it is possible for Dr. Brandt, a list
of these various meetings and who attended. I think it would di-
rectly answer the question that you are asking and which I pre-
sented earlier.

Mr. WEIss. An excellent suggestion.
Dr. BRANDT. We will be more than delighted. I have tried to out-

line them in my testimony. We will be more than delighted to send
you all the names of the people who attended and let somebody de-
termine whether or not they are qualified to give us advice.

[Material referred to follows:]

26-097 0-83--27
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FDA

Blood Products Advisory Committee Meetings

September 23-24, 1982

December 3-4, 1982

February 8, 1983

March 1-2, 1983

Juiy 19, 1983

BLOOD PRODUCTS ADVISORY COMMITTEE

Chairman

Bove, Joseph, R., M.D.
Director
Blood Transfusion Service
Yale-New Haven Hospital
6007 Clinic Building
20 York Street
New Haven, CT 06510

Members

Hafleigh, Elizabeth B.,
B. A., NT(ASCP)

Chief Technologist/Department Head
Transfusion Service, P1099
Stanford University Hospital
Stanford University Medical Center
Stanford, CA 94305

Miller, Ronald D., M.D.
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SU?¥MY OF THE WORKSHOP ON KAPOSI'S SARCOMA

Sponsored by:

Division of Cancer Treatment and
Division of Cancer Cause and Prevention

National Cancer Institute
and

Center for Disease Control

National Institutes of Health
Bethesda, Maryland

September 15, 1981
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WORKSHOP ON KAPOSI ' S SARCOMA

ATTENDEES
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Pablo Rubenstein
lijan Safal
Richard Simon
Thomas J. Spire
Mark Stinsky
John A. Stuart
Wolf Szmuness
Alexander Templeton
George Vande Woude
Charles Vogel
Daniel Williams
Robert Young
John Ziegler

Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
Dr.
D)r.
Dr.
Dr.
Dr.
Dr.
Dr.



438

Committee to Coordinate Environmental and Related

Programs Meeting on AIDS

Mount Sinai Medical Center

New York, New York

July 13, 1982

Sponsored by NIEHS
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CN)ECT 1V7.

?t? progrL. for tne July 19.Z --etlng Included detailed reviews of
irno-,6tior mccce-rir.g Acquired |rmunodeficiency Disease including clinical
s~r1dromes recently evident ir New York City. Son Francisco, Los Argeles and
otrer cities in the United States, and in other countries. Leading
1nmestigetors ir. the field reviewed current studies.

VC''TITSTS TKAT PAITICIPATCi IN TI'S HEETIK6

trying J. Seliko'., P.D.

Vr.nt Sinai Schcol of .vedtcine
New York, Ke- York

David P. Ral, M.D., Ph.D.
Director, NIENS

Arthur C, Upton, M.D.
Director, institv:e of Envirowental Redicine
N' Yc.-k Unlvcrsity School of v"-dicine

Frederick P. Slegal, K.D.
K oI-nt Sinai School o"' edicine
Ke* York, New York

Ikvid 0. Sencer, F.D., X.P.H.
Woo York City De-msment of Pealth

idI H. Fo,m, V.D.

fo~cr Die~c Control

Cr. Roger Cetels
OwL,, Scrool of Pu1c Health
University of California at Los Angeles

,'-es Curran
.'ters for Disease Control

Tn. ai Spirer. K.D.
U.S. Centers for Disease Control

Pablo Rubinstein, 'N.0.
Director of Iro icenetics
New York Blood Center

Susen Zo]la-Pezer, Ph.D.
.00 Yc - Lliversity Medical Center

Arthur S. Levine, P.D.
Vivisio. of Cancer Treatvent -
,Naticncl Cancer Institute

Joseph Pagano*
Ir.'t.sity of Nco'th Cerolina
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pr sci.: a,,d Surgeons
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'At. Sirai 1.eicel Certer

S! e1 r 54irscfr-en, r..
SinaiI fee'.,:4 Center

Pa line Th,". ".D.
plf. ic Irte.11cence Service

See York City De4a0t- nt of Heilth
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Acquired Immunodeficiency Syndrome (A.I.D.S.) and Kaposi's Sarcoma

Banbury Center, Cold Spring Harbor Laboratory, 6-8 February 1983

INVITED PARTICIPANTS

Arthur J. Ammann
Director, Pediatric Immunology

and the Pediatric Clinical
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Head, Department of infectious
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Director, Tissue Typing Lab
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Hepatitis Laboratories
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Phoenix, Az. 84914

Alvin E. Friedman-Kien
Department of Dermatology
New York University School of
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550 First Avenue
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Robert C. Gallo
Laboratory of Tumor Cell Biology
Division of Cancer Treatment
Building 37, Roum 6A99
N.C.I./N. I.H.
Bethesda, Md. 20295

Robert A. Good
Cancer Research Program
Oklahoma Medical Research

Foundation
825 N.E. 13
Oklahoma City, Ok. 73194
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Workshop on Acqulre'4 M,.ur Au ,riuNIH Cltn"* Ce,

' Immunodeficlency Sydrome In Natia Institutes of Heath
Nonhuman Primates Bethrsda, May"n O

Supported by the Division of Research Res ouces, NIH March 2 1983
AL,

8.45 a.m. Welcome
Dr. Betty Picketl, Director. DRR, NIH

Session I Comparative Medical Aspects Of AdS
Chairman - Dr. John L Sever, NINCDS. NIH

850 a m. Acqured Immune Deficiency Syndrome in
Man - An Overview
Dr. H. Cliffoid Lane, NIAID, NIH
Discussion
Aids in the Nonhuman Primate - Clinical.
Pathological, and Immunological Aspects -
New England Regional Primate Research
Center
A Clhnicopathologic Study of Macaques
with an Acquired Immunodeficiency
Syndrome (A!DS)- Dr. Norman L Letvin, Dr.
Ronald C. Desrosiers. and Dr. Norval W.
King, Jr.
Discussion
Coffee Break
Aids In the Nonhuman Primate - Clinica',
Pathological, and Immunological Aspects -
California Regional Primate Research
Center
Epizootics of Acquired Immunodeficiency
Syndrome in Rhesus Macaques at the
California Primate Research Center.
Dr. Roy V. Henrickson*, Dr. Donald H.
Maul. and Dr. Murray B. Gardner
Clinical Summary of Acquired
Immunodeficiency Syndrome in Rhesus
Macaques af the California Primate
Research Center- Dr. Donald H. Maul', Dr.
Roy V. Henrickson, and Dr. Murray B.
Gardner

Cellular and Humoral Immunity of Monkeys
with Simian Acquired Immunodeficiency
Syndrome (SAIDS). Dr. David L Madden,
NINCDS, NIH
The Pathology of an Epizootic of Acquired
Immunodeficiency Syndrome in Rhesus
Macaques at the California Primate
Research Center. Dr. Murry B. Gardner',
Dr. Donald H. Maul. Dr. Roy V. HenricksorN,
Dr. Kent G. Osbom. Dr. Sdnlvaa Prahalada,
and Dr. Unda J. Lowenstine

Ssslcn It DifferenTal Diagnos, EpkieIololgy, ad
Slsafoty sPets
Chairman - Dr. William I. Gay, DRR, NIH

1:30 p.m. kdntificatIon of AIDS and Rlated Diseases
In the Nonhuman Primate - California
Regional Primate Research Canter
Epidemiological Aspects of an Outbreak of
Acquired Immunodeficiency Syndrome in
Rhesus Macaques at the California Primate
Research Center- Or. Roy V. Henrickson

Unique Mortality Pattern Associated With
Acquired Immunodeficiency Syndrome In
Rhesus Macaques at the California Primate
Research Center. Dr. Donald H. Maul

2:00 p.m. Identification of AIDS and Related Disease
In the Nonhuman Primate - New England
Regional Primate Research Center
A Transmissible Lymphoma In Macaques:
Is It Related To Macaque AIDS?.
Dr. Ronald D. Hunt, Dr. Edward P. Gelman,
and Dr. Normal L Letvin

2.45 p.m. Discussion
300 p.m. Coffee Break

Panel Epkdemiology and Blosafety
Chairman - Dr. Kenneth Sell, NIAID, NIH

3:20 p.m. Probable Transmission of AIDS and
Potential Ris* to Laboratory Personnel - Dr.
Donald P. Francis, Centers for Disease
Control

3.40 p.m. Epidemiology and Blosafety - Panel
Dr. Donald Francis, Centers for Disease
Control
Dr. Roy V. Henrickson, California Regional
Primate Research Center
Dr. Donald H. Maul, California Regional
Primate Research Center
Dr. Norman L Letvin, New England
Regional Primate Research Center
Dr. Norval W. King, New England Regional
Primate Research Center

4:30 p.m. Summary of Differential Diagnosis,
Epidemlology and Biosafety Asplts. Dr.
John L Sever, NINCOS, NIH

5.00 p.m. Adjournment -

11:45 a.m. Discussion
12:00 p.m. Summary of Comparative Med"cal Aspects-

Dr. Sheldon Woff, Tufts UnIverst
12:30 p.m. Lunch •lndcatu p0so p'awitW4g pOW.

9:15 a.m.

9:25 a.m

10:10 a.m.
10:25 a.m

10:45 am.
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26-097 0-83---29
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LIST OF ATTENDEES

Institution

The New York Blood Center
Puget Sound Blood Center
Puget Sound Blood Center
Dept. Pathology, Uniformed Services UHS
Dept. Med., Case Western Reserve University
Blood Center of SE Wisconsin
Univ.. of Iowa College of Medicine
Univ. of Connecticut Health Center
Columbia University..
ARC Blood Services, Washington Region
Mt. Sinai Hospital
Division of Blood Diseases & Resources
Community Blood Center of Kansas City
George Washington University
American Red Cross -
Centers for Disease Control. Atlanta
National Heart, Lung, and Blood Institute
O/National Institutes of Health
Division of Blood Diseases and Resources
Division of Blood Diseases and Resources
Clinical Center Blood Bank, NIH
Council of Community Blood Centers
LIR/NAID
Clinical Center Blood Bank, NIH
George Washington University
Children's Hospital National Med. Center
Children's Hospital National Med. Center
Uniformed Services UHS
NIAID
National Cancer Institute
Clinical Center Blood Bank, NIH
Division of Blood Diseases and Resources
Division of Blood Diseases and Resources
Division of Sickle Cell Diseases
Division of Sickle Cell Diseases

Cladd E. Stevens
John A. Hansen
Richard B. Counts
Olivia T. Preble
Michael Lederman
Jay Menitove
Jonathan C. Goldsmith
Leon W. Hoyer-
Sergio Piomeilli
Paul R. McCurdy
Louis Aledort-
Amoz Chernoff
William Bayer
Paul Naylor
Roger Dodd
Bruce Evatt
David Robinson
Robert Gordon
Anne Ball
Alan Levine
Harvey Alter
Robert Huitt
Cliff Lane
Harvey G. Klein
Craig Kessler
Naomi Luban
Gregory Reaman
Robert M. Friedman
Kenneth Sell
Henry Masur
Paul Holland
Luiz Barbosa
George Nemo
Clarice Reid
Marilyn Gaston
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NIAID

"Search for Etiological Agents in

WORKSHOP ,

Acquired Immune Deficiency Syndrome"

PROGRAM

Building 31, Conf. Rm. 10

April 5-6, 1983

983

a.m. Welcome - Dr. Richard Krause (Director, NIAID)

a.m. Epidemiological Overview of Acquired Immune
Deficiency Syndrome (AIDS)
Dr. James W. Curran (COC)

a.m. New viral agents and the problem of AIDS
Dr. Kenneth.W. Sell (NIAID)

a.m. Discussion

Review of known agents: Detection, cultivation, and possible
ological agents in AIDS.

Moderator: Dr. Robert M. Chanock (NIAID)

9:45-10:05 a.m.

10:05-10:20 a.m.

10:20-10:35 a.m.

10:35-11:00 a.m.

11:00-11:15 a.m.

11:15-11:45 a.m.

11:45-12:15 p.m.

Cytomegalovirus
Dr. Gerald Quinnan (BoB)

Epstein-Barr Virus

Dr. Joseph Pagano (University of North Carolina)

Break

Herpes Simplex Virus
Dr. William Summers (Yale Medical School)
Dr. Priscilla Schaffer (Harvard Medical School)

Adenoviruses
Dr. Stephen E. Straus (NIAID)

Hepatitis Viruses
Dr. Robert Purcell (NIAID)

Retroviruses
Dr. Robert Gallo (NCI)
Dr. Malcolm Martin (NIAID)

April 5, 11

8:30-8:45

8:45-9:15

9:1519:30

9:30-9:45

Session 1:
role of eti
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12:15-1:15 p.m.

1:15-2:30 p.m.

2:30-2:45 p.m.

2:45-3:00 p.m.

3:00-3:15 p.m.

3:15-3:30 p.m.

3:30-3:45 p.m.

3:45-4:00 p.m.

4:00-4:15 p.m

4:15 p.m.

5:00 p.m.

Lunch

Parvoviruses
A. Adeno-associated Viruses

Dr. James A. Rose (NIAID)

B. Minute Virus of Mice
Dr. Gary Macaster (Hoffmann-La Roche, Basel)

C. Aleutian Disease Virus
Dr. David Porter (University of California)

0. Canine Parvovirus
Dr. L. E. Carmichael (Cornell University)

E. Parvovirus-like Virus of Aplastic AnemiA
Dr. Philip Mortimer (Central Public Hea th
Laboratory, London)

Enteric viruses: Diagnosis by Immune Electron
Microscopy
Dr. Albert Z. Kapikian (NIAID)

Reovi ruses
Dr. Bernard Fields (Harvard Medical School)

Arboviruses
Dr. Philip Russell (Walter Reed Army Institute of
Research)

Break

Papilloma Viruses
Dr. Maurice Green (St. Louis University)

Slow Viruses
Dr. Clarence J. Gibbs, Jr. (NINCOS)

Rubeola and SSPE
Dr. Ashley Haase (VA Hospital, San Francisco)

General Discussion

Reception at Dr. Krause's residence on NIH campus
(For Invited Participants)
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April 6, 1983

8:30-8:50 a.m. Epidemiology of Transmission in AIDS
Dr. Michael Marmor (New York University)

8:50-9:00 a.m. Discussion

Session [I: Current efforts to recover potential etiological agents from
patients with AIDS.

Moderator: Dr. Bernard Fields (Harvard Medical School)

9:00-12 Noon

Dr. Gary Noble (COC, Atlanta)

Dr. Cirilo Cabradilla (CDC, Atlanta)

Dr. Donald Francis (COC, Phoenix)

)r. Edward Gelmann (NCI)

Dr. Thomas Quinn (Johns Hopkins University)

Dr. Lata Nerurkar, Dr. David Madden (NINCOS)

Dr. Kenneth Takemoto (NIAID)

Dr. John Hooks (NIDR)

Dr. Anthony Fauci (NIAID)

Dr. Marshall Horwitz (Albert Einstein)

Dr. Lawrence Drew (Mt. Zion Hospital)

Dr. Jorg Eichberg (Southwest Foundation for Research and Education,
San Antonio, Texas)

Dr. Robert Purcell (NIAID)

Dr. John Sever (NINCDS)

12 Noon-1:30 p.m.- Lunch

1:30-3:00 p.m.

General Discussion and Development of Research Opportunities
Dr. Kenneth W. Sell ((hAID)

Suggested topics to be considered:
1. Most likely etiologic agents
2. Adequacy of current technology employed
3. Need for resource sharing (reagents, nonhtn primtes)
4. New proposed hypotheses to be tested
S. Biological containment



449

2:45 p.m.

NIH Grant Support in the Search for an AIDS Agent
Dr. Richard Adamson (NC)

3:00 p.m.

Summary: Or. Albert Sabin

4:00 p.m., Bldg. 31, Conf. Rm. 10

Press Briefing



450

Dr. Richard Adamson
Scientific Director
NCI
31/11A03
Bethesda, MD 20205

Dr. Norman Anderson
Argonne National Lab
Argonne, IL 60439

Dr. Donald Armstrong
Memorial Sloan-Kettering

Cancer Center
1275 York Avenue
New York, NY 10021

Dr. Paul Black
Department-of Microbiology
Boston University Medical School
80 East Concord Street
Boston, MA 02118

Dr. Marshall Bloom
Rocky Mountain Laboratories
NIAID
Hamilton, MT 59840

Dr. Cirilo Cabradilla
Div. of Viral Diseases
Centers for Disease Control
Atlanta, GA 30333

Dr. L.E. Carmichael
James A. Baker Institute for
Animal Health, New York
State College of Veterinary

Medicine
Ithaca, NY 14853

Dr. Robert Chanock
Chief, LID/NIAID
7/100
Bethesda, MO 20205

Dr. Amoz Chernoff
NHLBI
Office of the Director
Federal Building, 518A
7550 Wisconsin Avenue
Bethesda, MO 20014

Dr. Bruce Chesebro, Chief
PVD/NIAID

Jockey Mountain Laboratories
Iimilton, HT 59840

Dr. James W. Curran
Head of KS/AIDS Task Force
Centers for Disease Control
Atlanta, GA 30333

Or. Walter Dowdle
Director, Virology Division
Bureau of Laboratories
Centers for Disease Control
Atlanta, GA 30333

Dr. W. Lawrence Drew, Head
Mt. Zion Hospital
P. 0. Box 7921
San Francisco, CA 94120

Or. Robert Edelman
NIAID
Building 31, Rm 7A49
Bethesda, MD 20205

Dr. Jorg Eichberg
Southwest Foundation for Pesearch

and Education
P.O. Box 28147
West Loop 410 at Military Dr.
San Antonio, TX 78184

Dr. Myron Essex
Department of Microbiology
Harvard University
School of Public Health
665 Huntington
Boston, MA 02115

Dr. Anthony Fauci, Chief
LIR/NIAID
10/11813
Bethesda, HD 20205

Dr. Bernard M. Fields
Prof., Dept. of Microbiology
and Molecular Genetics
Harvard Medical School
25 Shattuck Street
Boston, MA 02115

Dr. Peter Fischinger
NCI
31/11A46
Bethesa, MD 20205

71
-K
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Dr. Donald Francis
Hepatitis Labs Division
Centers for Disease Control
4402 N. 7th Street
Phoenix, AR 84014

Dr. Edward Gelmann
Lab. of Tumor Cell Biology
NCI, 37/6BO4
Bethesda, MD 20205

Dr. Clarence J. Gibbs, Jr.
Laboratory of Central Nervous
System Labs, NINCDS
Bldg. 36, Rn. 4A17
Bethesda, MD 20205

Dr. Jon Gold
Memorial Sloan-Kettering

Cancer Center
1275 York Avenue
New York, NY 10021

Dr. Robert S. Gordon
Office of the Director
NIH
1/238
Bethesda, MD 20205

Dr. Maurice Green
Professor and Chairman
Institute of Molecular Virology
St. Louis University School of
Medicine

3681 Park Avenue
St. Louis, MO 63110

Dr. Jack Gruber
MCI
Landow Bldg., Rm. 9A22A
Bethesda, MD 20205

Dr. Ruth Guyer
NIAID
Building 10, Rm. 11C103
Bethesda, MO 20205

Dr. Ashley Haase
Medical Investigator
Veteran's Nospital
Mail Code 151F
Bldg. 1, Rm. 110
4150 Clement Street
San Francisco, CA 94125

U-. Scott Halstead
Medical Division
USAMRiID, Bg. 1425
Ft. Detrick
Frederick, MD 21701

fr. Janet Hartley
LVD/NIAID
7/304
Bethesda, MD 20205

Dr. James C. Hill
Bacterial Vaccines Prog. Off.
NIAID/NIDP
Westwood/750
Bethesda, MD 20205

Dr. John J. Hooks
NIDR
10/1A19
Bethesda, MD 20205

Dr. Marshall Horwitz
Dept. of Microbiology
and Immunology
Rm. 515, Chanin Bldg.
Albert Einstein College

of Medicine
1300 Morris Park Avenue
Bronx, NY 10461

Dr. William Jordan
Director
MIDP/NIAID
31/7A52
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Mr. WEISS. Mr. McCandless' question reminded me that in read-
ing through your testimony before the hearing, and in following it
this morning as you read it, one of the problems that I have is un-
derstanding how much money has been spent on AIDS research.
You stated today that a total of $167 million is one way or another
being directed toward some aspect of the AIDS problem, although
not necessarily to fund research specifically initiated for dealing
with the AIDS problem. However, there is no way of segregating
from your testimony which of those programs in fact were initiated
to deal with the AIDS problem, which of them have been in effect
and directed toward basic research, separate and apart from AIDS,
when they began and how much is being expended on those pro-
grams.

It appears to be a morass. I would appreciate if you can have
somebody go through your testimony and try to identify specific
programs, dates of initiation, and dollar values for each so that the
subcommittee can determine how much indeed is being spent to
deal with this crisis.

[Material referred to follows:]
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Budget Figures Describing

Support for Scieoce Base Research Related to AIVS

The NIH has a solid foundation of ongoing research in the fields of cellular

immunity and infectious diseases which has provided and will continue tq

provide technological developments and the conceptual base for research on

AIDS. To evaluate the extent of this support, we established a series of

descriptors which relate directly to the areas of current AIDS research. The

broad categorical headings are cellular immunity, interferon, key viruses,

sexually transmitted diseases and opportunistic infections. A series of more

specific descriptors was provided for each category. The accompanying table

shows the categories and specific descriptors.

The budget office of each BID which directly supports AIDS research was

provided FY 1982 figures for research funding in the area of each of the

descriptors on the table. The Institute budget offices worked in conjunction

with their planning offices to generate the figures. The Division of

Financial Management put the responses into tabular form using the major

categorical headings.



FY 1982
SCIENCE BASE RESEARCH RELATED TO AIDS

Cellular Immunity:

o immunoregulation
-physiologic
-unresponsive

o suppressor cells,
helpers, other T cell
functions

o immunodeficiency
-cellular
-congenital

o imunosuppression

Interferon

- not including
production

Lymphokines

Key viruses:

o Hepatitis B,
nonA-nonB hepatitis

o cytomegalovirus
o herpes virus
o EB Virus

Sexually Tranmitted
Diseases

o sexual behavior

Opportunistic
Infections:

o Kaposi's sarcoma
o Pneumocystis carnii
o lasa ondie
o ryp ococcus neofomans
0 Mycobacterium avium-

Intra cellulare

o Cryptosp oridium
o canddiasis
o amoebiasis

(Entamoeba histo-
lyt:ica)



DEPARTMENT OF HEALTH AND HUMWN SERVICES
National Institutes of Health

SCIENCE BASE
FY 1982 ACTUALS

RESEARCH RELATED TO ACQUIRED IMMUNE
(Dollars in thousands)

DEFICIENCY SYNDROME

Cellular
Immunity

$63,826
3,273

8,980
4,605

17,447

1,387
4,451

407
6,907

TOTAL, NIH 111,313

Key
Interferon Viruses

$8,316
97

703
544

3,398

221
610

630
14, 519

$13,575
1,250

25
660

1,290
7,569

1,202
2,913

136
1,553

30,173 2,985

Opportunistic
STDs Infections

$700

33
1,485

569

$426

66
6,577

51
205

198 564

7,889

NIH/ADA/DFM/BFPB
June 30, 1983

NCI
NHLBI
NIDR
NIADOK
NINCDS
NIAID
NIGMS
NICHO
NEI
NIEHS
NIA
DRR

Total

$86,843
4,620

25
10,343
6,538

36,506

3,430
8,179

543
9,852

166,879



473

Dr. BRANDT. We will be delighted to do that, but I think I have to
point out honestly to you, if you put two competent scientists to-
gether and ask them to go through and address each research
grant and say to what extent is this directed to AIDS, you will get
differences of opinion. I am perfectly willing to give you what our
view of that is, and that is the best we can do.

Mr. WEISS. Well, certainly, Dr. Brandt, you would have to I
think--

Dr. BRANDr. We have a couple of competent scientists at the
NIH.

Mr. WEISS. I believe you. In fact, you have a great many. But, I
think that you would acknowledge that moneys which were com-
mitted prior to the onset of AIDS as a known and recognized syn-
drome cannot legitimately now be counted as moneys which the
Department is, in fact, focusing on the AIDS crisis.

Do you acknowledge that?
Dr. BRANDT. I would agree with you up to a point, sir, and that

is, if we allocate a grant in 1980 to a sexually transmitted disease
center, and in 1981, in response to this crisis, we permitted them to
direct their research toward it, that is a legitimate expenditure of
funds to be counted in this battle. We have not counted them.
None of these numbers include that. The numbers I have given you
are for grants and programs that came about in response.

It is only the tip of the iceberg, and, frankly, I personally think
that we are going to waste more time and money trying to go out
and determine the exact dollars and cents that have been spent,
but we will be happy to do it.

Mr. WEisS. One of the areas that was addressed by witnesses yes-
terday dealt with finding an animal model for AIDS.

Dr. BRANDT. Yes, sir.
Mr. WEISS. Will you tell us what the Department or the various

agencies have done in attempting to find an animal model?
Dr. BRANr. Well, I will turn it over to the scientists at this

point, and let them tell you what they are doing.
I think it is important that we do have a spontaneous disease

that looks like AIDS that occurs in simians, that has been reported
both at the University of California at Davis at their NIH-funded
primate center, and at the Boston Harvard NIH-funded primate
center. But perhaps we can begizi with Dr. Foege, where they have
been trying to develop an animal model.

Dr. FoG&. Mr. Chairman, we have attempted to inoculate var-
ious animals with body fluids of all types from AIDS patients, and
we have literally done hundreds and thousands of tests, but we re-
alize that the incubation period of this disease in humans may
mean that we have to wait many months or even years before we
would find the disease in the animal, even if the animal is suscepti-
ble and even if the agent is in the material that we injected; so this
is a very time-consuming process.

Dr. Fauci, you might want to comment on the NIH experiments.
Dr. FAUCI. That is really quite similar, Mr. Chairman, in that it

involves predominantly taking materials, either secretions or speci-
mens, for example, suspected involved lymph nodes and lymph
node tissue which we feel is a very highly suspect target organ of
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this putative agent and try to induce the expression of this in a
number of animal models.

There are a number of difficulties with that approach predomi-
nantly being the very long incubation period as well as the fact we
are not sure that this particular virus, as it were, which we are
presuming it is, has not adapted itself just to the human model and
may not be able to be expressed in the animal model.

Therefore, the spontaneous models of the diseases, the monkey
colonies, appears to be a good model to study, perhaps at least an
analogous situation, but even in that we are not sure whether we
are dealing with something which is the animal counterpart of
AIDS, strictly speaking.

Dr. BRANDT. However, I must say that at the present time, we
are behaving as if that is an animal model, because, in fact, it does
show similar disease characteristics and we are following up on it.

We have not been able to induce a model, but again we are deal-
ing with an illness that has a very long incubation period. In
humans we can document from 7 months to 3 years that incuba-
tion period. Mainly, we document that on the basis of exposure
through blood or other mechanisms, and in animals it may very
well be longer than that.

Right now, we are in the 13th month, if my arithmetic is correct,
but I think that we have what might be an ongoing animal model
of an AIDS-like syndrome spontaneously occurring in animals that
is being studied in some detail at two different universities.

Mr. WEISS. Again, I am not a scientist, and so you have to bear
with me.

Are you telling me that you have the traditional animal model
development program in effect that would be used to test the var-
ious body fluids on the various primates, or are you telling me that
you have found that in one instance that an AIDS-like syndrome
has developed, and you worked backwards from that and concluded
that that is an animal model?

Dr. BRANDT. The answer to both of your questions is yes. We
have a system set up to try to develop an animal model involving
nonhuman primates.

We do have at the same time, a spontaneous illness developed in
two monkey colonies that we are currently studying to determine
whether or not it is an animal model; so, we have two routes going,
but I think until proven otherwise, that we ought to look upon that
one as an analogous disease in animals. We do have-both at CDC
and at NIH-a program underway to try to develop an animal
model in the classical sense of that.

Mr. Weiss. Those bells indicate that we now have a series of
votes which will take probably in totality around 45 minutes; so,
with the permission of my colleagues and the witnesses, I think
this is-an appropriate time to break for lunch. We will return at 2
o'clock, probably for no more than an hour, because by that time
we will be back on substantive legislation on the floor.

The subcommittee stands in recess.
[Whereupon, at 12:55 p.m., the subcommittee recessed, to recon-

vene at 2 p.m. the same day.]
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AFTERNOON SESSION

Mr. WEISS. The subcommittee will come to order.
Would the witnesses please resume their places?
The affirmation or oath which was taken at the beginning of the

panel's testimony is still in effect.
Dr. Brandt, we were discussing at tho time that we broke for our

recess the question of animal models.
Because we have a limited amount of time remaining, and be-

cause I am still somewhat confused on the subject, we will submit
some of our questions to you in writing, if we don't get a chance to
get back to this subject before we complete our hearing this after-
noon.

Dr. BRANDT. That will be fine, sir.
Mr. WEISS. I believe that you now have had a chance to review

the March 25, 1983, memo from Dr. DeVita, Director of the NCI,
stating the estimated costs for the approved grants was $7,565,622.
Is that correct?

Dr. BRANDr. Correct.
Mr. WEISS. That memo states that they could only fund 30 per-

cent of these grants with available funds.
Could you tell the subcommittee at this point, ae of August 2,

how many of the remaining 70 percent of the approved grants, if
any, have been funded?

Dr. BRNDT. We have funded a total of 9 by the NCI and 4 by the
NIAID, a total of 13; and with the funds from the supplemental we
will fund an additional number. I don't know precisely that
number yet, because, since that RFA, there will have to be a little
bit of negotiation with the grantees.

Mr. WEIss. That is a total of 13 funded out of a universe of how
many? Thirty-three were approved and 10 disapproved, so it is 13
funded out of the 33 approved; is that correct?

Dr. HENNEY. There were 45 applications received. Ten were dis-
approved. Thirty-three were approved, and two were re-reviewed.
One of those has since been approved and funded, and the other
one is undergoing another site visit this month for possible fund-

iIr. WEISS. And those remaining 20 or so, a number of them may
be funded before the end of this fiscal year. Is that correct?

Dr. BRANDT. That is correct. I cannot tell you precisely how
many of them at this point in time, because it depends a little bit
on the money situation and any changes that may have occurred,
but I would guess we will fund most of them.

Mr. WzIsS. It is my understanding, and you correct me or give
me the accurate information, that the N first planned to issue
this request for application, that is the RFA, sometime in Novem-
ber of 1981. Is that correct?

Dr. HENNEY. We had an RFA under consideration at that time.
It was not passed for concept review by the appropriate Board of

Scientific Advisers, I don't believe, until the first of the year.
Mr. Wss. Of 1982?
Dr. HzNNEy. Yes.
Mr. Wss. And the proposal was finally published in August of

1982?



476

Dr. HENNEY. Yes; that is correct.
Mr. WEISS. And the bulk of the money is being spent for those

grants in the summer of 1983. Is that correct?
Dr. HENNEY. Yes, the bulk of it actually was awarded this spring.
Mr. WEISS. OK.
Now, can we hope for anything better in terms of expediting this

process at NIH when we have what is acknowledged by everyone
on all sides to be an emergency situation?

Why that kind of delay, and why can't we do better?
Dr. HENNEY. Actually, the average time for RFA development is-

suance to time of award is usually 18 months, and we did cut that
down by a considerable amount, down to 14 months.

However, some of the delay in the whole process was the site
visits that were conducted. In order to give those applicants with
large, complex proposals every fair chance at getting funded, the
peer review committee recommended that we proceed to have
actual site visits of some of the grants or grantees that had submit-
ted applications.

That did take a little bit more time than we had originally
planned for and delayed some of our funding of those grants. It did,
by that process, make sore grant applications that might possibly
be disapproved or not receive funding eligible for funding.

Dr. BRANDT. Actually, the deadline for the receipt of those appli-
cations, Mr. Chairman, was October 22, 1982, and awards were
made in May 1983.

October 22, 1982, and awards were made in May, so we are talk-
ing about 7- months. The time from August to October was to allow
the scientists to develop their proposals to respond to the applica-
tion.

Again, I need to remind you, sir, that this is a very complicated
disease. This is not something that you can sit down and slap a pro-
posal together over a weekend. This takes some time.

Mr. WEISS. But why would you have the gap from November of
1981 or the beginning of 1982, if you will, until August of 1982,
before the publication takes place?

Dr. BRANDT. You mean from the time that the Board approved it
until it was published?

Mr. WEISS. You have a 6- to 8-month gap.
Dr. BRANDT. Actually, closer to 6 months, because it was in Janu-

ary when the National Cancer Advisory Board met and, under the
law, the Board has to approve those kinds of actions before we
move on them.

Mr. WEISS. I think that the point that both the scientific wit-
nesses, as well as the organizational representatives, were making
is that you have an acknowledged emergency. You have a situation
which has now been designated as the No. I public health priority.

Would you not think it appropriate-never mind what happened
last year or the year before that designation-would you not think
it appropriate now to try to provide for some formalized expedited

recess so that you do not have a continuation of these time gaps
from the approval through the publication, through the funding?

Dr. BRANDT. We will expedite all of the steps except the scientific
review. Under no circumstances would I be a party to shortcutting
the scientific review of these things.
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The last thing we need in this problem is lousy science.
Mr. WEISS. I agree with you, but we have an indication here that

long after you got scientific approval, you have these seemingly un-
avoidable or nonconstructive delays.

Dr. BRANDT. I seriously doubt that you can cut down the review
period less than the time that was used in this, namely, about 6
months.

Certainly the steps that went on before, we are, in fact, decreas-
ing the time. We are going now with mail and telephone balloting,
not waiting for regularly scheduled council meetings, and other
steps are being taken. But once you begin to make site visits of
these institutions, pull together the outside consultants who come
in and advise us on these issues and who, in fact, make decisions
and determine the scientific quality of these things; I think it is
very difficult to do that in less than 6 months. We will try. No
question about that, but I think again that we have to continue to
insist upon thorough review for scientific merit.

Mr. WEISS. Again, we have no disagreement.
My concern, and everybody else's concern, is that for the No. 1

health priority, there ought to be a recognition of urgency in those
areas where urgency can, in fact, be applied.

Dr. BRANDT. We are in agreement. There is no question about
that. We are in agreement, and we are doing it.

Mr. WEISS. When did the Department scientists first come to the
realization that an infectious agent might be the cause of AIDS?

Dr. BRANDT. It was in the fall of 1981, early 1982, that I think we
all came to the conclusion that that was the most likely explana-
tion. However, we were a little bit further along in the year before
we were all convinced that we could begin to focus our efforts
there, and no longer pursue chemical and other possibilities.

Mr. WEISS. It is my understanding that the first request for pro-
posal on the etiology of the disorder, emphasizing the search for an
agent was issued in May 1983. Again, why did that request for pro-
posal take so long?

Dr. BRANDT. Because up until that time, we had been getting re-
quests spontaneously. See, there are basically two parallel mecha-
nisms going on.

We have the investigator-initiated grants program, where these
grants come in year round, and the RFP's, and RFA's, and RFC's
that we send out are only done in those instances where it is felt
that the investigator-initiated grant proposals are not covering the
entire waterfront that we feel is important; so it was not necessary
to develop one until it became clear that there were certain areas
that were not, in fact, being covered by investigator-initiated
grants.

The backbone of the NIH and the scientific progress that has
been made in this country has been the so-called RO-l's.

In general, the scientific community figures out the problem as
fast as all of the rest of us do, and they come in on their own, and
those grants have been funded right along; so there has never been
any delay in that program.

Mr. WmSs. Well--
Dr. BRa"DT. But that is a judgment call, clearly, and reasonable

people will differ on the timing of it.

26-097 0-83----31
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Mr. WEms. There is a problem, besides the delay that I see. You
keep on saying that, in fact, there is some comprehensive approach
to this crisis and yet sitting where I am, what occurs to me is that
the process you just described is sort of hit and miss as to whether,
in fact, all of the gaps will be filled in and whether, in fact, you-do
have a comprehensive approach. It seems to me that when you are
not in an emergency situation, investigator-originated research is
fine; but when you have an emergency that you are trying to solve,
you really ought to have a comprehensive plan which at least sets
out all the areas that ought to be covered. That way, if an investi-
gator does not spontaneously come forward with a request for pro-
posal, you can go out and see if an institution or individual would
be interested or be in a position to undertake that kind of research.

Doesn't that make some sense?
Dr. BRANDT. Yes, sir, but I would like to point out an apparent

discrepancy in the whole process, and that is, we have been criti-
cized yesterday, and I gather earlier today, for not having a com-
prehensive plan and for not having sought outside advice; by the
way, a criticism that I have rejected and still reje.t.

One of the best ways to obtain outside advice is through the in-
vestigator-initiated grant program. After all, they are people on the
frontline of science. They are the scientific talent of this country.
Their response and their coming in for grants is the best kind of
advice we can get as to the direction of modern science, and as to
the way in which problems should be solved.

We, therefore, would prefer to look at what they come in with,
and then determine whether or not there are some areas that are
being missed rather than go the other way around, and try to tell
them, the scientific talent of the country. If we do what you are
suggesting that we do, I think we would be exactly guilty of what
we were accused of yesterday, and instead, it is-rather than a hit
and miss-it is, in fact, a way, and a very effective way-and a way
that has been in effect for 50 years, andI might say quite success-
fully-of getting the kinds of advice from the scientific community
that we need. I happen to believe in it as the way to go.

Mr. Wmss. Well, I am pleased that you believe in it. At least you
are not doing something that you don't believe in, but, when do
you think the time will arrive when you will have received suffi-
cient investigatory-originated proposals so that you can look to see
where the gaps are? Has that time arrived yet?

Dr. BR rvr. Well, obviously we have done that. We have put out
this RFA you are talking about on the etiology aspect, because we
felt there were gaps, and those RFA's are quite specific as to the
kinds of places we are soliciting proposals. They were not coming
in through the standard mechanism, and we do this at every round
of grants to try to determine where there are holes and which way
to go.

Mr. Wmss. Has that RFA been funded yet?
Dr. BRArN . No. It is-right now the grants are under review;

they are scheduled to be funded out of 1984 dollars, and were all
along. The RFA was released in Ma.

What is the deadline? The deadline is this month, so we will
review the grants when they come in. I think it is August 1.
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Mr WEISS. Here we have a request for proposal on the etiology of
the disorder. The determination that an infectious agent is in-
volved was made by you or one of your people sometime toward the
latter part of 1981, and the research proposals will be reviewed and
funded in fiscal year 1984, a gap of approximately 2 years?

Dr. BRANDT. The first award was made in April 1983, sir, which
is roughly 5 months after the deadline.

Mr. WEISS. I am talking now about the etiology of the disorder.
Dr. BRANDT. The date of issue, May 1983, and we anticipate

awarding the first dollars in November 1983, which is, yes, Novem-
ber 1983, which is fiscal year 1984 dollars, which iF roughly again 6
months.

Mr. WEISS. That is right, but didn't you say that you first deter-
mined that you needed to do this, in the fall of 1981?

Dr. BRANDT. No, sir, I didn't say that. If I said that, I certainly
made a mistake. What I said was, that it was after the determina-
tion by the virologists and particularly the people at the NIAID
and NCI, their group of scientists, that one was needed, and it was
put out in May 1983.

Mr. WEISS. I am sorry; you had said that the realization that an
infectious agent might be the cause of AIDS occurred sometime in
the fall, November 1981?

Dr. BRANDT. Yes, sir, the realization of that, but work was under-
way at that time. We already had work underway looking at that.

We have not waited until 1983 to begin to look at it.
After all, viruses have now been isolated and work is underway

with great rigor, if you will pardon the expression, in trying to
identify the specific one, so that this RFA is to fill in the kind of
gaps that we see present. It is not the first time we looked at it,
and let me ask Dr. Fauci when, for example, his institute began to
work on the infectious etiology.

Dr. FAUCL. We were involved in admitting the first patient to the
clinical center in collaboration with the National Cancer Institute
in studying the infectious and immunological aspects.

I would imagine it would have been a matter of just months, sir,
after that when the epidemiological data began coming in from the
CDC about the various risk groups, and it became likely that this
was an infectious agent, and it was at that point in the intramural
program, bringing us to the very beginning of 1982, we began a
series of studies looking at the particular cells that we suspected
were being infected from this agent.

We were directly involved in investigations, concrete investiga-
tions, early in 1982, within the first month or two of 1982.

Mr. WEIsS. Again, so I understand this, would it be unfair or in-
correct to state that although as of this moment we still do not
know what causes AIDS, research funded in response to an RFA on
etiology of the disorder has not yet begun?

Dr. BRANDr. No, sir, that is wrong. The August of 1982, RFA in-
cluded work on the etiology; so that in terms of-well, let me-

Mr. WEISS. Who is doing that, and where is that being done?
Dr. HENNEY. We don't have specific individuals for you, but in

our original RFA that we released, one of the specific areas that we
wanted to look at was possible etiologic agents of which viruses
were a potential part. It became clear in reviewing both those ap-
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plications that came in response to the RFA and the general re-
sults that were coming out of the scientific community, that it was
more likely that there a viral agent was involved.

Many people already working in the whole area of viral research
turned their focus toward looking for such-to identifying such--an
agent, and we at the same time began the development of the
second RFA, of which you are speaking, that would again clearly
signal the scientific community that we were most interested in
seeing more applications for work in this area.

So we have ongoing efforts in that regard, and we also are trying
to stimulate more.

We have on at least two, and I think possibly three, occasions
during the last several months, brought all of the investigators to-
gether that are in our extramural community that are specifically
working on defining the etiological agent, together with representa-
tives from NIAID and FDA, and so forth, to discuss this very
matter. So there is much work going on in that regard.

Dr. BRANur. Dr. Quinnan might have some comments about it,
also.

Dr. QUINNAN. I think we have to go back to the consideration
that ongoing programs are not AIDS-related research programs, or
at least the claim that that was so, and both in our own laborato-
ries at FDA and NIH laboratories and laboratories around the
country, since before the first cases of AIDS were recognized as
being part of a new syndrome, there has been intensive study going
on in viral infections in homosexual men. Those studies have con-
tinued in all of those laboratories, including our own, and the first
patient that we studied with AIDS to try to find the virus was a
patient admitted in June of 1981 to the clinical center at the NIH.

There is a great deal of information available now, and most of it
has been developed prior to or on the basis of grants funded prior
to the time that AIDS was recognized, but because the grants were
awarded for types of studies that were applicable to AIDS patients.

Dr. BRANT. I think, Mr. Chairman, if I might, that it is impor-
tant to state that there are at least four mechanisms under which
the Public Health Service funds research, in response to emergen-
cies or anything else, but particularly in response to emergencies.

One is that we have in place roughly right now 16,000 grants. I
don't know how many cooperative agreements and other things are
out there; a large pool of scientific talent that is available.

As soon as this disease was described in June of 1981, and cer-
tainly during that summer, calls were made by the NIAID, NCI,
and others, letting them know of this activity, and some of the
grantees, themselves, called and said they would like to begin to
work more specifically in this area, and that was permitted, and
they started right away. Most of this group were in an NIH-funded
center program.

A second activity is the investigator-initiated grants which go on.
The investigator-initiated program is the standard grant pool, and
it is investigator-initiated and draws upon that great pool of talent
outside of the Federal Government that this country depends upon.
They submit grants and largely dictate the direction of scientific
effort in this country.
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Third, the requests that we send out, where it is determined by
the NIH or the FDA, or whomever, that there are specific areas
that are not being covered through the first two mechanisms, and
this is used, then, for that mechanism.

The fourth is, of course, the intramural research program. We
have been criticized as being slow, but largely that evidence is built
only upon one of those four mechanisms, namely, the requc.st for
proposals and requests for applications.

If one judges only by that, admittedly the response was slow, but
all other mechanisms were in place within a few months of the de-
termination that this disease occurred, so that the response was
quick and fast, and was determined, in large part, by the scientists
out in the field as well as the intramural scientists. The fact that
RFA's v. -re not put out until a year later is just because at that
point in time the work was being done, and so putting the RFA's
out, I think, is a distortion of what really happened.

Mr. WEISS. Can you tell us what statistics you have as to the
number and the dollar value of the investigator-initiated grants?

Dr. BRANDT. We can supply you with that list; yes, sir.
Mr. WEISS. I would appreciate that. Since you have focused on

these, it would also be important to know how many investigator-
initiated proposals were approved and then not funded.

Dr. BANDr. I think we can; I am sure we can supply that to you.
I am guessing we can.

Mr. WEISS. We would appreciate that.
[The information follows:]

INVESTIGATOR INITIATED RESEARCH PROJECT GRANTS

The following table provides, as of August 1, 1983, the number and amount
of research project grants devoted to AIDS research funded by the National
Institutes of Health in fiscal year 1983.

(Amounts in Lhousands of dollars)

No. Amount

NCI ....................................... 12 $2,868
NHLBI ..................................... 2 128
NIAID ..................................... 7 1 254

Total ..... . ........................ r $4,250

Additional research project grants have been approved for funding and will
be awarded later this fiscal year. The precise number that may go unfunded
cannot be predicted at this time.

It should be noted that the NIH supports additional AIDS research through
other funding mechanisas, including research centers, research and development
contracts, and the intramural program.

Dr. BRANDT. The one thing I can't supply you, though, is how
many people who already had grants out there who shifted their
direction in response to this emergency, because that I don't know,
and I certainly can't put dollar values on it.
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I guess we could go back and query the 16,000 people, and try to
determine that, but it seems to me that is not in our best interests
or theirs.

Mr. WEISS. When did the CDC first learn about AIDS cases in he-
mophiliacs?

Dr. FOEGE. The first publication that we made was in July of
1982, listing three cases, and I would have to look back at the
dates, but we had been for some weeks before that dealing with
two cases, and both of them had problems with: were they really
AIDS or not?

One of the people had died, and this was retrospective informa-
tion that the patient might have AIDS.

The first two cases were hard to decipher. When the third case
was reported, we immediately put a publication out to say that we
had these three cases.

Mr. WEISS. Is it accurate that the first request for research pro-
posals, specifically to look at this possible carrier state in blood,
was issued on July 15 of this year?

Dr. BRANIYr. I don't know the answer to that, who issued it. Dr.
Chernoff?

Dr. CHF RNOFF. The National Heart, Lung, and Blood Institute
did issue an RFA July 15 to cover the area of identifying possible
contaminated blood or blood substances. However, a great deal of
research had already been going on before that RFA, directed to
the general problem of hemophilia and the question of whether
there was transmission of AIDS through blood products.

Efforts had been initiated as far back as-September or October of
1982 through an intra-agency agreement with the CDC to examine
patients with hemophilia and determine their immunologic status
to try to determine if there was some relationship between the
clinical situation and hemophilia and the receipt of blood products.

Mr. WEISS. Is that an epidemiological study that you mentioned?
Dr. CHERNOFF. That was a study dealing with the situation at

one point in time. It is our intent to do a prospective epidemiologic
study in the immediate future, and an RFP to that effect is in the
process of being developed and will be issued shortly.

Mr. WFwSS. Again, are you telling me that there has been no ex-
tramural research grant approved and funded that is specifically
aimed at the possible carrier state in blood?

Dr. CHERuoFF. There has been no specific grant funded relative
to the carrier state of AIDS. However, there has been work not spe-
cifically related to a specific grant that has covered this area.

The CDC, itself, has looked at the various tests of blood and
blood serum to see whether there is a connection between some
chemical abnormality or some virologic abnormality in the AIDS
state. Not knowing what the infectious agent or what the agent in-
volved in AIDS is, it is difficult to develop a specific test directed
toward this purpose.

Mr. WEiss. Well, I would again appreciate for the record as much
detail in this area as you can give me, because what I gather, and
my impression may not be absolutely correct, is that precious little
research specifically aimed at an AIDS carrier state in blood was
done.
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Dr. BRANDT. Let me be sure that I understand what you mean by
an AIDS carrier state in blood, because that is not clear to me.

Mr. WEISS. Well, I am talking about--
Dr. BRANDT. Yes.
Mr. WEISS [continuing]. Some scientific or biological or chemical

research, as distinguished from an epidemiological kind of research
which Dr. Chernoff seemed to be talking about in our discussion.

Dr. BRANDT. Are you concerned about trying to isolate a virus
from the blood, or are you interested in trying to identify anti-
bodies in the blood?

Mr. WEISS. I want to know what it is that you fellows have done.
There is talk about blood being one of the carriers. It seems to me
that if that is one of the genuine concerns, that somebody would
have posthaste gotten on the stick and decided to fund some re-
search grants to tie down whether, in fact, this is or is not trans-
mitted through blood.

As of now, as I try to follow you through the morass of response I
get, what I sense is that, in fact, there has been little such research
done.

Dr. BRANDT. Let me then disabuse you of that idea by calling on
Dr. Quinnan, from the FDA, where this is done.

Dr. QUINNAN. There has been a tremendous amount of research
done in this area. One type of work that has been done is to screen
various types of blood products, to test them in every way possible
to try and identify an infectious agent, and that work has been
done in part at FDA, and a lot of work was done in CDC and in
other parts of the PHS.

Other types of work that have been done is to try and apply var-
ious tests that are candidates for screening tests, all of which have
been identified beforehand as having various shortcomings, but
being-the best available.

There is research being done at least at a couple of the major
blood centers around the country, applying a number of potential
screening tests.

The biggest part of the work in this general area, though, is not
in the immediate application. The problem is that we don't have a
test right now, and what we need to do is to understand the disease
better so that we do have a test, and there has been a tremendous
effort devoted toward finding characteristics of the disease that are
diagnostic, and a tremendous amount of progress has been made in
understanding the etiology, and-I am sorry-in understanding the
immunology.

There has also been progress in understanding the etiology to the
extent that there are many, many, many viruses and other infec-
tious agents and chemicals that can now be discounted, and a list
of potential causes is being narrowed down quite rapidly.

So, we don't have an answer yet, but there has been an intense
amount of investigation ongoing since the beginning.

Mr. WEISS. I read from a release dated July 15, 1984, request for
research grant applications: RFA, assay methods to detect the car-
rier state of acquired immuno-deficiency syndrome-AIDS.

Application receipt date, October 17, 1983.
Purpose: It invites grant applications for the development of

tests to identify the carrier state of acquired immuno-deficiency
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syndrome-AIDS-and to evaluate the sensitivity and specificity of
these tests.

The major purpose of this special gant program is to determine
whether there are markers made that could be used to rapidly,
simply and specifically identify individuals who are asymptomatic
carriers of AIDS.

Has the research along the lines just described in that paragraph
been undertaken by anyone under the auspices of either the Divi-
sion of Blood Diseases and Resources, National Heart, Lung, and
Blood Institute, CDC, NIH? Anybody?

Dr. CHERNOFF. This particular RFA has just been issued within
the past few weeks, and obviously we will not have responses until
October 17, 1983.

Mr. WEIss. I appreciate that. Has there been research done in
the exact area that the paragraph I just read describes?

Dr. CHERNOFF. There have been a number of activities over the
past year that have dealt with this problem. The CDC, in the
summer of last year, published or presented information on a great
many indirect or surrogate tests that could be related to the pres-
ence of the AIDS situation.

Other groups have followed up on this, and, in our own institute,
a number of program projects going on in different blood centers in
the country have dealt with the problem of trying to identify test
that may be related to this particular condition.

They have included such esoteric things as beta-2-microglobulins
and special kinds if interferon that are known to occur in popula-
tions with the AIDS problem.

Unfortunately, these tests are quite nonspecific and appear in a
number of other populations which may show no evidence of AIDS
and not be members of any high-risk group. So there has been con-
siderable activity going on in the past.

Dr. BRANIYr. The answer, I think, Mr. Chairman, to your ques-
tion is, yes, there has been research underway on this, because
early on, when the issue came up about whether or not this disease
could be transmitted by blood or blood products, the question came
up as to whether we could determine by some screening test the
safety of blood and blood products in particular.

There have been six such tests proposed, at least six, but six that
have been proposed that have hit the public media of one kind or
another, been latched onto by one group or another, and all six of
those have been evaluated; and as far as we are concerned, we are
in agreement with Dr. Chernoff that they are nonspecific; that they
do not specifically identify AIDS, and are not useful tests.

Now, what we are trying to do is to carry this one step further,
and that is the reason for the RFA.

Mr. WEIss. OK. I think we are going to have to break at that
point.

The bells have rung for a vote on the floor.
We will be submitting questions to you in writing, and we hope

that you will get responses to us within the timeframe that we set,
so that we can have the transcript of the hearings compiled, and
collated.

Finally, let me express my appreciation to you for your participa-
tion here today, and Mr. Donnelly, Dr. Brandt, we look forward to
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the new cooperative effort between the subcommittee and the De-
partment and its various agencies.

Thank you so much.
[Whereupon, at 2:55 p.m., the subcommittee adjourned, to recon-

vene subject to the call of the Chair.]
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WASHINGTON. OC. 2061

PC2I 225-2145

August 24, 1983

Honorable Edward Brandt, Jr.
Assistant Secretary for Health
Department of Health and Human Services
200 Independence Avenue; S.W.
Washington, D.C. 20201

Dear Dr. Brandt:

I am writing to ask your cooperation in completing the
record on the subcommittee's August 2 hearing on the Federal
response to the AIDS crisis.

I will greatly appreciate receiving for inclusion in the
record the Department's response to the enclosed questions,
including all relevant documentation and budget data, by no later
than Friday, September 16, 1983.

If there are any questions concerning this request, please
have your staff contact Susan Steinmetz at the subcommittee
office.

Thank you for your continuing cooperation.

i ely,

TED WEISS
Chairman

Enclosure

(487)
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DEPARTMENT OF HEALTH & HUMAN SERVICES oreo " t Sewoy

WashiVon, D C. 20201

SEP 2 3 1983

The Honorable Ted Weiss
Chairman, Intergovernmental Relations

and Human Resources Subcommittee
Committee on Government Operations
U.S. House of Representatives
Washington, D.C. 20515

Dear Mr. Weiss:

Enclosed is a partial response to your letter of August 24 to
Dr. Brandt requesting responses to 49 follow-up questions for
the record on the Subcommittee's August 2 hearing on AIDS.
As agreed to with your staff the remaining responses to questions
17 and 21 will be transmitted as soon as these are available.
The operational plan mentioned in question #8 that was outlined
in Dr. Brandt's testimony is being further refined and will be
completed soon.

Please let me know if I can be of further assistance.

Sincerely,

4Chi CRoot
Deputy Assistant Secretary

for Legislation (Health)

Enclosures
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( DFJ ARTMENT OF HEALTH & HUMAN SERVICES Offic of owe Seaetwy

Wehkann D.C 20201

SEP 3 0 lC63

The Honorable Ted Weiss
Chairman, Intergovernmental Relations

and Human Resources Subcommittee
Committee on Government Operations
U.S. House of Representatives
Washington, D.C. 20515

Dear Mr. Weiss:

Enclosed are responses to NIH questions 17
in your letter of August 24 to Dr. Brandt.

and 21 as requested

The only remaining item is the AIDS operational plan, which should
be available soon,

Sincerely,

n~thia C. Root
Deputy Assistant Secretary

for Legislation (Health)

Enclosures
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1. Please outline the Dejarment's policy regarding congressional access
to information. SpecificaNly, what restrictions, if any, apply to
congressional oversight information or interviw requests. If there are
any restrictions, please delineate each and cite the relevant statutory
authority for each restriction.

A. The Departmnt's policy regarding Congressional access to inforation and
interview requests are set forth in the Secretary's letter to Congressman
Weis dated May 12, 1983.

The statutory restrictions on release c infomation are:

18 U.S.C. 1905 - Trade Secrets

Food, Drug, and Cometic Act, Section 301(j),
21 U.S.C 331(j)

Public Health Service Act, Section 303(a),
42 U.S.C. 242a(a) - Mental Health Research

Public Health Service Act, Section 308 (d),
42 U.S.C 242r(d) - Health Research and
Statistical Activities

Caiprehensive Alcohol Abuse and Alooholim
Prevention, Teatnmnt, and Rehabilitation Act
of 1970, Section 333, 42 U.S.C. 4582

Drug Abuse Prevention, Treabent and Rehabilitation
Act, Section 21 U.S.C. 1175
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2. Please specify exactly what budget information the Departmnt believes may
be withhold frcm a congressional oversight committee pursuant to OM
Ciroular A-I0 and cite ths statutory authority for the Circular.

A. CMB Circular A-10 authorizes the withholding ot all budgetary information
prior to transmittal by the President of the material to which it
pertains. Under A-IO, budgetary information includes, but is not limited
to agency (btugeti submission, requests, recomendations, supporting
material and similar camunications .... * OMB Circular A-10 refers to the
statutory restrictions in 31 U.S.C. 1105, et seQ. (formerly 31 U.S.C. 11
and 15).



492

3A, Questions The Department has revised its T 1984 budget request for
AIDS research from $17.6 million to approximately $40 million. Flease
provide a complete breakdown of hay the $40 million will be spent and from
which programs the additional $22 million vii be transferred under this
proposal.

Answer: Since the AIDS problem was first reported in June 1981, the
Public Health Service has centered its activities in this area around three
major objectives -

To determine the pathogenesis (the process of the development of a

disease) of AIDS.

To determine how AIDS is transmitted.

To develop methods of treatment, control and prevention.

The Department's FT 1984 revised budget request of $39,827,000 for AIDS
vill be used to continue and expand the specific PHS activities directed at
achieving these three objectives. Implicit in this request Is the
assumption that by FY 1984 a causative agent will have been identified and a
screening test developed for AIDS. Four agencies of he Public Health
Service are involved in AIDS activities. The allocation of the FY 1984
revised budget request and the AIDS activities which viii be carried out by
these agencies is as follows:

CENTERS FOR DISEASE CONTROL

FY 1984 Revised
ACTIVITIES Budget Request

1. Surveillance ........................................... $ 1,946,600
2. Epidemiologic Studies/

Investigations ....................................... $ 3,374.000
3. Laboratory Studies/

Investigations ....................................... $59 710,000
4. Technology Transfer, Training,

and Dissemination of Information .....................$ 570,000

Total - CDC $11,600,000

Some activities to be supported by CDC in FY 1984 are:

0 Continue and institute additional surveillance activities in order
to monitor adequately morbidity and mortality trends and to
identify emerging risk.groups.
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o Expand and continue the studies of risk factors among Haitians,
intravenous drug abusers, blood products and homosexual man
screened for hepatitis B.

o Continue to serve as the National repository and reference
diagnostic center for AIDS laboratory specimens.

o Train laboratory personnel as vell as develop training and
informational materials related to the laboratory aspects of
isolating and identifying the causative organism of AIDS.

NATIONAL INSTITUTES OF HEALTH

FY 1984 Revised
Activities Budget Request

1. Research Project Grants .................... $13,958,000
2. Research Centers ............................. 1,371,000
3. Research Contracts ........................... 4p765,000
4. Intramural Research .......................... 7,233,000

Total - NIH $27,327,000

Examples of the broad range of activities which would be funded by the
NIH's FT 1984 revised budget level are:

o Continuation of the AIDS extramural and intramural research
initiated in 1983 in order to expand the knowledge base on AIDS
treatment and cure.

o Studies of the biology and molecular biology of the causative
agent of AIDS.

o Research on blood donors.

o Research. development and testing of a vaccine for treating
AIDS.

26-0 0-83-82
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ALCOHOL, DRUG ABUSE AND
MENTAL HEALTH ADMINISTRATION

FY 1984 Revised

Activities Budget Request

Grants and Contracts........................... $500,000

o ADARA ill continue to support research into the cause of AIDS
and risk factors associated with intravenous drug abusers who
have succumbed to AIDS.

FOOD AND DRUG ADMINISTRATION

FY 1984
Activities Budget Request

Research ....................................... $400,000

o FDA will continue to evaluate blood products and blood ster-
ilization methods to increase safety of use and prevent
transmission of AIDS to recipients of plasma, blood and blood
products.

The additional $22.2 million proposed for AIDS activities in FY 1984
would be derived from transfers from two DHHS programs. Of this amount,
$12.5 million represents a decrease in the amount budgeted in FY 1984 for
the National Health Service Corps. Current estimates predict that more
private practice physicians rather that Federal staff physicians will be
employed in FY 1984 which results in substantial Federal dollar savings.
The other $9.7 million needed for increased AIDS activities in FY 1984 would
be available from the Rural Development Loan Fund.

3B. Question: The Department has revised its FY 1984 budget request-for
AIDS research from $17.6 million to approximately $40 million. Please
provide a projected timetable for obligating these funds.

Answer: It is not possible at this time to provide a projected
timetable for obligating the FY 1984 revised budget request for AIDS
activities. An FY 1984 spending plan will be developed by each agency after
its FY 1984 appropriations level is determined. in addition, the process
for obligating funds varies according to the type of award to be made by the
Public Health Service. For instance, new research grants which will be
awarded in FY 1984 by NIH and ADAMHA are subject to the peer review system.

-Each NIH and ADAMHA Institute establishes a schedule for convening its
advisory councils which review and score the applications for research
grants. Also, a record of the FY 1983 research awards and date for their FY
1984 continuation is not compiled until the end of a fiscal year. However.
as was the case for FY 1983 funding, the Committee can be assured that these
funds will be obligated promptly.

,/
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3C. Questions The Department has revised its FT 1984 budget request for
AIDS research from $17.6 million to approximately $40 million. Please
provide all budget estimates, funding proposals or requests, or other
information used to arrive at the revised budget request.

Answer: The Secretary requested a budget amendment of $22.2 million
bated on extensive discussion between the Secretary end the Assistant
Secretary for Health. This amount is sufficient to fund the highest
priority activities in combattinS AIDS. The appropriate materials
reflecting this decision are attached. (For further information, see answer
to Question 4A).
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THE MCNETAV OF 19ALTH ANO NU41iA SlEVIC9$
wA&oa..@WOS.. D.C. &0"1

August 19, 1983

The Honorable David A. Stockman
Director
Office of Management and Budget
Washington, D.C. 20503

Dear Mr. Stockman:

I am writing to request your approval of a 1984 budget
amendment to further the Department's research and surveillance
activities on Acquired Immune Deficiency Syndrome (AIDS).

In my speech before the U.S. Conference of' Mayors in June,
I officially recognized AIDS as the Department's highest
priority emergency health problem which we are anxiously and
aggressively seeking to resolve. This condition attacks young,
productive people by destroying the body's ability to fight
infection. There is no known path of recovery once the ituune
system has been attacked.

In the past two years, the Centers for Disease Control
(CDC) has received reports of over 2,000 persons who have AIDS
and of these, about 38 percent have died so far. The number of
reported AIDS cases has nearly doubled every six months. The
mortality rate for AIDS victims diagnosed two years ago is about
80 percent.

While the incidence of this disease is relatively low, it
is a priority concern because of the suffering of AIDS victims
with its extremely high fatality rate and the enormous cost of
the necessary intensive use of hospital facilities and
personnel. Also, after two years of intensive efforts by
government and non-government scientists, the cause of this
immune dysfunction remains unknown.

With the additional funds provided by the 1983 Supplemental
Appropriations Act (P.L. 98-63), the Department will spend $25.1
million on AIDS research and surveillance activities in 1983.
There are sufficient numbers of worthy AIDS research project
proposals ready for immediate funding in TY 1983 so that we will
not need to take advantage of the extended funding availability
the Congress provided for in the Supplemental. The FY 1984
President's budget includes $17.6 million for AIDS.

I am now proposing the Administration seize the initiative
with respect to AIDS In FY 1984 and propose an increase of $22
million and up to 61 FTE to the pending budget request. These
funds will allow us to continue the efforts begun with the 1983
Supplemental and, through the initiation of additional projects,
to search for ways to control and prevent this tragic disease.
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A summary listing of these proposed additional expenditures
is enclosed. A more detailed description of these activities
will be provided to your staff within the next two days.

To offset these increases for AIDS# T have identified
$22.2 million not necessary for the purposes budgeted. Of this
amount* $12.5 million represents a decrease in the amount
budgeted in Fl 1984 for the National Health Service Corps
because we now predict that more private practice physicians
(rather than Federal staff physicians) will be-employed, as
compared to our budget plan. Hence a dollar savings results.
In addition, there is $9.7 million available in the Rural
Development Loan Fund which is not 'neede!S to carry out either
the loan program or the transfers for pay raise directed in the
Supplemental Act.

T71have publicly pledged to leave no stone unturned to
pursue an answer to AIDS and consider this amendment essential
to that goal. Should you or your staff have additional
questions on our proposal, please let me know.

Sincerely,

Enclosure
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ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

FY 1984 Budget Amendment

(Dollars in millions)

FY 1983 Appropriation.......................... $25.1

FY 1984 President's Budget..................... $17.6

Proposed Budget Amendment.................... +22.2

o Continuation of program activities
included in FY 1983 Supplemental:

- National Institutes of Health (NIH) ... (+10.8)
- Centers for Disease Control (CDC) ....... (+3.1)

Subtotal................................(+13.9)

o New AIDS program activities for CDC
and NIH.....................................(+8.3)

New Total, FY 1984 AIDS activities .............. $39.8
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(j DEPARTMENT OF HEALTH & HUMAN SERVICES Office of w Seaur"

waehow, D.C. 202M

AUG 24 13

NOTE TO DAVID KLE!RBERG AI(

FROM v John Pe Scul~IK Ai6C Deputy
Assistant Sy 5 Lary for Budget

SUBJECT i Detailed Do ription of AIDS
FY 1984 Budget Amendment

As promised in the Secretary's August 19 letter to OKB Director
Stockman, I am forwarding a more detailed description of the
activities proposed to be funded with the requested FY 1984
budget amendment for Acquired Immune Deficiency Syndrome
(AIDS). Also, attached Is revised appropriation language for
the AIDS budget amendment. The FTC identified in the attached
will be addressed for FY 1984 in the Department's FY 1985 budget
request.

Attachments
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National Institutes of Health

Additional FT 1984 Weds for the Study of
Acquired Imune Deficiency Syndrome (AIDS)

The proposed Fr 1984 budget amendment of $14.9 million for NIH consists of:

o Continuation of FT 1983 Research

$10.8 million would provide continuation costs of research efforts funded
by the fry 1983 supplemental appropriation for AIDS. Such research
includes studies on the nature of the defective regulators of immunity in
AIDS, the epidemiology and natural history of the disease, the treatment
of AIDS patients, investigations regarding the possible involvement of
genetic factors in a predisposition to AIDS. and studies of neurological
findings in AIDS patients. Continuation of these activities will expand
our knowledge base on AIDS treatment and cure with important implications
for other conditions affecting the immune system.

o Nev Activities

Assuming that a causative agent is identified and a reliable screening
test Jeveloped. NIH would direct $4.1 million toward the following:-

NIAID - An additional $2.6 million would support study of the biology and
molecular biology of the causative agent and research, development
and testing of a vaccine through grant funds. R&D contracts and
expansion of the intramural program. In addition, research
efforts would focus on modes of transmission, restoration of
imune functions and new modes of treatment for opportunistic
infections. Research on the abnormalities seen in the interferon
system of AIDS patients would be expanded.

-HLBI Spplesental funding of $1.0 million in FTY 1984 would be directed
to research efforts-focused on blood donors. Specifically,
research will focus on whether blood donors are carriers of AIDS.
whether they transmit the disorders, and determination and
validation of appropriate screening tests for donors and blood
products.

DRR - The addition of $.S million would provide Immunological studies at
the Primate Research Centers to provide baseline clinical and
laboratory information of potential value to human AIDS research.
In addition, funds would be available for patient care resources
for N]H funded research at General Clinical Research Centers.
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CENTfl FOR DISEASE CONTROL

Additional YY 1984 Weeds for Study of the
Acquired Immune Deficiency Syndrome (AIDS)

The following list of proposed activities is based on the assumptions that an
AIDS causative agent will have ben identified, and that a reliable screening
test vill have been developed.

o Surveillance (6 FTE) $1,276,000

Additional resources vii allow the continued expansion of surveillance
activities in order to adequately monitor morbidity and mortality trends.
Special efforts to survey unexplained imuno-dficiency in Infants,
lyuphadenopathy syndrome and other "pro-AIDS" conditions vii1 be
instituted. Active serologic surveillance for AIDS in the States or
cities with moderate to low incidence will begin.

" Epidemilogic Studies
and Investigations (12 FTE) $2,484,000

Additional resources will be used to continue to assess risk factors
among Haitians. intravenous drug abusers, blood products and homosexual
men screened for hepatitis B. Given an availability of diagnostic
markers for AIDS. CDC will be providing additional epidemic assistance to
State and local health departments.

o Laboratory Study and
Investigations (20 FTZ) $3,120.000

In 1984, CDC will continue to serve as the National repository and
,reference diagnostic center for AIDS laboratory specimens. CDC will
produce advanced diagnostic reagents, evaluate comerically available
reagents and test kits. if developed, used to detect antibody or antigen
to the AIDS agent. In addition, resources will provide support for the
development of alternative diagnostic tests withspecial attention to
enhanced specificity and sensitivity that can be used in any routine
diagnostic laboratory.

o Technical Transfer,
Training and Dissemination
of Information (3 FTE) $420,000

- Train laboratory personnel. Develop training and informational
materials related to the laboratory aspects of isolating and
Identifying the causative organism of AIDS. Prepare a training
package consisting of manuals, audiovisuals, and test kits.
Implement training courses in field locations.
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- Maintain a flow of information on AIDS to the medical, scientific,
and public health comities.

- Convene an International Conference to disseminate AIDS Information
on surveillance, epidemiologit studies, and laboratory
investigations through the medical and scientific community.

Additional Resources Required: Funds FTE

1983 Supplemental
Continuation Costs ........ $3,100,000 20

New Activities .............. .4,200,000 21
Total .................... $7,300,000 41
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

1984 1984
Request Proposed

Heading Pending Amendment

Health Resourcea
and Services
Administration

ilealth Resources
and Services.... $292,444,000 -812,500,000 $279,944,000

Rural Development
L oan Fund e. .....

(Capital transfer
to general fund).

Centers for Disease
Control

Disease Control...

National Institutes
of Health

National Cancer
I n s t i t u t e . . . . . . .

Lung and Blood
Institute.....

National Institute
of Neurological
and Communicative
Disorders and
Stroke..........

National Institute
of Allergy and
Infectious
Diseases........

9,924,000 -9,700,000

270,023,000.

989,263,000

62Q,028,000

301,022,000

281,405,000

Research Resources 228,542,000

124,000

7,300,000 277,323,000

3,500,000 992,763,000

2,036,000 630,064,000

1,560,000 302,582,000

7,270,000 298,675,000

500,000 229,042,000

Budget
Appendix

Page

I-R3

1984
Revi ed
Request

i-K49

I-RIo

1-Rll

I-RK2

I-R13

I-K18
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4A. Question: Please specify vhen Dr. Brandt first became aware of the
need for additional FY 1984 funds and who alerted him to this need.

Answer: Given the dynamic nature of AIDS, the Assistant Secretary
for Health established the PHS Executive Comittee to apprise him of the
PHS operational plan on a weekly basis. In addition, the Boards of
Scientific Advisors at each research institute within the National
Institutes of health provide highly technical scientific consultation on
current activities by NIH scientists, university and private investigators.
Several workshops and conferences have been held to evaluate our current
knowledge and our future needs to control and prevent AIDS.

While the May 9th correspondence from Representative Natcher was limited to
FY 1983 AIDS activities, the Assistant Secretary for Health took this
opportunity to comprehensively review and reassess planned PHS activities
for both FY 1983 and FY 1984. He requested the PHS agency directors to
conduct a thorough evaluation of ongoing requirements as requested by Mr.
Catcher, and to identify additional resource requirements for FY 1984 based
on the assumptions that the causative agent will have been identified and a
screening test will have been developed.

The Directors of the Centers for Disease Control, the Food and Drug
Administration and the National Institutes of Health responded by
identifying a need for an additional $35 million for the following
activities:

o Food and Drug Administration ( $2.0 million and +20 FTEs)
Additional resources would support the testing of AIDS treatment
products, the development of methods to assure the safety and
efficacy of a vaccine, and the expansion of measures to assure blood
product safety.

o Centers for Disease Control (+$9.6 million and 41 FTEs)
This request would support the expansion of .surveillance,
epidemiologic studies and information dissemination, additional
laboratory studies of AIDS specimens, development of diagnostic
tests and additional training of laboratory and field personnel.

" National Institutes of Health (+$23.4 million)
Additional funds would support expanded intramural and extramural
research-activities in the Cancer, Heart, Neurology,'Dental, Eye,
and Allergy Institutes and the Division of Research Resources.

4B. Question: When was a decision made to request additional FY 1984
funds by the Assistant Secretary for Health?

Answer: The Assistant Secretary for Health decided to request
additional FY 1984 funding in mid-May. His decision was based upon the
review and reassessmcnt of AIDS activities conducted by the PHS agencies.
Following normal budgeting procedures, the proposed FY 1984 budget amend-
ment was incorporated into the PHS IY 1985 budget submission to the
Secretary. This request was formally submitted to the Secretary on June
23rd.
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A subsequent decision was made by the Secretary, acting on Dr. Brandt's
recomendation, to submit the FTY 1984 budget amendment to OMB prior to the
scheduled deadline for the DHHS FY 1985 budget. Dr. Brandt recomended
this accelerated submission on July 26 since an earlier submission of a FY
1984 budget amendment would allow the House and Senate Appropriations
Coamittees to consider the proposal in conjunction with their deliberations
on the overall FTY 1984 PHS appropriations.

4C. Question: When was this request approved by the Secretary?

Answer: The request for the FY 1984 budget amendment of $22.2
million was approved by the Secretary on August 10th.

4D. Question: When was this request submitted to OMB? Please, provide the
original request that wes sent to 0MB.

Answer: The request was transmitted verbally to OMB by the
Assistant Se~cetary for-Management and Budget. An agreement was
subsequently reached at the staff level to immediately request a budget
amendment of $22.2 million. On August 19th. a letter was submitted
formally by the Secretary proposing $22.2 million for AIDS activities.
These activities would be financed by redirecting funds from the National
Health Service Corps and the Rural Development Fund. Further programmatic
information was provided to OMB on August 23rd.

4E. Question: When did OMB approve the request?

Ansver: On September 15th, the President transmitted a formal FY
1984 budget amendment requesting additional support for AIDS-related
activities.

4F. Question: When was the approval transmitted to the Secretary's
office?

Answer: The Departmet was informed on September 16th. On
September 14th. the Office of Kanagement and Budget authorized the
Department to transmit to the Congress, materials justifying the need for
the proposed FY 1984 budget amendment of $22.2 million for additional AIDS
activities.

4G. Question: When was this request forwarded to House and Senate
appropriations committees?

Answer: On September 15th, the President transmitted a formal FY
1984 budget amendment requesting additional support for AIDS-related
activities as a message to Congress.
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June 23, 1983. Preliminary Budget Submission to DHHS, Fiscal Year
1985. Public Health Service (PHS Sumary Volume)

The following is a description cf the proposed FY 1985 Budget for all the
PHS agencies. In addition. it contains a description of the proposed FY
1984 budget amendment for additional AIDS activities. The following
quotation contains the relevant information on the AIDS proposal:

"1984 Budget Amendments

The 1984 current estimate includes funding for several high priority
activities which were not included in the 1984 President's Budget. These
budget amendments are being requested to increase PHS efforts to combat
Acquired Immune Deficiency Syndrome (AIDS)... The details of each of these
amendments follows:

Acquired Immune Deficiency Syndrome

A total of $35.0 million is included in the 1984 current estimate for
additional CDC, FDA, and NIH activities related to AIDS. The request for
each of these agencies is based on the assumptions that by 1984, a
causative agent will have been identified and a reliable screening test
will have been developed.

The CDC portion of the amendment ($9.6 million and 41 FTE's) would be used
for increased surveillance of AIDS morbidity and mortality trends,
expansion of epidemiological studies to assess risk factors related to the
disease, additional laboratory studies of AIDS specimens, training of
laboratory personnel, and the dissemination of the most recent information
on AIDS to the medical, scientific and public health communities.

The FDA portion of the AIDS amendment is $2.0 million and 20 FTE's. These
resources would be used to test products to treat AIDS (such as different
interferon or other immune modulators) and to exercise general
preventative measures to assure the safety of blood products. More
specific FDA activities would include studies of the biological properties
of the AIDS causative agent, development of methods for producing a live
vaccine, and coordination of extensive regulatory review activities.

The $23.4 million request for NIH would support additional intramural and
extramural research on AIDS in the Cancer, Heart, Neurology, Dental, Eye,
and Allergy Institutes, and the Division of Research Resources. Research
project grants, research center grants and contracts are expected to be
funded. Included would be research on the occurrence of cancer and the
impact of lifestyle, the characterization of the infectious agent, and the
identification of the-antigen that stimulates protective immunity."
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July 26,-1983 Memo from Dr. Brandt to Secretary Heckler
"FY 1984 Budget Amendment Request for the Public
Health Service"

On July 26. 1983 Dr. Brandt recommended the submission of the proposed FY
1984 AIDS budget amendment to the Office of Management and Budget on an
accelerated basis. The attached memorandum contains those portions of the
memorandum vhich are relevant to the AIDS budget amendment.
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DEPARTMENT OF HEALTH & HUMAN SERVICES umK ofhServ d

.L 6s MemorandumJUL 26 l83
Date

Edward N. Brand. Jr.. M.D.
From Assistant Secretary for Health

Subiect.F 1984 Budget Amendment Request for the Public Health Service

To The Secretary
Through: US

ES

I am requesting your approval to submit three FY 1984 budget amendment
proposals to the Office of Management and Budget (MZ3). Although each of
these amendments was submitted as part of our FY 1985 budget submission. I
an recommending that they be submitted to OMB on an accelerated basis. The
three budget amendments would provide additional funding for: Acquired
ime Defirienc7 Syndrome (AIDS), Orphan Drug Research, and the Indian
Health Service. Each of these proposals addresses a critical health need
which is receiving increased ublic attention and congressional scrutiny.
At the same time, these three items are appropriate areas of Federal
involvement in which the Department should continue its leadership role.

Although the attachments to this memorandum provide revised appropriation
language (Tab A) and detailed narrative descriptions (Tab B) for each
proposed budget amendment, I would like to summarize briefly the three
proposals and stress their importance.

The FY 1984 budget amendment for AIDS would provide an increase of $35.0
million over the FY 1984 President's budget. These funds will continue

he efforts obtained with the 1983 supplemental appropriation of $12.0
milion and will allow the initiation of additional projects.

This $35.0 million includes $2.0 million for the Food and Drug
Administration (FDA), $9.6 million for the Centers for Disease Control
(CDC). and $23.4 million for the National Institutes of Health (NIH). The
request for each of these agencies assumes that by FY 1984 a causative
agent will have been isolated and a reliable screening test will have been
developed. Highlights of planned initiatives for each agency include the
following:

O Zood and Drug Administration (*$2.0 million and .20 FTEs)

The additional resources requested for FDA will be used primarily to
test products for treating AIDS. to develop methods to assure the safety
-and effectiveness of a vaccine against AIDS. and to continue measures to
assure the safety of blood products.
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o Centers for Disease Control (* $9.6 million and +41 FTEs)

The request for CDC vould' support a variety of important AIDS-related
activities such as continued expansion of surveillance activities to
monitor morbidity and mortality trends, expansion of epidemiological
studies to assess risk factors for differing populations, additional
laboratory studies of AIDS specimens. development of diagnostic tests,
training of laboratory and field personnel, and continuing dissemination of
the most recent information on AIDS to the medical. scientific, and public
health communities.

o National Institutes of Health (+$23.4 million)

The $23.4 million requested for NIH would support additional intramural
and extramural AIDS research in the Cancer, Heart, Neurology, Dental,
Eye, and Allergy Institutes, and the Division of Research Resources,
This amendment vould fund additional project grants, research center
grants, and contracts for studies on AIDS. For example, the National
Cancer InstItute will study i mzmodeficiency in benophills, the National
Institute of Allergy and Infectious Diseases will support Tesearch to
develop a vaccine, and the National Heart, Lung, and Blood Institute
will investigate the relationship between AIDS and blood donorship.

26-097 0-83--33
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Yood and Drug Administration

Justification of 7Y 1984 AIDS Bulget Amendment

With the presumption that a causative agent has been identified and a reliable
screening test has been developed, rDA would support the following research
totaling $2 million:

National Center for Drugs and Biologics: 20 Positions - 15 FTE - $900,000

o Studies of the laboratory biology of AIDS agent including methods to propagate
it in vitro, and definition of its physical and chemical characteristics.

o Definition of the proteins of the agent, determination of which proteins
are important in immunity, and purification of them in intact form.

o Studies of the biologic properties of the agent which relate to its ability
to cause imunosuppression and induce malignant transformation. These issues
are likely to be crucial to vaccine development.

o Studies of the molecular biology of the agent including genetic mapping,
identification of unique enzyme functions and cloning of important genes by
recombinant DNA technology. Gene cloning should be relevant to vaccine
development and development of diagnostic tests.

o Development of methods for producing live, attenuated vaccine, for engineering
a genetically altered agent that lacks the ability to cause malignancy or
immunosuppression, and to produce sufficient amounts of the inactivated agent
or selected proteins that could be used for production of an inactivated
vaccine.

-o evelopment of specific immune globulins which may have clinical applications,
but are also needed for evaluating animal models and for testing inactivation
of the agent in blood products.

o Development of physical, chemical, and immunological methods for inactivation
of the agent in blood products.

o Basic research to define potential applications of immune modulators,
develop metthods for standardization, safety, and potency testing; clinical
studies of immune modulators. Similar studies pertaining to application of
antiviral drugs.

National Center for Toxicological Research (NCTR): 7 positions - S FTE - $300,000

o Development of a system to directly define, in human tissue, the etiology of
AIDS in order to better eval'uatt the therapeutic modalities and potential
imunotoxicants involving AIDS. Additionally NCTR will use this model to
evaluate the potential multifactorial nature of AIDS relative to potential
predisposing agents.



511

Contract Research ..................................... $800,000

o FDA has recently approved procedures intended to decreast the infectivity of
Factor VIII vhen transfused to hemophiliacs such as may be involved in AIDS.
The continued administration of these products to the hemophiliac results in
continuing exposure, not only to potentially infectious agents, but also
foreign protein. The contract proposed would allow the establishnent of an
ongoing system of evaluation of the health of the hemophiliac for the purpose
of interpreting the benefit of these nev manufacturing procedures and including
the potential of eliminating AIDS as a complication of their therapy.
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CENTERS FOR DISEASE CONTROL

Justification of lrY 1984 AIDS Budget Amendment

The following list of proposed activities Is based on the assumpLions
that an AIDS causative agent vill have been identified, and that a
reliable screening test vill have been developed.

o Surveillance 7 positions/6 FTEs $1,276,000

Additional resources vill alloy the continued expansion of
surveillance activities in order to adequately monitor morbidity
and mortality trends. Special efforts to survey unexplained
imunodeficiency in infants, lymphadenopathy syndrome and other
"pre-AIDS" conditions viii be instituted. Active serologic
surveillance for AIDS in States or cities vith moderate to le
incidence vii1 begin.

o EpidemIologic Studies
- and investigations 14 positious/12 TMs $2.4A,o00

Additional resources vili be used to continue to assess rim%
factors among Haitians, intravenous drug abusers, blood products
and homosexual men screened for hepatitis 3. Given an availability
of diagnostic markers for AIDS, CDC vil be providing additional
epidemic assistance to State and local health departments.

o Laboratory Study and
Investigations 23 positions/20.FTEs $3,120,000

In 1984, CDC viii continue to serve as the National repository and
reference diagnostic center for AIDS laboratory specimens. CDC

... viii produce advanced diagnostic reagents, evaluate comuercially
-available reagents and test kits, If developed, used to detect
antibody or antigen to the AIDS agent. In addition, resources will
provide support for the development of alternative diagnostic tests
with special attention to enhanced specificity and sensitivity that
can be used in any routine diagnostic laboratory.

o Technical Transfer,
Training and Disse-
minatlon of Infor-
ation 4 positionsl3 FTEs $420,000

Assuming the identification of a causative agent, the additional
funds in 7Y 1984 vill support the following activities:

- Train laboratory personnel. Develop training and informational
materials related to the laboratory aspects of isolating and
identifying the causative organim of AIDS. Prepare a training
package consisting of manuals, audiovisuals, and test kits.
Implement training courses in field locations.
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- Maintain a program to assure that information on AIDS is
provided on a timely basis to the medical, scientific, pub\it
health communities. and the general public.

- Convene an International Conference to disseinate AIDS
Information on surveillance, epidemiologic studies, and
laboratory investigations throughout the medical and scientific
community.

o Restoration of Diverted
Resources $2,300,000

Additional funds vill allow the restoration of funds
that otherwise will be diverted from several CDC budget activities
including Venereal Disease, Chronic and Environmental Disease
Prevention, Epidemic Services, and Infectious Diseases'to support
AIDS and AIDS related activities in FY 1984.

Sumary of C)C Resources
(dollars in thousands)

Funds Positions FTEs

FY 1984 Base ............. $4,300 25 25

Budget Amendment:
New Activities ......... 7,300 48 41

Restoration of
diverted funds ....... (2,300) (---) C---)

Amendment Ljbtotal ........ (9.600) (48) (41)

FY 1984 Total.. .......... $11,600 73 66
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National Institutes of Health

Justification of 7Y 1984 AIDS Budget Amendment

With the presumption that a caustive agent has been identified and a
reliable screening test has been developed, HIB tiould support the
following research totalling $23 million.

Rational Cancer Institute $3.500.000

Studies would continue on the relationship of viral etiology in the
occurrence of cancer and the impact of lifestyle on the propensity
to cancer. Specific research would include p study of
immunodeficiency in hemophilia, study of retrovirises and immune
response, and epidemiological and immunologic investigations of
AIDS.

National earz4 Jxmg and 3lood nstitute $3,886,000

Research efforts vould include validation of the sensitivity and
specificity of the screening test in the blood donor population.
Other research oiuld be supported to determine whether blood donors
are carriers of AIDS, whether they transmit the disorders, and
whether donors and blood products should be routinely screened.

National Institute of Dental Research $30.000

Research on the abnormalities seen in the interferon system of AIDS
patients would be expanded.

National Institute of Neurological and
'oumicatIve Disordera and Stroke $1,693,000

Funds would be directed toward characterization of the agent;
continued study of an animal model; seeking underlying mechanisms
of infection; development of rapid diagnostic procedures; and
eventual development of an effective therapeutic regimen and/or
imunoprophylactic measures to prevent the disease. In addition,
the Institute would perform clinical studies on the neurological
findings in AIDS and Kaposi's sarcoma patients compared to
homosexuals; serological studies of cytomegSaloviruses and other
viruses; and tests to determine predisposing factors. imnune
response, and development of treatment modalities. An increased
need is anticipated for coritcal biopsies and other clinical
investigations in order to diagnose central nervous system
involvement and evaluate the tissue for pathogens.

National Institute of Allergy and Infectious Diseases $12,670,000

Additional grant funds would support studies of the biology and
molecular biology of the causative agent; to identify and isolate
the antigen(s) that stimulate protective immunity and those useful
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for earodiagnosis and serompidemiology; and to support research on
vaccine development. The Institute would also support R&D
contracts for vaccine development including pre-phase I testing
such as toxicity testing and protect'Lve trials in animals;
earoepideniologic studies on the natural history of subcllnical and
clinical AIDS, modes of transmission, and identification of.
high-rlsk patients; and development of antimicrobial drugs for
treatment of the causative agent, development of new modes of
treatment of opportunistic infections, and the treatment to
reconstitute the Immunodeficiency. Intramural activities would be
expanded to focus on microbiology studies and molecular biology
studies to fully characterize the infective agent and identify the
antigen responsible for raising protective antibodies as well as
mechanisms for restoring immune function.

National Eye Institute $40,000

The funds would provide for expanded ocular care of AIDS patients
and studies of the causes of the visual difficulties that beset
these patients.

Division of Research Resources $1,550,000

Immunological ard transmission studies of Simian AIDS would be
conducted at the Primate Research Centers to povide baseline
clinical and laboratory information of value to human AIDS
research. Funds for the General Clinical Research Centers would
provide patient care resources for AIDS research by investigators
supported by through the NIH grant mechanisms.

(dollars in thousands)

FY 84 FY 1984 Budget Amendment Amendment AIDS
'Base NCI NHLBI NIDR NINCDS NiAID NEI DRR Subtotal Total

Research Project
Grants ......... $6,342 $3,000 $1,786 $3,580 - --- $8,366 $14,708

Research Centers. 851 - - 20 1.550 1.570 2.421
Contracts ........ 1,040 -- 2,100 6,125 -- - 8,225 9,265
Intramural
Research ....... 4,228 500 - 30 1,695 2.945 40 - 5,210 9,438

Total ....... $12,461 $3,500 $3,886 $30$1,695 $12.670 $40 $1,550 $23,371 $35,832
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5. Question: When did the need for additional funds for FY 1983 come
to Dr. Brandt's attention? Please provide supporting documentation.

Answer: In early Hay, the Director of the Centers for Disease
Control (CDC), discussed the need for additional resources for AIDS
activities with the Assistant Secretary for Health. A'memo outlining
various funding options was submitted on Hay 6th. This proposal was based
on the current knowledge of the disease. The Director, CDC, was requested
to develop another proposal based on the assumptions that the causative
agent would be found and a screening test would be developed.

In response to Dr. Foege's concerns and a request from the Chairman of the
House Appropriations Committee on FY 1983 AIDS requirements, the Assistant
Secretary for Health requested the PHS agency Directors to conduct a
thorough review of their program needs. During the week of Kay 9th, the
Directors of the Alcohol, Drug Abuse and Mental Health Administration
(ADAMHA), the Centers for Disease Control (CDC), and the National
Institutes of Health (NIH) each recommended additional funds totaling $12
million. Funds would be used to expand efforts in surveillance, laboratory
investigations, biomedical research and intravenous drug abuse studies.
After discussions with the Secretary and the Office of Management and
Budget, the Assistant Secretary for Health responded on May 18th to the
Chairman's request. This letter contained a status report on the incidence
of AIDS, PHS activities and a request for discretionary authority to
transfer up to $12 million for AIDS activities across appropriation lines
of the Department of Health and Human Services.

Attached, Hay 6, 1983 Memo from Dr. Foege (CDC) to Dr. Brandt
regarding AIDS funding.

Kay 18, 1983 Letter from Dr. Brandt to the Chairman, House
Appropriations Committee.
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Kay 6, 1983 Memo from Dr. Foege, Director of CDC, to Dr. Brandt
regarding "AIDS Funding"

The attached memorandum was submitted to the Assistant Secretary for Health
on Kay 6th. This memorandum was withdrawn when the Director was requested
to re-evaluate funding needs based on the assumptions that the causative
agent will have been identified and a screening test will have been
developed.
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4 j ., D E P A R T M E N T O F H [ '. T H & H U M A N S E R V IC E S P u ln c H f lo r h S e a s Ct rCenters for im~m Contro

Memorandum
Date 4) -6 to3

From Director
Centers for Disease Control

Subjt AIDS Funding,

To The Assistant Secretary for Health
Through: ES/PHS_____

As a result of our discussions about the AIDS proble I promised to give
you an analysis of CDC's funding needs. This has ken a bit longer than
I had anticipated because we have bad to build into our plans appropriate
£oUowup on the recent HTLV lead. We have atten~ted to display our
funding and position requirements in a cowprehensive mnner in order to
provide the information that would be needed Oepending upon the funding
solution that is chosen. We have felt that e could not afford to wait to
begin working on followup of HTLY. Thus, have temporarily diverted
$300,000 of VD contract funds to the AIDS ask Force. This, together with
a later projection, increases our estima ed funding of AIDS for fiscal
year 1983 to $4.6 instead of $4.2 mill' n, as we had recently reported.

CDC is being pressed from many diffe ent sides for information about its
resource needs related to the AIDS problem. The questions are coming from
gay groups, Congressional committeis, individual Congressmen's staffs, and
even the Library of Congress. T s heightened interest and concern has
been stimulated by the recently eld appropriations hearings, media
coverage of the HlLV lead, and emonstrations by interested groups.

W~e understand that various proposals to increase both 1983 and 1984
funding for AIDS are being onsidered in Congress. This puts both PHS and
CDC in the frustrating pos tion of once again playing "catch up" in
regards to AIDS funding. For example, I have attached a copy of
information that we pro ded in response to Congressional inquiries
concerning our 1983 fu ing for AIDS (this information previously has been
provided to your staf n.

Clearly, we can eff tively use additional funds and positions this year
and definitely sho d be expanding our efforts in 1984. In fairness, I
must point out th our plans and our resource estimates are based on what
we now know abou AIDS. We have not included estimates of resource needs



519

Page 2 - The Assistant Scretary for Health

beyond this first phase of the investigation. I anticipate that once we
have identified an agent, our efforts will change direction, intensify,
and our needs viii escalate. I a. prepared to discuss this package with
you in our meeting on Monday, May 9.

Willies H. Fosse, M.D.
Assistant Surgeon General

Attachmnts:
Tab A - Sumsary of Resource Needs 1983-84
Tab 5 - Sumary of New or Expanded Projects or Activities
Tab C- Response to Representative Roybal's Questions
Tab D - Description of the VD Projects That Have Seen Postponed in Order to

Provide AIDS FundinS
Tab Z - PundinS -options
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Centers For Disease Control Acquired Imune
Resource Needs Summary

Deficiency Syndrome

1. Currently Available

Laboratory Investigations

Epi Studies/Investigations

Surveillance

Total

Source of Puds:

Earmarked by Congress:
Diversion from within CDC:

1983
TE AMT.

53.1 $3.18

10.9 .83

5.9 .59

69.9 ".60

$2.0
$2.6

1984
FTE AMT

57.2 $2.65

12.7 .94

6.8 .71

76.7 $4.30

Requested by HHS
Diversion from within CDC:

II. Additional Needs

A. 1983 Needs:

1. If funds are reallocated within PtS and no positions or FTE'e are
provided, then $695.000 could be used for additional or expanded AIDS
projects and $1 340O000 could be used for payback of monies and positions
diverted from within C in FY83. (New and expanded projects would
require positions and funds for continuation in 1984).

2. If funds are reallocated within PHS and FTE's are provided, then 8
positions and $760,000 could be used for additional or expanded AIDS
projects and $1,465.000 (23 new positions) could be used for payback of
monies and positions diverted from within CDC in FY83. (New and expanded
projects would require positions and funds for continuation in 1984).

3. If a supplemental is passed by June 1 making both positions and funds

available then, the came numbers in 2 above will apply.

1. 1984 Needs:

If additional funds and positions are made available in 1984 then CDC could
effectively use 27 positions and $2.5 million for new or expanded AIDS
activities; and 70 positions and $2.3 million to cover funds and positions
diverted from other activities within CDC.

TAB A

$2.0
t2.3 -



521

Summry of Resource Requirements

A. 1983 AIDS Resource Requirements

Without Additional
Positions/FTE

Pose./FTE mt.

Current Activities

New or Expanded
Activities

With Additional
Positions/FT

Pos/mn Amt.

69.9 *4.6 69.9 $4.6

- $ .695 8.0 $ .760

69.9 $5.295 77.9 $5.360

JL. 1984 AZDS Resource Requirements

Pos./FTE Amt.

Current Plans

New or Expanded
Activities

76.7 $4.3

27.0 2.5

103.7 $6.8

The amount of additional resources needed
not'CDC is expected to continue to divert
other CDC activities.

will depend upon whether or
more than $2 million for

~II.
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TAX 3

1ev and/or Expanded Prolect Resource Ikeds

Funds vitbout
Positions

Fiscal Tear 83

Laboratory Investigations

Epideuiolotic Studies

Surveillance

$ 320,000

125,000

250,000

* 695.000

Tiscal Year 64

Laboratory investigations

Epidemiologic Studies

Surveillance and Prevention

Funds vitb
Positions Positions

4

2

2

8

17

7

3

27

$ 355,000

141,000

264,000

8 760,000

$1,360,000

420,000

720,000

$2,500,000
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Sumary of New and/or Expanded AIDS Projects

Fiscal Year 1983

Laboratory Investigations to Identify Etiologic Agent - $320.000

o Expanded capability to obtain, process, and store AIDS-related labaratory
specimens

Intensive virologic and animal studies will require extensive collection
of a variety of specimens from each AIDS risk group and a variety of
control groups. More extensive collaboration with laboratories outside
CDC can be facilitated by sharing these well-characterized specimens if
they are available in sufficient quantities. Additional funds are needed
to cover expenses of obtaining and shipping specimens as well as enhancing
the safe storage'of them.

o Expansion of Diagnostic Immunology Testing

Experiments have shown that laser nephelometry is an effective method to
determine immunoglobulins; acquisition of semi-automated instrumentation
would increase progress significantly. With the availability of more
monoclonal antibodies and second/third generation cell sorters, further
identification and isolation of lymphocyte subsets needs to be
investigated with respect to predictive value for immune deficiency
states. Studies of enzyme linked immunoassays versus radioimmunoassays
also are needed in an attempt to find an optimal combination of tests with
maximal predictive capability of immune deficiency states.

Epidemiologic Studies - $125,000

o Study of Risk Factors Among Haitians

From the beginning of the AIDS investigation, it was recognized that
Haitian emigres constitute a special high risk group. Little is known
about the risk factors or the incidence of AIDS among the Haitian
population in this country or in Haiti. Since the Haitian patients with
AIDS do not appear to share risk factors with other groups, important
clues to the etiology and transmissibility of the disease may be
discovered through collaborative epidemiologic studies of AIDS in this
population. Since relatively few living Haitian patients exist in the
U.S., it may be necessary to extend this study into Haiti.

o Blood Related Investigations

Epidemiologic investigations of AIDS cases associated with prior receipt
of blood or blood products including evaluation of their donors need to be
intensified. Evaluation of appropriate control recipients and donors as
well as cohort followup-of recipients of blood products from AIDS patients
and appropriate controls.
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Surveillance Activities - $250,000

0 Define Trends and Identify Risk Groups, Clarify the Natural History of
AIDS and Expand Epidemiologic Studies Among High Risk Groups

Active surveillance methods need to be expanded into several major
metropolitan areas in order to adequately monitor morbidity and
mortality trends and to identify emerging risk groups. These methods
include hospital-based case identification and reporting systems.
This information is necessary to fully define the extent of the
problem and to target epidemiologic and laboratory investigations to
high risk groups. Extensive active surveillance for cases in children
with AIDS-like illnesses is required in at least 2-3 metropolitan
artas. Active surveillance is crucial for accurate determination of
factors influencing mortality among reported cases. Additional
studies of homosexual men and other high risk groups to further define
risk factors and incidence trends are needed.

Note: if additional positions are available in FY 83, 8 positions and $65,000
could be used this fiscal year for further expansion of the above activities.
Without additional positions, activities above vould be limited to procurement
of equipment and supplies, travel funds, and contracts/cooperative agreements.

Fiscal Year 1984

Laboratory Investigation to Identify an Etiologic Agent - $1,360.000 and 27
positions

o Maintain the Expanded Virology & Molecular Biology Capabilities from
FTY 83

AMS in humans is similar to illnesses in a variety of animal species
caused by retroviruses. Human T-cell leukemia virus, a T-helper cell
tropic agent, is the first retrovirus isolated from man and it causes
T-cell leukemia lymphoma. There is preliminary evidence that antibody
to HTLV is more comonly detected among homosexual men with AIDS or
lymphadenopathy than controls. The etiologic importance of this
infection remains to be determined. CDC is collaborating with Dr.
Essex's laboratory at Harvard and Dr. Gallo's laboratory at NIH to
delineate HTLV's role in AIDS. If HTLV does not prove to be the AIDS
agent; the association of this test appears to be sufficiently strong
to pursue as a surrogate test for AIDS. This expanded capability will
enhance the search for other groups of viruses and subviral agents.

(Assumes beginning of project in FY 83 including equipment purchases)
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o Maintain Expanded Animal Inoculation Studies

Current experiments have proven that the etiologic agent for AIDS have
not been readily cultivated in conventional in vitro systems or
laboratory animals. As with hepatitis viruses, an animal model would
appear to be crucial for isolation of the agent, confirmation of the
etiology, and full characterization of the disease. Chimpanzees end
rhesus monkeys are the artimals most likely to prove successful;
rodents, rabbits and other species also will be tested. Several
primates have been inoculated at CDC and NIH, but larger numbers are
likely to be required for further definition of the agent, especially
if the degree of infectivity is low. The possibility of incubation
periods in excess of one or two years adds complexity to the
experiments. The costs of animals and their housing costs will be
handled through a contract arrangement.

(Assumes beginning of project in FY 83 including contracts for animals)

o Maintain and Expand the National Storage Bank for-AIDS-related
Laboratory Specimens

Intensive virologic and animal studies will require extensive
collection and maintenance of a variety of specimens from each AIDS
risk group and a variety of control groups. More extensive
collaboration with laboratories outside CDC can be facilitated by
sharing these well-characterized specimens if they are available in
sufficient quantities. Additional funds are needed to cover expenses
of obtaining and shipping specimens.

(Assumes beginning of project in FY 83 including equipment purchases)

o Continue and Expand Diagnostic Immunology Testing and Studies

With the availability of state-of-the-art equipment purchased in FY
83, further identification and isolation of lymphocyte subsets can be
investigated with respect to predictive value for immune deficiency
states. Studies of enzyme linked immunoassays versus
radioiumunoassays will attempt to find an optimal combination of tests
with maximal predictive capability of immune deficiency states.

(Assumes equipment purchases in FY 83)

Epidemiologic Studies - $420,000 and 7 positions

o Study of Risk Factors Among Haitians (an expansion of studies begun in
FTY 83 if funds available)

o Blood Related Investigation

Epidemiologic investigations of AIDS cases associated with prior
receipt of blood or blood products including evaluation of their
donors need to be intensified. Evaluation of appropriate control
recipients and donors as well as cohort follovup of recipients of
blood products from AIDS patients and appropriate controls.

26-097 0-83- 34
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Surveillance & Previtntion - $720,000 and 3 positions

o Continued Expansion of Surveillance Activities mentioned in FY 83
ummariel

Active surveillance methods need to be expanded into several mjor
metropolitan areas in order to adequately monitor morbidity and
mortality trends and to identify emerging risk groups. These methods
include hospital-based case identification and reporting systems.
This information is necessary to fully define the extent of the
problem and to target epidemiologic and laboratory investigations to
high risk groups. Extensive active surveillance for cases in children
vith AIDS-like illnesses is required in at least 2-3 metropolitan
areas. Active surveillance is crucial for accurate determination of
factors influencing mortality among reported cases. Additional
studies of homosexual men and other high risk groups to further define
risk factors and incidence trends are needed. It is ant'.ipated that
additional public health advisor field positions vill be required to
"onduct surveillance and epidemiologic Activities.

o Plan & Convene an International Conference on AIDS

CDC will convene an International Conference to disseminate AIDS
information on surveillance, epidemiologic studies, and laboratory
investigations throughout the medical and scientific community.
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IFONATION REGARDING DIPACT OF FUNDING OF THE AIDS
INVESTIGATION ON DC ONGOING ACTIVITIES

During FY 1983 CDC will spend an estimated $4.5 million on the investigation
of the epidemic of Acquired Imune Deficiency Syndrome in the U.S. This
includes $2.0 million appropriated by Congress specifically for AIDS In its
continuing resolution. The remaining $2.5 million has been diverted from
other program activities in order to respond to the Continuing AIDS problem.

I. Q. From what budget activities have funds and positions been diverted
for support of the AIDS investigations?

A. The funds have come from several CDC budget activities including
VeneFeal Diseases(S00.O00), Control of Chronic Conditions
($IN ,O00), Epidemic Services ($700.000), and Technology Development
A Application ($1,200,000) affecting virtually all of CDC's
•rolgr s. SpeciRf impact ba been greatest on tha Cwn± for
Infectious Diseases, Center for Prevention Services, and the
Epidemiology Pro. m Office. Physicians, laboratory scientists.
public health advi ors, statisticians, and support personnel have
been reassigned fro, ongoing activities to assist in conducting the
AIDS investigations.

I. Q. What has been the impact of those diversions on other CDC programs?

A. A number of research, technology development, and service activities
have been postponed, deleted, or severely curtailed:

o Funding of cooperative agreements and contracts to obtain
,g, eiLlance ,data on the prevalance of hepatitis in the United
States has been eliminated.

" Work on rabies has been slowed including collaborative studies
with Virginia Polytechnic Institute on raccoon rabies ecology and
a study on rabies epidemiology with the National Park Service and
University of the District of Columbia. In addition, CDC has been
unable to support a collaborative project with Johns Hopkins to
study the raccoon rabies problem in the Eastern Atlantic States
and a National Conference on rabies ecology.

o Influenza vaccine efficacy studies in high-risk elderly
populations have been postponed.

" Studies in monkeys of Lease Fever virus pathophysioloSy and
imunology have been cancelled. Such studies are important to
understanding the potential value of plasma therapy of human
patients infected with Lassa Fever virus one of the deadly class
IV agents.
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o Studies of Korean Hemorrhagic Fever (WRF) virus have been delayed,
including collaborative studies to characterize the animal
reservoirs of MW in the Voited States and the structure and
biochemical/genetic properties of W.

" The development of imnunoassays for the detection of
influenza-specific ISM4 and IgA have been delayed affecting the
identification of recent influenza or varicell zoeater virus
infections in patients with Keye Syndrome. This work Is important
to current and proposed studies of the relationship between
aspirin ingestion and the development of Reys Syndrome.

o Progress in the application of DXA recombinant technology, e.g.
hybridization with labelled DNA probes, in rapid diagnosis of
influenza, polio, rabies, herpes viruses, Q(V, and many other
viruses has been delayed.

o Development of monoclonal antibodies for use in rapid viral
diagnosis of influenza, rickettaisial diseases, rabies, herpes
simplex viruses, cytomegalovirus, varicella zoster, korean
Hemorrhagic Virus and African Hemorrhagic Fever Viruses ban been
delayed.

o Projects to assess the role of Sexually Transmitted Diseases (STD)
in infertility were postponed.

" important epidemiologic studies of chlanydial infections could not
be undertaken.

" Monitoring of domestic gonococcal resistance was reduced to an
Inappropriately low level.

" Completion and distribution of "Qu'lity Assurance Guidelines for
SID Clinics" was delayed.

o Efficiency of tuberculosis consultation provided to State and
local health agencies was diminished.

o Procurement of important laboratory reagents, glassware, and other
support materials has been reduced thus reducing stocks of these
supplies to dangerously low levels.

o Procurement of important freezers both mechanical and liquid
nitrogen has been delayed.

o Electronic equipment for use in laboratory automation necessary to
efficiently product laboratory data has not been purchased.

III. Q. Assuming a supplemental appropriation bill is passed in early June
what dollars and positions could CDC use effectively to repay their
diversions?
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A.o Award contracts/cooperative agreements for surveillance of
hepatitis. $265.000

o Purchase essential laboratory supplies including reagents,
-glassware, chemicals and diagnostic kits. $250,000

o Purchase of electronic equipment to speed up and Increase the
efficiency of laboratory investigations. $425,000

o Award contracts to study the risk factors for influenza and the
efficacy of influenza vaccine in high risk populations and to study
the effectiveness of rimantadine in the prophylaxis and/or treatment
of influenza among nursing how residents. $100,000

" CDC is redirecting the efforts of more than 85 employees during 1Y
1983 (the equivalent of more than 60 person years). Of these CDC
would be able to hire 23 new personnel to carryout eliminated work
on viral disaases and boat factors. $1250,000

OTL 23 positions 1,165,000

IV. Q What activities have needed to be carried out that caused the
expenditures for AIDS to rise from $2.0 million to the current
estimate of $4.2 million?

A. As the AIDS problem has increased and new risk groups and hypotheses
have been Identified, it has been necessary to expand and intensify
surveillance activities, epidesiologic studies, and laboratory
investigations to respond to this highly fatal syndrome.

Surveillance
There has been a need to expand surveillance activities to respond

Szo nevly emergi g risk groups in additional urban areas. Since the
end of fiscal year 1982. the number of AIDS cases have doubled.

Epidemioloja Studies/lnvestilations
New risk groups have emerged since last fiscal year that have
required epidemiologic investigations including recipients of blood
products and children of reported cases.

LaboratoZ Investigations
The mjor increase in cost has come in this area. There has been a
need to pursue expensive laboratory technology in an attempt to find
an etiologic agent for AIDS including animal studies, and other
sophisticated and expensive imunologic, pathologic, and virologic
studies.

V. Q. What are some of the additional actvities that we would like to
undertake tn the AIDS investigation which are precluded due to lack
of resources?
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A. Additional surveillance activities, epidemiologic studies, and
laboratory investigations are needed.

Surveillance
Active surveillance methods need to be expanded into several major
metropolitan areas in order to adequately monitor morbidity and
mortality trends aod to identify emerging risk groups. These
methods include hospital-based case identification and reporting
systems. This information is necessary to fully define the extent
of the problem and to target epidemiologic and laboratory
investigations to high risk groups. Funds are needed to implement
surveillance systems in metropolitan areas that are likely to have a
high prevalence of AIDS; including San Francisco, Los Angeles,
Miami. Nevark, Chicago, Houston, and Boston.

Epideiolosic Investigations
fr4... the beginning of the AIDS investigation, it was recognized that
Haitian emigres constitute a special high risk group. Little is
known about the risk factors or the incidence of AIDS among the
Eaitiat population in this country or in ' aiti. Although this
investigation has received lover priority because of the shortage of
funds, the key to the etiology of the disease may well lie in the
understanding of the natural history of the disease in this
population.

In addition, opportunities are numerous for indepth epidemiological
investigations leading to a better definition of disease risk
factors. These opportunities include prospective studies of high
risk population and long term followup of hepatitis B vaccinees,
blood recipients, and cohorts of AIDS cases. Studies of these risk
groups include homosexual men, intravenous drug users, children, and
recipients of blood products.

Laboratory Investigations
Current experiments have proven that the etiologic agent for AIDS
cannot be readily cultivated in conventional in vitro systems or
laboratory animals. As with hepatitis A end B viruses, an animal
model would appear to be crucial for isolation of the agent,
confirmation of the etiology, and full characterization of the
disease. Chimpanzees are the animals most likely to prove
successful. Several chimpanzees have been inoculated but '.asger
numbers are required if the period of infectivity of the ageaL is
brief, or if the degree of infectivity is low. The possibility of
incubation periods in excess of one or two years adds complexity to
the experiments. There is also a need to establish laboratory
proficiency in studying retroviruses which may prove to be important
in finding the AIDS etiologic aSent. Other virologic, immunologic,
and pathologic studies are also needed.
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TAB D

GC/CHLANYDIAL PID/INFRTILITY STUDY PLANS TO BE
CANCELLED BY DVDC LOSS OF $300,000

In 1982, CDC formulated a set of comprehensive Sexually Transmitted Diseases
Treatment Ouidelines. These guidelines were developed in consultation with a
group of distinguished scientists selected from a cross-section of medical and
public health disciplines. Although background papers were drafted by CDC
staff that sumearized all available treatment data, experts ware forced to
recoemend regimens for some STD which have not been evaluated through clinical
trials.

One such regimen is a combination of amoxicillid or ampicillin, plus
tetracycline for treatment of uncomplicated gonococcal infections. Concerns
which lead to the development of this theoretically effective regimen include:
(1) Coexisting gonococcal and chlamydial infection rates of up to 45% in
patients for whoa adequate chlanydil cultures are done; (2) patient
-coaplianc problems with multiple - day tetracycline regimens for gonococcal
infections; and (3) potential selectio-n of tetracycline - resistant gonococcal
isolates when incomplete doses of tetracycline alone are taken.

The first of two RFC's to be affected by the DVDC loss of $300,000, "Clinical
Therapy Trial of Regimens for Uncomplicated Gonococcal Infections and
Coexistent Gonococcal and Chlamydial Genital Infections," proposes to: (1)
Compare the efficacy of tetracycline vs. aoxicillin/ampicillin plus
tetracycline in the treatment of uncomplicated Sonococcal infections; (2) -

evaluate the side effeqts/toxicity of the combination regimen of
amoxicillin/ampicillin plus tetracycline; and (3) compare efficacy of
tetracycline vs. combination'regimen for treating coexisting gonococcal and
chlawydial infections.

amre practitioners recognize the importance of chlamydial infections and
their coexistence with gonococcal infections, the combinacion regimen will be
more widely used. Consequently, there is an urgent need to evaluate the
efficacy and toxicity of this untested regimen.

Pelvic inflammatory disease (PID) is one of the most serious complications
caused by sexually transmitted diseases (STD). More than 1,000,000 cases of
PID are diagnosed and treated each year. These pelvic infections may
jeopardize a woman's reproductive health by placing her at increased risk for
repeated PID, ectopic pregnancy and infertility. infertility related to STD,
usually results from delayed or ineffective management of PID. To study STD
related infertility, an evaluation of treatment practices for PID must be
conducted in concert with surveillance of PID and long-teru follow-up of
patients to determine efficacy of regimens used and associated infertility
rates,

The purpose of the second RFC, "Surveillance System for Pelvic Inflammatory
Disease Epidemiology and Therapy," is to fund the first phase of the
prospective observational study to: (1) provide high quality surveillance of
PID epidemiology (trends), (2) assess modes of therapy used in the community;
and (3) determine short-term complication rates of PID.



532

This latter RFC Ls in response to the partial restoration of $1.754 million
for needed research to evaluate the role of PID in infertility. Subsequent
phases of this study would then permit the ongoing evaluation of these
patients, their recurrent episodes of PID, and the relationship of their
complications to subsequent infertility status.



Tab E

Funding Options
1983 and 1984

1983

Option 1: Seek additional funds, but no positions/FTE's for Nov
or expanded projects.

+ $695,000.

Option 2: Seek additional funds and positionslM'a for Nev or
Expanded Projects.

+8 pot 4 *760,000

Option 3: Seek additional funds, but no positions/FTE's for New
or Expanded Projects and restore a portion of
"diverted" funds.

+ $2,035,000

Option 4: Seek additional funds and positions/FTE'p for Nev or
Expanded Projects and restore a portion of "diverted"
funds.

.31 pos. + $2,225,000

1984

Option 1: Seek additional resources for Nev or Expanded
ProjecLa.

+27 pos. + $2,500,000

- Option 2: Seek additional resources for Nev or Expanded Projects
and restore "diverted" FTE'a and funds.

+97 pot. + $4,800,000
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10 DEPARTMENT OF HEALTH & HUMAN SERVICES Pubc Nh Iervie

Off~c of the Awsta t S¢rm

KAY I W 13 was.lon DC 20201

The Honorable William H. Watcher
Chairman
Subcommittee on Labor, Health and

Human Services, Education
and Related Agencies

Committee on Appropriations
House of Representatives
Washington, D.C. 20515

Dear Vr. Chairman: .

I ai responding to your letter of May 9, 1983, regarding
Acquired Immune Deficiency Syndrome (AIDS). The enclosed status
ter.rt (Unrlosure 1), prepared by the Public Health Service
(PP!l on A!DS, updates information provided to you by Depart-
mental witnesses at the recently completed 1983 appropriations
Parirgs. I an glad to have this opportunity to assure you that

resources allocated to the campaign against AIDS are substantial,
as indicated by the budget summary table, and the Department
Is committed to taking necessary actions.

You also asked whether additional resources could effec-
tively be used In the current fiscal year. As with any
situation as dynamic and critical as that of AIDS, funding
requirements can change rapidly. Enclosure 2 Is a description
of additional efforts which could be accomplished now and In
future =Drlhs.

While we wre not requesting additional budget authority for
these items, we would not oppose Congress giving the Secretary
of Fealth and Human Services discretionary authority to transfer
up to S1?.0 million for AIDS activities across appropriation
lines or HES. We are currently recuesting authority from the
Office of Management and Budget for this purpose.

1 want to assure you that the problem of AIDS is Indeed of
major concern and interest to the Public Health Service.

Sincerely yours,

bward N. Brandt, Jr., M.D.
Assistant Secretary for Health

Enclosures
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ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

Public Health Service Current Level of Effort

(Dollars in thousands)

1983
1982 Current

Actual Level

Centers for Disease Control: $2,000 $4,600

Food and Drug Administration: 150 350

National institutes of Health:

NC .... ............... 2 400 4.,400
NHBLI .............. 5 346

.................. 25 25
............... 3 72

NAD........... . 29" 4tOS0
N....:. . .... 33 45
DRR. .... ..... S64 644
Subtotal, NIH......... 3o355 9#582

Alcohol, Drug Abuse and
Mental Health Administration:

Total, PHS...... $58505 $14,532
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QUESTION 6:

a. When did Dr. Foege and Dr. Wyngaarden first learn that
the original FY'83 levels were insufficient for AIDS
activities?

b. When was that information first communicated to the
Assistant Secretary's office?

c. Please provide all supporting documentation.

ANSWER

Please refer to the response to question 5.



7. Question: Please provide a specific timetable for obligating the
$12 million in the supplemental appropriations. How much of the $12
million will be spent in FY 1983? How such of this supplemental money
will be deferred until FY 1984?

Answer: The Supplemental Appropriations Act, 1983 (P.L. 98-63) was
signed into law by the President on July 30, 1983. Since that tine, the
three PHS agencies -- the Centers for Disease Control, the National
Institutes of Healtd and the Alcohol, Drug Abuse and Mental Health
Administration - which were allocated funds from the $12 million
supplemental. appropriations for AIDS have moved as quickly as possible to
obligate these funds in FY 1983. The specific amounts received and the
timetable for obligations are as follows:

Agency

Centers for Disease
Control

FY 1983
Supplemental

Appropriations

$2,225,000

Amount and
Date of

Obligations

total to be
obligated by

9/30/83

National Institutes of Health

NIAID

NCI

4,500,000

3,300,000

11000,000

500,000

NHLBI

NINCDS

Alcohol, Drug At-use
and Mental Health Administration

total to be
obligated by

9/30/83

total to
obligated

9/30/83

be
by

$814,000 to be
obligated by

9/30/83

total to
obligated

9/30/83

total to
obligated

9/30/83

400,000

be
by

be
by

$12,000,000 $11,814,000
to be obligated

by 9/30/83

Thus, it is anticipated that only $186,000 of the total $12 million
will be deferred until FY 1984. These remaining funds will be obligated in
the first quarter of Fiscal Year 1984 by the National Heart, Lung and Blood
Institute and will suppbrt grants approved in response to the Institute's
Request for Applications which was issued In July 1983.

PHS Total:
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S. Dr. Brandt frequently referred to the Department'. comprehensive plan or
"plan of attack" during his testimony (transcript paes 112, 115, 130 and
146).

a. Please supply for Inclusion in the record a copy of this plan and all
related budget documents.

A: As noted in the transcript, Dr. Brandt referred to his testimony as a
recitation of the plan of attack on AIDS. A copy of his testimony is
attached, along with a copy of a memorandum describing "Current and
Future Strategie with Respect to AIDS," and a copy of the PHS AIDS
Operational Planot*W / 44 '-.

b. When was the plan first developed?

A: Planning began in June of 1981 with the first epidemiologic evidence
of a disease involving Immunodeficiency.

c. Who participated in the developmnt of the plan?

A: In close coordination with the Assistant Secretary of Health, the
first agencies to participate in planning a response to what was then
described as an outbreak of Pneumocystis carnli pneumonia (PCP) and
Kaposi'e sarcoma (KS) were CDC and NIH: The FDA, NIDA, and ADAJIKA
became involved as evidence developed reflecting the role of blood,
blood-products, and intravenous drug abuse in the transmission of AIDS.
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July 29t 1983

Chairperson. Public Bealth Service (PUS)
IxecutIve Comaittee on AIDS

.. .. =..y . .. , . . - . ..

Future Strategies vith Respect to AIDS

The Assistant Secretarj for Health

Attached is a report on "Current and Future Strategies vith -cspect to
AIDS" as requested in your ueuoraodus of July 18.

Jeffrey P., Opa i.D.

At ta chuot

cc$
OD

"CDC/V
OP/OD/CDC
CYr

CDC:OD:JPKopian:ac
Doc. 0127R

7/27/83
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' CURRENT AND FUTURE STRATEGIES WITH RESPECT TO AIDS
Centers for Disease Control .1

I. EPIDEMIOLOGY AND IDENTIFICATION OF RISK FACTORS

A. Surveillance

B. Epidemiologic Studies

- Passive Surveillance will continue and
will be aided by efforts in most
States to make AIDS a notifiable
disease. We will continue to provide
encouragement and surveillance
guidelines to States.

- Active surveillance will be
established in specific geographic
areas.
a. We provide financial support to

local health departments .(New York
City and San Francisco) ''.

b. We assign Public Health Advisors
to selected high incidence citiea:'i
(New York City, San Francisco, Los'
Angeles, and Miami).

c. As needed, we supply public health
staff to local and State health
departments to assist In AIDS
investigations.

- Analyses of data gathered by studies
already completed or underway will
help identify risk factors,
characterize risk groups (homosexual
men, hemophiliacs sexual partners,
infants bore to high risk mothers).

- Studies are being plannedjfor other
risk groups identified by surveillance
(Haitians, IV drug users, blood
transfusion-associated cases, hospital
workers exposed to AIDS
occupationally).

- Epidemiologic studies are being
developed to identify possible
etiologic factors in affected patients
or in individuals with prodromal
conditions.

- We plan to study an existing cohort in
San Francisco with unique.baseline
data to help ascertain true incidence

of AIDS and other tactorL I.
- Thorough investigation ofiany!

additional clusters of cases will be
undertaken, should they occur.
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II. IDENTIFICATION OF AN
ETIOLOGIC AGENT

II* -. TERAPY

• A. Immune Defect-

B. Opportunistic
Infections

C. Raposi's sarcoma

IV. DIAGNOSTIC TESTS

i,

- Field studies viii continue to provide;
access to specimens from clinically
and epidemiologically characterized
cases and controls that 'can be used to';.
forward laboratory searches for an
etiologic agent. I . *

- Specimens will be collected
prospectively for a national
repository in anticipation of
microbiologic and immunologic studies,

- Identification of agents recovered
from AIDS patients will be undertaken
through a wide variety of laboratory,
techniques.

- Efforts are being made to create an
animal model for AIDS. I .

- In the search for agents that, in
theory, could produce the clinical
syndrome of AIDS, retroviruses are the ,
candidate agents of greatest'lnteiest;+'t''

- NIh will continue to aea-ch for
effective treatment for AIDS using
immune replacement approaches and
other methods.

- CDC will continue to distribute drugs
for PCD pentamidinee), and H. :
avium-intracellulare (ansaM;ycin).

- CDC will continue to consult on
treatment of opportunistic infections
(cryptosporidiosis, CNS toxoplasmosis,"'
etc.)

- Interferon and other agents will be
tested for their therapeutic value.

- Such a test would be very desirable,
but none is available as yet. As
progress is made in identifying agent,
serologic and/or culture tests may be
feasible. ,

- To date. surrogate tests have not .
proved sufficiently sensitive or
specific for AIDS to be ulefule .
However, prospective studies sre
underway to assess tests of imune
function that might be predictive ori
diagnostic of AIDS. I •i;

26-097 0-83- 35
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V. SAFETY OF BLOOD PRODUCI

AND BLOOD

I l.'

4' I

VI. OTHER ISSUES

A. Public Health Se'rvi
Coordination of AID
Efforts

Information to Public
and Private Health
Professionals and the
General Public

* C.. Safety. in Workplaces

' I :

.,..

- Diagnosis is now based on
pidemiologic criteria but lab

confirmation is desirable. Diagnostic'.
tests await identification of t.
cause of AIDS.
Intensification of pathologic "
evaluation of AIDS patient'tisaues way
result in characterization of--!
vesicular rosettes" end other unique,

microscopic formations seen thus far.'

S Existing surveillance systems should
serve to identify AIDS case shouldj.'j
they occur in blood product consumers,
other than those already known (e.g.
hypoganmaglobulinmia patients,
Heptavax recipients). V:

- Epidemiologic investigations of caseesV ]
in blood recipients cont1.ue. .. ' ,.

- Blood and blood product conaeere ..

would be among the first to benefit ,.
from development of screening test(s) '0

for AIDS.

ce - The PHS will continue to coordinate
S AIDS research, control, prevention,

and education activities among its -;

agencies and with other government, ir

health, and consumer groups.

- The PIIS will continue to disseminate Ip
information to health professionals .

and the general public via the
Horbidity.and Mortality Weekly Report
(MWR), other bulletins, Journal
articles, media interviews, and

correspondence.

- CDC will work vltb hospitals,
laboratories, health departments, ' .
medical and dental associatto,- - "
unions representing all catl s. '1
health care providers and workers -o, I
develop guidelines for preveAtio q'
AIDS and other infections' In'the" |I
workplace. ; f,r
Continued dLstribution of guidelines'.'
that already exist; updating of the@ ,
as new conclusions are reach '41
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i I . .

D. Trevention of AIDS

p1

'I

S. Wa t to Do After
Agent is Identified

'.

Sii

!ILI

-Disseminate these recommendations". . !r.,
based on most recent information.to.:;'j!
appropriate ri g roups or generl'( ,!
public as indicated' ,' -J
SDevelop more prevention guld naLoe'a
above mentioned ludies Aire€ 'l

- Educate healtbprsu6f iao slas tabo
AIDS and its prevent

- Work with special interest'groups
(AAPHR Haitian Physicians Abroads'
Hemophilia Foundation, ,etc.)!to kN
lines of communication open beeuwee 4
PHS and AIDS rlsk groups.

- Characterize agent microbiologically, i
- If vaccine is feasible, start-R.and

at once.
- Begin tests for candidate tberapeu ,i9

agents. *

- Develop laboratory a 6 l odel
treatment and vaccine i studies. J..
Develop practically useful sc-eeni - i
and diagnostic tesi culture ' :-i
seroloy, etc.) ' . " 4

- Disseminate information ontbe I• .t " ".1 ... '. ' "

finding's to public and prlvate healhE,'
professionals and researchers in thi*Ij

country, WHO, etc. .. I,
- Transfer technology to other labs

(e.g., as in Legionnaire's Diseasii, .1.
V- ,

* 741
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretaty

Washington, D C 20201

October 25, 1983

io Honorable Ted Weiss
Chairman, Intergoverrc ental Relations

and Human Resources Subccxnnittee
Ccmrittee on Governent Operations
U.S. House of Representatives
Washington, D.C. 20515

]car Mr. Weiss:

Attached is the renainirrj response to question #8 of your letter of
August 24 to Dr. Brandt. -1he enclosed is a copy of the Public Health Service
ATLY Operational Plan.

Please let i-te know if we can Lx of further assisince.

Sincerely,

muty Assistant Secretary
for Legislation/liealth

%t t achrent

zlopz



545

PUBLIC HEALTH SERVICE AIDS OPERATIONAL PLAN

BACKGROUND

Acquired Immunodeficiency Syndrome (AIDS). a newly recognized health
problem, is characterized by a severe and persistent breakdown in the
immune system. The subsequent crippling of immune functions in AIDS
patients is accompanied by opportunistic infection and/or cancer.
There is no known underlying cause for the deficiency nor for the
reduced resistance reportedly associated with AIDS. Persons with AIDS
are susceptible to certain cancers, such as Kaposi's sarcoma and
B-cell lymphomas, plus numerous life-threatening infections, most
commonly Pneumocystis carinii pneumonia. The case fatality rate among
AIDS patients is high. approximately 40 percent. There has been no
case of AIDS in which the immune system has returned to normal.

From June 1981 through September 1983. 2,374 diagnosed cases of AIDS
were reported to the Centers for Disease Control (CDC). More than 60
percent of these cases were reported from New York City.
San Francisco, and Los Angeles. The average number of cases reported
each day has increased from 2 to 7 during the past year.

Eighty-nine percent of AIDS patients can be placed in groups that
suggest a possible means of disease acquisition: 71 percent are
homosexual or bisexual men; 17 percent have a history of intravenous
drug abuse: and 1 percent are hemophiliacs. Of the remaining 11
percent of the cases, means of disease acquisition is less clear, but
in none of these cases does casual contact appear to be involved. All
of these cases are the subjects of intensive investigation. This
group includes cases for whom information about risk factors is either
absent or incomplete (3 percent of the total number of cases) and
patients who were born in Haiti but have lived in the United States
since 1978 (5 percent of the total number of cases). Also-under
investigation are sexual partners of persons with AIDS or increased
risk of AIDS (1 percent) and those receiving blood transfusions
(I percent). Q'.me cases belong to none of the above groups (1 percent
of the total number of cases).

THE PUBLIC HEALTH SERVICE (PHS) RESPONSE

The PHS recognition of AIDS began in June 1181 with a report in the
CDC's Morbidity and Mortality Weekly Report (MMWR) of the first five
cases in Los Angeles. Epidemiologists from CDC investigated these and
other newly identified cases in New York City and San Francisco. The
first AIDS patient was admitted to the Clinical Center at the National
Institutes of Health (NIH) in the same month. The Food and Drug
Administration (FDA) and the Alcohol. Drug Abuse, and Mental Health
Administration (ADAMHA) subsequently became involved in the study of
AIDS. The PHS has undertaken a variety of approaches to study and
solve this problem that involve many medical disciplines and
methodologies. Research priorities have been established and basic
science researchers have shifted the foci of their studies onto AIDS.
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The PHS Agencios have characterized the disease epidemiologically and
clinically. Therapeutic regimens have been evaluated and new ones
studied. Health care providers and other groups have been provided
with the most up-to-date information regarding the treatment and
prevention of the disease. In March 1983, the PHS published
guidelines on the prevention of AIDS-(a copy of these guidelines is
attached). These guidelines were widely disseminated. Attempts have
been made to keep the public and specific risk groups well informed
with the latest accurate medical information, including guidelines for
prevention. The PHS strategy has been multifaceted and coordinated.
Physicians, epidemiologists, social scientists, communications
specialists, and basic science researchers have combined their efforts
in working on various aspects of this syndrome. In May 1983, a PHS
Executive Committee on AIDS was established to coordinate the PHS
efforts to solve the public health, research and clinical problems
associated with AIDS. Our strategy and its results thus far are
described in the following sections. Efforts in each of these areas
is continuing.

FUNDING

In response to the AIDS problem, CDC, NIH. and FDA spent $5.5 million
for AIDS-related work including research in Fiscal Year 1982.
Expenditures were approximately $25.2 million in Fiscal Year 1983
including $12 million in supplemental funds made available in a bill
signed by the President on July 30. 1983. Expenditures are
anticipated to be at least $17.7 million in Fiscal Year 1984
(including projected expenditures by ADAMHA) and an additional $22.2
million has been requested by the Department of Health and Human
Services (1HS) for the Fiscal Year 1984 AIDS budget. At this time.
Congressional action on the HHS Fiscal Year 1984 budget is pending.

EPIDEMIOLOGY AND SURVEILLANCE

AIDS has presented a unique problem. Epidemiologic and surveillance
studies are necessary to describe accurately the scope of the AIDS
epidemic by time, place, and person. By clearly identifying these
parameters, health officials can develop intervention and prevention
strategies as well as avenues for further research. The
CDC-coordinated disease surveillance system relies upon the voluntary
disease reports from State and local health departments and individual
physicians. These case reports form the basis of the national listing
of AIDS cases.

CDC has assigned Federal public health advisors to the health
departments in New York City. Miami. Los Angeles, and San Francisco
where AIDS is most prevalent. CDC has funded cooperative agreements
with the New York City, San Francisco, Los Angeles, Boston, Florida.
New Jersey. and New York State health departments to strengthen AIDS
case surveillance.

Special epidemiologic studies to identify risk factors and modes of
transmission, to characterize risk groups, and to identify possible
etiologic factors have been undertaken. A national AIDS case-control
study among homosexual men was conducted by CDC in the fall of 1981.
and published results show that AIDS cases occurred most frequently in



547

those groups of homosexuals with large numbers of sex partners.
Further evidence of sexual transmission and probable infectious
etiology was found from the investigation of a cluster of male AIDS
patients who were linked by sexual contact. Other investigations have
found evidence of AIDS in individuals with hemophilia who have
received clotting facto& concentrates.

Investigations now being conducted include a study of risk factors in
Haitians living in New York and Miami. a cohort study of 7.000
homosexual men living in San Francisco. a study of AIDS transmission
in intravenous drug abusers, a study of the risk of AIDS to health
care workers, special investigations of AIDS patients not belonging to
known risk groups, and investigations of possible transfusion-acquired
AIDS. On September 30, 1983, the NIH awarded five new grants for
epidemiologic studies. These projects will permit more precise
delineation of the course of this illness.

As data and information on this illness accumulate indicating new
avenues for investigation, new epidemiologic studies will be initiated.

IDENTIFICATION OF AN ETIOLOGIC AGENT

CDC. FDA. and NIH are supporting a wide variety of AIDS research
activities designed to identify the etiologic agent(s) of AIDS. In
addition, over 40 intramural research projects are under way at NIH;
FDA. and CDC involving studies on the nature of the immune deficiency.
the isolation of etiologic agents, treatment, and attempts to transmit
the disease to nonhuman primates. Studies are using various DNA
hybridization, isolation, and serologic techniques to identify
microbial agents. Research emphasis is being placed on various agents
including retroviruses (such as the human T-cell leukemia virus).
adenoviruses. cytomegaloviruses. Epstein-Barr virus, various
parvoviruses. rickettsia, and chlamydia. A search is being made for
the presence of a "slow virus" in brains of AIDS patients who develop
dementia. Funds have been awarded to the California Regional Primate
Center to expand its study of simian AIDS. an AIDS-like illness seen
in monkey colonies. In addition, NIH has funded AIDS research
proposals from hospitals and universities to encourage studies on the
search and the isolation of the biological agent which may be the
primary causative factor in AIDS. Over 50 grants, contracts, and
cooperative agreements have been awarded to researchers in 46
institutions to do AIDS research.

Finding the cause of AIDS will mark the beginning of a second phase of
AIDS research. Identification of the etiologic agent will hasten the
development of specialized diagnostic tests, the discovery of animal
infection models, and the search for specific drugs and treatments
that will neutralize the agent. A major PHS priority will be the
transfer of this technology to health departments and medical
practitioners where it will be used in the identification and
treatment of the disease.
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DIAGNOSTIC TESTS AND THERAPY

At present, there currently is no satisfactory diagnostic test for
AIDS. Several tests are under evaluation, including T cell ratios,
alpha-thymosin, hepatitis B core antibody, and beta-2 microglobulins.

The discovery of a specific diagnostic test for AIDS, like the
identification of the AIDS causative agent, will herald intensified
medical research efforts to delineate AIDS epidemiology, to improve
treatment therapies, and to develop specific AIDS prevention
strategies. A specific diagnostic test will be critical in the
identification of a possible pre-illness test for AIDS and
recommendations that will aid in the prevention of the disease.

NIH scientists have been involved in treating 69 AIDS patients at t-he
NIH Clinical Center. Scientists both within NIH and at other medical
centers have been developing and evaluating str':.egies to treat the
opportunistic infections and Kaposi's sarroma. These strategies have
included interferon therapy, use of experimental drugs, chemotherapy
regimens that involve cytotoxic drugs. aad radiation therapy
procedures to treat skin lesions. Attempts have been made to restore
the patient's immune system by using purified interleukin-2. Some of
these strategies appear promising but their clinical usefulness has
yet to be developed or established.

SAFETY OF BLOOD PRODUCTS AND BLOOD

In 1982. the development of AIDS in people with hemophilia and others
who had received transfusions of blood and/or blood products and who
had no other risk factors raised questions as to the safety of the
blood supply. Accordingly, guidelines for the prevention of AIDS. for
blood donation and for the use of blood and blood products were
developed and distributed in March 1983 (see attachment).

Through a series of workshops and conferences, FDA has had close
contact with the scientific and manufacturing community and with the
various organizations of the blood service complex. In addition. FDA
has recently approved a new heat process that is now being used in the
manufacture of clotting factor concentrates. This is expected to
increase this product's safety.

PUBLIC INFORMATION AND EDUCATION

The PHS has produced materials and undertaken many projects and
activities for providing information about AIDS to health
professionals and certain other occupations, the populations at risk
for contracting AIDS, and the public. Information for professionals
has been disseminated via the MMWR. journal articles, bulletins, media
interviews, and numerous PHS sponsored meetings, conferences, and
workshops on AIDS attended by outside consultants, organizations, and
the public. Approximately 40.000 copies of the MQWR -- which has
carried articles on AIDS epidemiology and etiology. PHS
recommendations, and precautions for health workers -- are regularly
distributed to the health community. In addition, reprints of these
articles have been distributed to community health centers, to other
health facilities, and to drug treatment centers. AIDS information
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has also been circulated to all practicing physicians through the FDA
Drug Bulletin. CDC has distributed slides showing Kaposi's sarcoma to
requesting physicians for help in diagnosis. The National Library of
Medicine provides bibliographic AIDS information to requesting
scientists. Videotapes are being prepared on AIDS for primary care
physicians to be distributed through medical societies and appropriate
organizations. Another videotape is being prepared for nurses who
care for AIDS patients, in addition to tapes for other health
workers. These will also be distributed through professional
organizations and the National Medical Audiovisual Center. A
videotape on AIDS findings has been prepared by CDC and distributed to
State health officials and requesting health. facilities. A videotape
for correctional officers is under development, as is a booklet
outlining precautions that all laboratory and clinical workers should
observe.

Extensive information efforts are under way for the populations at
risk. A basic information bulletin has been distributed by homosexual
organizations. Cards describing symptoms and prevention precautions
are being printed for distribution by these groups. News media,
including the gay press, have carried articles based on the
PHS-provided information about AIDS and promoted a national AIDS
toll-free telephone hotline (800-342-AIDS). staffed by PHS
professional employees. The hotline is available to the public for
AIDS information and has received over 5.000 calls per day. most of
them from individuals in the populations at risk. The National
Institute of Drug Abuse has directed materials about AIDS to drug
users through drug treatment centers. A mailing of AIDS information
has been made to Haitian organizations, and an effort is under way to
develop an education program for this group, possibly through
publications, distributed through such channels as social
organizations, health facilities, and churches, as well as through the
news media. PHS has also been working with organizations representing
hemophiliacs to provide information to that group.

The general public has been informed through the news media, with whom
the PHS has conducted numerous interviews, briefings and press
conferences, in addition to providing printed and videotaped
material. Information materials are now being prepared to assure the
public that persons outside the identified risk groups are at very low
risk of acquiring the disease and that casual contact with persons in
the risk groups poses no danger to the public health. These materials
also help allay public concerns regarding the safety of donating blood
or receiving blooA tranafusians. A videotape and slide talk on AIDS
are being produced for showing to general audiences, including basic
information about the syndrome which places the risk factors in
perspective. Additional publications are also being developed for
traditional channels of health information distribution. Basic
information about the syndrome has already been made available to the
public through a monthly PHS AIDS Fact Sheet and through the national
hotline, and through effective articles in the press and by
appearances of knowledgeable health officials on television and radio
interviews. The Secretary of Health and Human Services and the
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Assistant Secretary for Health addressed the Washington Press Club in
September 1983 to emphasize the need for the media to provide
additional, accurate information to the public without provoking
needless fears.

COORDINATION

An effective mechanism for coordination has been developed under the
direct supervision of the Assistant Secretary for Health (ASH). There
are three components to this mechanism. First, there is a PHS
Executive Committee which includes members from all PHS agencies
involved in AIDS research and public health activities. This
Committee meets weekly to review AIDS activities within the PHS and to
coordinate PHS research and public health strategies. This Committee
makes recommendations to the ASH regarding the overall PHS AIDS
strategy. Second, within each agency there is a committee to oversee
and coordinate AIDS activities within that agency. The chairmen of
these agency committees serve on the PHS Executive Committee. Third,
public and professional education and information campaigns are
carried out by the PHS Office of Public Affairs under direct
supervision of the ASH.

CONCLUSION

The unprecedented research, public health, and clinical efforts to
identify, characterize, and treat AIDS have helped us learn a great
deal about the syndrome in a short period of time. Epidemiological
studies indicate that the syndrome is transmitted through sexual
contact or direct exposure to blood or contaminated needles. Ninety
percent of the AIDS cases have been in patient groups defined by
identified risk factors. There is no evidence suggesting that AIDS is
transmissible through-casual contact with persons in AIDS risk groups
or AIDS patients. No health worker has contracted AIDS as a result of
taking care of an AIDS patient. Basic medical research is narrowing
the search for an etiologic agent which most believe to be a virus.

Immunological research has greatly improved our knowledge of the
workings of the immune system. The discovery of simian AIDS will
provide further clues to the transmission and therapy for the
syndrome. Experience in treating AIDS has led to the development of
several promising therapies for opportunistic infections that plague
not only AIDS patients but also other patients with compromised immune
systems.

AIDS-continues to be a major public health problem, but our research
and public health and clinical knowledge are continually expanding.
These efforts will be essential in finding a solution to AIDS.

September 30. 1983
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Question 11:

Dr. Brandt testified (transcript pages 144 and 146) that NIH monitors RO1's to
determine if additional RFA's or RFP's should be issued to assure that all
needed research on AIDS is being conducted.

Question 1la:

Specifically who monitors the ROI's an AIDS?

Answer Ila:

The responsibility for monitoring ROl's to determine if additional RFA's or
RFP's should be issued for AIDS research lies with staff members of those
Institutes having AIDS extramural activities as listed below:

NIAID

NIAID staff in the Microbiology and Infectious Diseases Program (MIOP) and
Immunology, Allergic and Immunologic Diseases Program (IAIOP) monitor research
grants. The decision to issue new RFA's and/or RFP's Is made by the NIAID
AIDS Working Group in conjunction with the NIAID Executive Committee which
includes representatives from each program area.

NHLBI

Staff of the Blood Resources Branch, Division of Blood Diseases and Resources,
are directly responsible for monitoring grants, contracts, and intra-agency
agreements on AIDS.

NCI

Monitoring of the ROl's on AIDS at NCI is performed by three ;.ad program
personnel, each responsible for ROl's funded by the respective scientific
Division. Their evaluations are forwarded in turn to each Division Director
and to the NCI-wlde Director for coordination of AIDS activities. Grants
administration also supplies computerized information designating the
functional and fiscal status of the activity. Division Directors then
interact with their Board of Scientific Counselors to determine whether areas
of AIDS research exist which need further reinforcement by recommending
further RFP's and RFA's.
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Question l1b:

Provide all reports of RO monitoring.

Answer l1b:

No formal written reports exist for the NIAID. All reports to date have been
verbal and have been made to both the NIAID AIDS Working Group and the NIAID
Executive Committee. The AIDS program at the NHLBI is a relatively new
program and reports of these activities are not yet available.

Attached are two documents* that the NCI considers to be examples of written
monitoring. The September 1981 report led to the 1982 supplements for AIDS.
The May 1983 report Is an example of monitoring by continually updating and
summarizing NCI research efforts.

Question lc:

Provide documentation of recommendations for RFA's or RFP's that directly
resulted from this monitoring process.

Answer lc:

The NIAID decided as a result of the monitoring process to fund grants in
response to the NCI RFA on "Studies on Acquired Immunodeficiency Syndrome
(Kaposi's Sarcoma and Opportunistic Infections).' Further monitoring resulted
in the decision of the NIAID to co-sponsor with NCI the RFA "Infectious
Etiology of Acquired Immunodeficiency Syndrome (AIDS) and Kaposi's Sarcoma,"
and to issue an NIAID RFP on "The Natural History of Acquired Immune
Deficiency Syndrome (AIDS) in Homosexual Men.'

The extramural AIDS program of the NHL8I is still in its early stage,
consequently the monitoring process had not yielded any concrete
recommendations for additional RFA's or RFP's on AIDS research.

The monitoring process at the NCI led to the decision to supplement ongoing
projects (September 1982), develop the RFA on "Studies? on Acquired
Inunodeficiency Syndrome,' and to co-sponsor the RFA 'Infectious Etiology of
Acquired Immunodeficiency Syndrome (AIDS) Kaposi's Sarcoma." Monitoring of
extramural projects also assists the NCI in determining intramural priorities.

*

*Documents available in Subcommittee files



12. Please provide a list and brief description of all PHS funded research activities designed to find a diagnostic testand/or surrogate marker for AIDS. (Please include chief investigator, agency or institute if intramural, university or
hospital if extramural, cost. approximate date on which research commenced, and results.)

A:
Study

1) Infectious
agents in
AIDS

Brief Description
Study AIDS patients and
controls for markers of
known infectious agents

Pi
Dr. Noble

Agens /
Collaborators

CDC

Estimated
Costs Beginning

W 75,000 Aug 81
Resul10ts

Both infected
with may
agents; no
etiologic
agent
identified.

2) Intensive
study for
viruses

3) Primate
inoculations

4) Microscopic
examination
of AIDS
tissues

Using virus culture
techniques attempt to
isolate a virus

Dr. Noble CDC/Memorial Sloan
Kettering Hospital

150,000 May 82 CMV and adeno
viruses
isolated. So
etiologic
agent

(See question #17) CDC Aug 82 no etiologic
agent

Using light and
electron microscopes
search tissue
sections for microbial
agents

5) Surrogate Evaluate usefulness
testing of various surrogate

tests for predicting
AIDS

6) HTLV Anti-
body
prevalence

Measure HTLV antibodies
in AIDS patients and
high risk populations

Drs. Chandler,
Ewing and
Palmer

Dr. Spir

Drs. Francis
and Essex

CDC 150,000

CDC and others

CDC/Harvard/MCI

70,000

50,000

Jan 82 VR particles
visualized
other virus-
like particles
seen

Jan 82

Nov 82

Several
possibilities
- study
expanded

Moderate
prevalence of
HTLV anti-
bodies in AID
patients



Test hemophiliac
patients for HTLV anti-
bodies.

8) Virus Szemine factor VIII
particles for viruses

9) Isolation
of human
retro-
viruses

10) HTLV-post-
transfusion

11) Prospective
studies

Culture cells from AIDS
patients - examine for
retro-viruses

Test for HTLV
antibodies in donors
to AXOS patients

Follow those at high
risk for AIDS, take
periodic specimens

Dr. Evatt

Dr. Evatt

Dr. Foorinu

Drs. Francis
and Essex

CDC/Harvard

CDC

CDC/Memorial
Sloan Kettering

CDC/Harvard/NCI

Lymphadenopathy CDC
Dr. Spria

Homosexuals (SF)
Dr. Francis

Hemophiliacs (CA)
Dr. Evatt

Haitians (MY, FL)
Drs. Jaffe and Johnson

50.000

25,000

100,000

50,000

300,000

Feb 83

Dec 82

Apr 83

May 83

May 83

Moderate
prevalence in
hemophiliacs

Same particles
soon as No. 4
above.

Pending

Commonly found

Pending

7) HTLV/
hemo-
philiacs
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Question 12:

Please provide a list and brief description of all PHS funded research
activities designed to find a diagnostic test and/or surrogate marker for
AIDS. (Please include chief investigator, agency or institute if intramural,
university or hospital if extramural, cost, approximate date on which research
commenced, and results.)

Answer #12

The following list, by Institute, provides details on all NIH funded research
activities designed to find a diagnostic test and/or surrogate marker for
AIDS.

NIAID

Extramural Research Activities:

Arye Rubinstein--Yeshiva University--UO1-AI-20671-O1. Date of award
4/19/83. Results on the following studies are pending: (1) a newly
discovered, possibly unique lymphocyte surface marker on AIDS cells, and
(2) analysis of circulating immune complexes using their newly developed,
complement-binding assay on Raji cells.

John Fahey--UCLA--UO1-A1-20672-01. Date of award 4/19/83. Results to date
have shown that a major immune system change detected by serial testing of
AIDS and lymphadenopathy syndrome patients is a decrease in T helper levels.

RFP-NIH-NIAID-MIOP-83-11, "Study of The Natural History of Acquired
Immunodeficiency Syndrome in Homosexual Men." Approximate start date
9/30/83. Contractors will test a variety of new diagnostic or surrogate
markers for AIDS in over 5,000 at-risk homosexual men repeatedly examined over
2-1/2 years.

Intramural Research Activities:

Although various projects in the intramural program could have applications
toward development of diagnostic tests of identification of surrogate markers,
the following are specifically identified for that purpose.

1. B-cell activation studies in chimpanzees and AIDS patients as a marker for
early AIDS detection.

Principal Investigator: Dr. Thomas Folks
Date Started: July 1983
Results: No results at present time
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2. Prospective collection of blood, semen, and fecal specimens for detection
of etiologic agents of acquired immune deficiency syndrome (AIDS). The
stored specimens from those individuals who develop AIDS will then be
examined for possible markers of disease.

Principal Investigators: Dr. Louis N. Baker, NYBC
Dr. Jonathan Gold, MSKCC

Date Started: August, 1983

Results: No results available at this time.

3. Evaluation of B-microglobulin levels in chimpanzees inoculated with
materials from AIDS patients. The serum samples from chimpanzees
inoculated with materials from AIDS patients will be examined to determine
if this serum component is predictive of disease.

Principal Investigator: Dr. Thomas Folks
Date Started: May, 1983
Results: Preliminary results do not confirm or disprove the role

of B2-microglobulin as a predictor of disease.

NHLBI

On July 15, 1983, the NHLBI issued an RFA entitled, "Assay Methods to Detect
the Carrier State of Acquired Immunodeficiency Syndrome (AIDS)" which
encourages the development of a test to detect the carrier state or prodomal
stage of AIDS. Information regarding research grants awarded under this RFA
will be available April, 1984.

In addition, Dr. Cladd Stevens, as part of the supplement to the program
project grant application from the New York Blood Center, will be studying
B-thymosin levels in homosexual men. Support of this work is pending approval
by the NHLBAC.

NCI

The NCI is supporting both extramural and intramural studies that relate to
the discovery of a diagnostic test and/or surrogate marker for AIDS.

Extramural Research Activities

A number of the projects funded under the original NC' RFA contain components
which could ultimately have application as markers for AIDS or AIDS-related
conditions.

R. 6. Douglas--Cornell Medical Center--UOI-CA-35018, (5/1/83)
-A. Friedman-Kien--New York University--UO1-CA-35982 (7/15/83)
Br Safat--Memorial Sloan Kettering Cancer Center--UO1-CA-34995 (6/1/83)
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These components all involve studies attempting to further define the
development and the nature of the immunologic defect present in AIDS
patients. Workers at Cornell, as well as investigators at New York University
(Friedman-Kien), and Memorial Sloan Kettering (Safai) are investigating
circulating immune complexes in the blood of AIDS patients. The N.Y.U.
investigators also are involved In work attempting to define the etiologic
role of antibodies directed at sperm and lymphocytes.

All of these involve material which could eventually be useful as a marker for
AIDS. The thrust of the research, however, is toward a further understanding
of the etiology and pathogenesis of the disease and is consistent with the
original scope of the RFA.

Intramural Research Activities

All of the NCI's epidemiological studies in response to the questions
concerning AIDS have involved, or will involve, the collection of biologic
specimens for laboratory analysis, and for banking efforts so that they will
be available as new tests are developed. Intramural efforts to find a
diagnostic test or marker began in December, 1981, and are continuing.
Recently, the NCI published the results of one of these investigations among
hemophilic AIDS patients, which indicated the possible utility of acid labile
alpha interferon as a marker. Similar evaluations for the following suspect
markers have been conducted: beta -microglobulin, alpha-thymosin, and T-cell
helper: suppressor ratios. All ot. these markers now ar being prospectively
evaluated in NCI cohorts for their applicability as potential screening
tools. Another factor that the institute is beginning to look at is HTLV
positive tests. The presence of antibodies/antigens in blood samples may
prove to be a diagnostic test, although it is likely to not become standard
because of the very sophisticated laboratories that are needed to conduct such
tests.

26-097 0-83---36
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Question 13:

Documents indicate that an NCI RFA on AIDS was being drafted in November 1981,
but was not published until August 1982. To what does NCI attribute this
10-month delay?

Answer 13:

The 10-month period represents an expedited form of the normal cooperative
agreement process and does not represent a delay. It should be noted that new
leads regarding the etiology of AIDS were being discussed and redrafting
occurred continuously as the science changed.
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Question 14:

The NIAID Microbiology and Infectious Diseases Program (MIDP) annual report
for FY 1982, which states that, 'it Is regrettable that within NIH no
extramural mechanism exists to permit a rapid response to such research
opportunities" (referring to AIDS). In addition, participants of the July
1982 PHS meeting on opportunistic infections in patients with hemophilia
concluded that, *The existing federal grants and contracts mechanisms are not
responsive to rapid funding of urgent problems. Please comment on these
statements and provide PHS recommendation on how this process might be
expedited.

Answer 14:

The statements quoted above were primarily referring to the time involved in
funding new research grants. This time includes: time for the scientist to
write the grant application; time for the peer reviewers to read the proposal
and meet to assign it a priority score; time for the required secondary review
and approval by the Institutes' Advisory Councils; and time for staff to
process the papers to make the award. Although the entire process involves a
considerable amount of time, the NIH has taken steps to expedite those
portions of the process which fall within NIl( control. The NIH will continue
to investigate other approaches that will ensure a rapid response to urgent
problems such as AIDS.

rhe NIAID and NHLBI have attempted a number of approaches that would expedite
the review process but at the same time ensure that the quality of review is
not Jeopardized. These efforts are detailed as follows:

NIAID

The NIAID has addressed this problem by shortening the time of the last two
steps in the review process, Council review and actual award. Council review
has been accomplished by mail ballot rather than waiting for the next
regularly scheduled Council meeting (which occurs in January, May, and
September each year). The time from Council approval to actual award has been
shortened by placing the highest priority on AIDS applications and processing
them ahead of other non-AIDS applications.

NHLBI

It is the experience of the NHLBI that urgent public health problems can be
responded to quickly. The recently released RFA on assay methods to detect
AIDS serves as an excellent example of such a response. The concept for the
RFA was developed in March, approved by the NHLB Advisory Council in May, and
published in July. Awards are expected to be made in April. This entire
process, which normally takes 18-20 months, will be completedlin 13 months or
less because of the urgency of the problem. In addition, NHLBI, through the
use of interagency agreements and as a result of special actions by its
Council, has been able to implement several programs in an expedited manner.
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15. Question: In 1981, both former Secretary Schweiker and Assistant
Secretary Brandt proposed a health emergency fund to allow PHS to better
respond to urgent health problems (transcript pages 119-120 of Dr. Brandt's
testimony). Then, in April 1983. Dr. Brandt testified against this same idea
before the Health Subcowmittee. When and why did the Department change its
position? Please supply all supporting documentation.

Answer: Under Sections 301 and 311 of the Public Health Service Act,
the PHS has the authority to provide prompt and effective assistance to States
and other Federal agencies in emergency situations which pose an immediate
threat to the public health. In Fiscal Year 1982, the Administration
requested a special appropriation to establish a Public Health Service
Emergency Response Fund which would permit PHS to carry out this authority in
a prompt and effective manner. This contingency emergency fund was designed
to:

o allow the support of critical emergency activities that were not
anticipated during the development of annual budgets;

o provide a financial mechanism for absorbing the costs of emergency
services and special studies without disrupting other priority programs;
and

o permit the initiation of special studies, where necessary, to expedite
determination of the health effects of emergencies.

However, this appropriations' request was not funded in the FY 1982 Continuing
Resolution. In fact, the House labor/HHS Appropriations Subcommittee
specifically denied the Administration's request and stated in their report
that "if emergencies arise, funds can either be appropriated in a special bill
or be reprogrammed as in the past." (House Report No. 97-251, p.66).

On May 9, 1983 Dr. Brandt testified on a recently introduced bill, H.R. 2713,
which would authorize appropriations for research on the cause, treatment, and
prevention of public health emergencies. The testimony was not intended to
reverse the Department's positon on a health emergency fund but rather to
point out that

1) the Public Health service has adequate authority under Sections 301
and 311 of the Public Health Service to conduct the research activities that
this bill would authorize, and

2) the PHS would fund these emergency-related activities according to the
directives set forth by the Appropriations Comittee in Fiscal Year 1982.

Dr. Brandt's testimony also presented the Administration's request for an FY
1983 supplemental appropriations to establish a separate emergency fund for
Food and Drug Administration activities because of the large number of
emergencies, each of which involved relatively minor amounts. Separately
requesting supplementels for each of these events would be inconvenient to the
Congressional Appropriations.Committees. t. contingency fund of $1 million
for FY 1983 was approved by the Congress for FDA to be used for activities in
response to emergencies..
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16. Why does the Department believe that it is important to find an animal model
for AIDS?

A: An animal model would:
a) permit the identification of an infectious agent as the cause
b) provide material to isolate and identify the agent
c) enable studies on methods of transmission, treatment and prevention.



Question 17:

Please describe the AIDS primate experiments that have been undertaken by the PHS to find an animal model. Includeinoculated, types of tissue or fluid inoculated, names of investigators, costs of experiments, and results.
Answer 17:

An is&aI/No. Inoculum Investigator(s) Est. Cost

the number and type of animals

Results

Chimpanzees/22

Ch Impenzees/4

Macaque monkeys/50

Baboons/3
Chimanzees/1

Blood, cells, other
materials from an AIDS
patient.

Plasma from AIDS
patients at the NIN
Clinical Center.

Tissue extracts, whole
blood, filtered plasm
from SAIDS-affected
macaques.

Cells and other
specimens from AIDS
patients.

NIH intramural
scientists--Dr. Sell,
Watt, Tyeryar, and
Purcell.

Intra-agency agreement
with NIH Clinical
Center. Animals
inoculated at NHLBI
chimpanzee colony in
San Antonio. Texas.

California Primate
Center--rs. Henrtcksom,
Gardner, Osborn, Maul,
Anderson, Lowensteine.

New England Primate
Center--rs. Letvin,
King, Hunt, Desrosiers.

NINCOS collaborators--
Drs. Sever, Naddon,
London. Elli ngsworth.

Dr. P. Volderding
(Animal project is one
component of a larger
study on AIDS.)

$15,000 for 2
chimpanzees for
approx. 6 months

$115.583
(2-year study)

$100,000

Primates--No charge to
NCI.

To date. neither of the
two chimpanzees
inoculated has developed
AIDS. Other chimpanzees
are being pretested for
inoculation of other
materials from AIDS
patients.

Results not yet
available.

Results not yet
available.

To date. none of these
animals has developed
AIDS.

Nice, guinea pigs/12-
20.000

Institute

NIAID

*ItBI

DRR/NINCOS

NCI
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17. Please dcribe the AIDS primate experiments that have been undertaken by
the PHS Ito find an animal model. Include the number and type of animals
inoculated, types of tissue or fluid Inoculated, names of investigators,
costs of experiments, and results.

A: Primate experiments:

Inoculum Investigator
Plasma/lymphocytes Dr. Francis

Plasma/lymphocytes Drs. Broderson
and Francis

Plasma/lymphocyte.
lymphnode tissue

Drs. Broderson
and Francis

Animal
Marmosets (4)

Chimpanzees (2)

- Rhesus (12)

Estimated
Cost Results
50,000/yr Healthy

since
Aug 82

50,000/yr Healthy
since
Feb 83

65,000/yr Healthy
since
June 83

Chimpanzees (12) Just beginning Drs. Broderson 120,000
and Francis
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18. The FY'84 supporting data book for CDCts testimony before the
appropriations Comittee includes the following statement:

"As with hepatitis A and B viruses, an animal model would appear to be
crucial for Isolation of the aSent, confirmation of the etiology, and
full characterization of the disease. . Several chimpanzees have beon
inoculated but larger numbers are likely to be required. .. These
animals studies are estimated to require $1 million."

a) Was this information presented to Congress as a request for
supplemental funds for FY'83? If not, why not?

A: Primate experiments, including chimpanzee experiments, were a part of
the '83 supplemental request.

b). What i the effect, if any, of delaying the start-up date for these
inoculations until sometime in FY'84?

A: Since outcome cannot be predicted, the exact impact is unknown.

19. Have any other NIH or CDC research proposals Involving a search for an

animal model gone unfunded to date? If so, please provide the proposals.

A: None
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NIH Response to question 19:

Have any other NIH or CDC research proposals involving a search for an animal
model gone unfunded to date? If so, please provide the proposals.

Answer 19:

NIAID/NHLBI

No research proposals received by NIAID to work on animal models of AIDS went
unfunded through FY 1983. The NIAID currently has some projects under review
for potential funding in FY 1984. Research proposals on the development of an
animal model for AIDS are not referred to the NHIBI. Nevertheless, two such
activities are being supported by the NHLBI: the research described in #17
above and a project on simian AIDS which is pending final action on approval
of an intra-agency agreement.

NCI

As of September 15, 1983, the NCI had four unfunded animal model proposals.
Four are responses to the RFA "Studies of Acquired Immunedeficiency Syndrome
(Kaposi's Sarcoma and Opportunistic Infections)," and two of the proposals
will be funded with FY 1983 supplemental funds. The remaining two are not
being considered for funding at this date. The following is a listing and
brief description of each.

AIDS: CURRENTLY UNFUNDED ANIMAL MODEL PROPOSALS*

Approx.
Institution U01 CA/Al % Involving Model

Tulane 34977 30%
"A Study of Immunodeficiency in Hemophilia'

Sidney Farber 34979 70%
'Animal Models of AIDS'

Ohio State 35000 100%
"Development of Laboratory Models for AIDS & KS'

U.C. San Diego 34983 100%
'A Immunodeficient Animal Model for Kaposi's Sarcoma

9
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SUMMARIES

1) Tulane

2) SidnM Farber

3) Ohio State

4) U.C. San Die2o

In addition to clincial studies, these investigators
propose attempting to develop an animal model for the
AIDS associated with hemophilia by administering
cryoprecipitate and factor VII to rhesus monkeys;.

A portion of this proposal involves study of an
apparent immunologic disease in macaque monkeys which
is similar tof the human AIDS. This disease arose
spontaneously in a colony of animals maintained-at the
Sidney Farber Cancer Institute in Boston. The animals
develop unusual tumors and a variety of opportunistic
infections;

Homosexual behavior is common between both male and
female hogs housed in conmunal facilities.
Researchers of Ohio State have observed the
spontaneous development of a tumor with F_%thologic
similarities to Kaposi's sarcoma in a snile boar so
maintained. Unfortunately, no data do,:uirnting
concomitant inrnunosuppression exist for Is
particular animal, and data frm other a nals (who
have not developed tumors) arvqu .e wea..

U.C. San Diego researchers tOL:yd ',,at specially
treated cells from a dog kidney ct,l culture, when
injected into nude (thymus defic ert) mice, produced
tumors microscopically simile tu Kaposi's sarcoma.
They proposed further study i.nd characterization of
this *model." Subsequent 'in',)ration has shown,
however, that the lesions 4ie--t of canine (dog) origin,
essentially negating the 7 Ity of this model.

€4,

*We know that the Conmittee understands that detaiUl on unfunded grant
proposals constitute confidential information. Any release or publication of
this information would be a violation of the provisions of the Privacy Act on
unfunded grant proposals.
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20. One research scenario for finding an animal model involves testing six
species of primates with each of the six body tissues and fluids
currently thought to be possible carriers for AIDS. The cost for such an
effort was presented to the subcommittee as $200 million based on CDC
figures of approximately $100 per day to raise primates. (See attached
testimony.) Please comment on the need for this kind of undertaking and
the accuracy of the cost estimates.

A: The need for an animal model is evident and the PHS has given this a high
priority. In any setting resources are ultimately limited and
experiments must be staggered and prioritized. The idea behind the
experiments proposed is reasonable, and although somewhat varied in
design and degree, similar experiments are being conducted.

The cost per day to "house and to care for" animals is not $100 per day
as quoted in the testimony attached to your questions. CDC's most recent
experience in obtaining maintenance and feeding of animals by contract
ranges from $14 to $26 per day cost. There are, of course, costs
involved in raising primates over a period of time to have them available
for such experimentation. However, these costs normally are not included
in the direct costs of studies and the development of an-animal model is
not expected to approach the costs cited in the testimony attached to
your questions.
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Question 21:

Please describe each of the major protocols that have been used in the
treatment of AIDS patients at the NIH Clinical Center, including numbers of
patients tested, cost of treatment, results, numbers of patients and funds
needed to complete each of the protocols, and FY 1984 projections for NIH
activity in this area.

Answer 21:

The major protocols that have been used in the treatment of AIDS patients at
the Clinical Center are the following:

1. Phase 1 trial of immune (gamma) interferon in the treatment of AIDS

Seven patients have been entered into this dose escalation trial. Thus far,
patients have exhibited some decline ir imnunologic function. There has been
some evidence that the drug may exhibit direct anti-viral and anti-
proliferative effects; however, at present these seem to be of minimal
clinical significance.

2. Attempted immune reconstitution in the acquired immune deficiency
syndrome utilizing a pair of identical twins.

A one-year effort was devoted to reconstituting the immune system of an AIDS
patient utilizing the peripheral blood lymphocytes and bone marrow of a
healthy heterosexual twin of an AIDS patient. This study was able to effect
marked clinical and immunological recovery; however, we were unable to fully
reconstitute the diseased twin who died of pneumonia in early August 1983.

3. Phase 1 trial of interleukin 2 (IL-2) in patients with AIDS

Six patients have been entered into this single dose toxicity and dose
escalation trial. Thus far, utilizing a purified natural product, dose
limiting toxicity has been encountered at a dose of 25,000 units daily. This
is presumably due to contaminants in the mixture and not the IL-2 itself. In
spite of this, some immunologic improvement has been seen, but no clinical
improvement. In all likelihood, additional testing will bt necessary
involving cloned products as well as natural products before the usefulness of
this project can be ascertained.

4. Open trial of plasma exchange in patients with AIDS

This protocol has Just been initiated based upon laboratory findings of the
presence of a suppressor substance in the plasma of AIDS patients. One
patient has been entered into the study, and it is too early to make any
statements as to the efficacy of the procedure.

5. Combination Chemotherap,

A regimen of adriamycin, vinblastine, DTIC, and actinomycin D has yielded
interesting and clinically significant results. First, it has been learned
that AIDS/KS patients can generally tolerate the administration of this
cytotoxic regimen without a detectably increased risk of opportunistic
infections. To date, observations of ten patients show that 20% of the
KS patients have become complete responders and another 20% have partial
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responses. Significant responses have been seen in both skin and visceral
tumors. The underlying acquired immunodeficiency does not Improve clinically,
even when significant regression of tumor is seen. Investigators are
currently seeking to extend their research In the use of combination
chemotherapy; however, they believe that in AIDS with an aggressive form of
KS, they would recommend that combination chemotherapy be considered as the
therapy of first choice.

6. Phase I trial of total skin electron beam therapy

The rationale for the use of total skin electron beam therapy is based on the
view that KS originates in the skin and may be multi-centric even at a time
when lesions cannot be widely detected. As a hypothesis of clinical research,
extension to the viscera may occur after cutaneous involvement--and could be
prevented by completely clearing the skin before the tumor has spread by
delivering electrons that deliver ionizing radiation to a limited depth of
skin--and have negligible effects on the rest of the body, thereby sparing the
patient from a possible further deterioration of whatever immune capacity
might still remain. It should be emphasized that these concepts are supported
by clinical observations, but they are presented as hypotheses to be tested in
a clinical trial now underway in the program. The first portion of this trial
was to do a Phase I (dose-seeking) study of electrons delivered by way of a
linear accelerator to defined lesions in six patients with Kaposi's Sarcoma.
The initial doses started at 50R and there was a controlled increment of dose
until.1500R was reached. The latter dose was noted to routinely induce
complete regressions of targeted tumors within the electron beam field,
without complications. Consequently, 150OR has been selected as the dose for
the second portion of the study involving total skin irradiation. Two
patients have now entered this portion, which is the actual hypothesis-testing
element of the study. It is believed that this is a scientifically innovative
study, and much enthusiasm exists about its use in patients with early KS
lesions.

7. Phase II trial of human lymphoblastoid interferon

The current lynphobiastoid Interferon (high dose) trial is now closed awaiting
complete follow-up data on patients already entered. Although there are
reports of some successes in treating patients with KS using genetically
engineered forms of interferon, evidence of partial responses using the
lymphoblastoid form has been seen. However, it is not believed that the
preparation and doses of interferon used in this trial have shown a high level
of promise. Other forms and other doses of interferon will be explored in the
future. There are currently sixteen patients on protocol.

8. Phase I trial of purified interleukin II (TCGF) from Du Pont

Through an excellent process of collaboration between intramural scientists
and the private sector, NIH has embarked upon a unique trial using an
exceedingly pure preparation of human interleukin II. There are in vitro data
suggesting that interleukin II can increase the ability of T cells-(-and
perhaps other host defense cells) to mount immune responses to viruses which
are thought to be pathogenic'in patients with AIDS. This phase I trial has
accrued three patients (as of August 30); we will try to make this a very high
priority for patients who have failed chemotherapy. Because purified
interleukin II has become available for clinical use only during the past few
weeks, it is too early to provide a meaningful summary.
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22. a) What system, if any, exists for researchers at CDC, NIH, FDA, or
private institutions to obtain, process, or store AIDS related
specimens?

A: In collaboration with private and government researchers, CDC has
established an AIDS specimen bank with systematic and random
collections of materials. These specimens are systematically
catalogued and stored and are shared with government and private
researchers.

b) What methods are used to allocate specimens and to advise researchers
of their availability?

A: Specimen requests are reviewed by senior scientists involved in AIDS
at CDC, and a decision is made based on their advice regarding the
appropriateness of fulfilling a request. Researchers learn of the
availability through several sources:

1) published manuscripts describing specimens
2) discussions by phones or at meetings with PHS researchers
3) discussions with other scientists.

) Are there plans to set up a government-sponsored specimen bank? If

so, supply details on cost, locations, and date of its establishment.

A: As described, such banks are already established at CDC and NIH.
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NIH Response to Question 22:

A. What system, if any, exists for researchers at CDC, NIH, FDA, or private
institutions to obtain, process, or store AIDS related specimens?

B. What methods are used to allocate specimens and to advise researchers of
their availability?

C. Are there plans to set up a government-sponsored specimen band? If so,
supply details on cost, locations, and date of its establishment.

Answer to 22a:

NIAID

In response to the need for AIDS related specimens, a research contract was
awarded to the New York Blood Center and Memorial Sloan-Kettering Cancer
Center to collect specimens in a prospective fashion from 325 homosexual
males. NIAID experts to enter the first specimens into the system in
September-October, 1983. Specimens from five additional NIAID contracts will
be collected as a part of studies of the natural history of AIDS these
specimens will also be deposited in the same NIAID repository. the cost of
expanding this repository to include the storage and cataloging of AIDS-
related specimens has been approximately $70,000 in FY'83 and s anticipated
to be approximately $200,000 in FY'84.

CI

No one system exists within the NCI for the collection, processing or storage
of AIDS related specimens for the entirety of the research community. Those
investigators now supported under the cooperative agreement mechanism meet
with NC! and NIAID staff as a continuing "working group". One major function
of this group is to exchange information on the availability of specimens and
epidemiologic information, and facilitate their exchange. Such an arrangement
is also specified in the currently advertised RFA and will attempt to serve
the same purpose.

Dr. Robert Gallo at the NCI has an extensive storage system at the Frederick
Cancer Research Facility. Samples are available to all NCI personnel.

Answer 22b:

NIAID
Methods to allocate specimens, now being developed, will be based on
scientific review of projects in which their uose is proposed. Availability of
specimens will be advised through the NIAID AIDS Memorandum.
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Biological material and epidemiologic information from high risk patients
collected during studies performed under a recently awarded contract, will be
catalogued and stored in a single repository. The contents of the repository
will be advertised and made available to all qualified investigators.

Answer to 22c:

NIAID

The NIAID specimen repository repesents a government-sponsored specimen
bank. The cost of expanding this repository to include the storage and
cataloging of AIDS-related specimens has been approximately $70,000 in FY'83
and is anticipated to be approximately $200,000 in FY'84.

NHLBI

The NHLBI REP entitled, "Association of Blood Product Use with Immune Function
Changes: Relation to Acquired Immunodeficiency Syndrome (AIDS) A Prospective
Study,' requires that a serum and cell repository be established for use in
future scientific studies. This repository will catalog and store frozen
specimens from all patients and controls participating in the study. This
resource will be government property.

NC!

The NCI is not planning on setting up an independent bank of-material or
information. The Institute will ccntinue to cooperate with NIAID in the
banking activity described above, and make any material to which -it has access
available to investigators as needed.
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23. specifically define the term passive surveillance as used by CDC.

A: Surveillance is the collection of information about a disease problem.
#assive surveillance relies on reports being submitted voluntarily by

physicians to State and local health departments and then being forwarded
to cDC.

24. Specifically define the term active surveillance as used by CDC.

A: Active surveillance implies active attempts to identify 
cases and enhance

reporting of the disease under investigation. It may range from

intensive efforts at educating and encouraging physicians and health

departments to cooperate with reporting; to the personnel-intensive

approaches of reviewing death certificates, tumor registries, 
hospital

discharge summarte, or pathology reports; setting up specific reporting

procedures through key hospitals; and directly contacting physicians

likely to see cases.

26- 0- 93-37
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25. For FY'81, FY'82, and FY'83, please specify to what extent CDC
survoillance of AIDS was active or passive and why. Please provide
supporting documentation.

A: During the summer of 1981, an active surveillance system was used to
identify cases retrospectively by reviewing selected tumor registries and
directly contacting selected physicians in 18 major metropolitan areas.
During the remainder of 1981 and through 1982, local health departments
in New York, San Francisco, and Los Angeles conducted partially active
surveillance, although most surveillance efforts at CDC were passive,
relying on direct telephone reporting from physicians to CDC. At that
time, the numbers of cases were relatively small and mostly concentrated
in the large cities already conducting extensive surveillance. By late
1982 it became apparent that a more active surveillance program was
necessary and a cooperative agreement was awarded to the New York City
Department of Health to establish an active surveillance system; this was
accomplished during early 1983 and is currently operating successfully.
Simultaneously, health departments around the country were provided with
the new case report form, the case definition, and information about
surveillance for AIDS. We have worked closely with State and local
health departments throughout this year to help then establish effective
surveillance programs, many of which are active.

CDC, in one sense, has continuously conducted active surveillance through
the intensive followup of requests for pentamidine, an investigational
drug fo: pneumocystis pneumonia available only by request from CDC.
Approximately 20 percent of cases of AIDS come from such followup.
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26. a. Is it true that CDC's surveillance figures undercount the number of
AIDS cases? If so, to what extent?

A: The basis of virtually all disease surveillance systems is the
willingness of physicians seeing the patients to cooperate with
reporting, and then for the local and State health officials to
process and forward the reports to CDC. With AIDS, some physicians
have not wanted to cooperate with reporting for a variety of reasons;
we have been working with State and lcoal health officials to try to
resolve these problems. In addition, AIDS is a new disease without,
an identified cause; even today, two years after the recognition of
the problem, the full clinical and imnunologic parameters of the
disease are not well understood and no laboratory test is available
as a standard for whether or not a patient has AIDS. The
surveillance definition of AIDS developed by COC and used nationally
is conservative and strictly defined; it is, in other words, highly
specific but not highly sensitive, and may result in undercounting of
cases. The converse, a relatively non-specific definition that would
result in cases that are not AIDS meeting the definition and being
counted, would over-estimate the problem and lead to misinterpreta-
tion of it. The degree of under-reporting of AIDS varies from area
to area, but our best estimate from discussions with State and local
health officials is that under-reporting is not a major problem today
in most areas. The current surveillance system, even though it could
result in some undercounting of cases, is stable, broadly-based, and
provides reliable current data for estimating the true trends and
distribution of AIDS meeting the case definition. In doing so, it
satisfies general criteria for a good surveillance system.
Conversely, a system that concentrated primarily on 100 reporting
(i.e., a case registry) would be unwieldly and unable to provide
timely information about trends; the model for this type of system is
a cancer registry for which full reporting is not expected for a year
or more'after cases have been diagnosed.

26. b. Please specify what steps could be taken to improve accuracy of the
surveillance system.

A: Establishing additional cooperative agreements with State and local
health departments, as is currently being done, will provide the
health departments with resources at the local level to conduct more
thorough and active surveillance. In addition, we are simplifying
the case report form to make it easier for physicians to complete and
submit, and we will be working with selected areas to establish
surveillance for the AIDS-Related Complex (sometlmeb called chronic
lymphadenopathy or-mild or early AIDS).
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27. CDC distributed a national case report form for surveillance to all State
and territorial epidemiologists on March 16, 1983.

a. Was this the first time that CDC disseminated to all States a
standard mechanism for uniform national reporting of AIDS? If not,
please provide a description of the uniform system that CDC used
prior to Harch, 1983.

A: Before March 1983 a provisional AIDS Case Report Form had been
developed and was in use at CDC. This had undergone numerous
revisions necessitated by our rapidly changing knowledge about the
complex new disease. During this period, information about the form
had not been disseminated widely to State health departments,
although detailed information had been shared with public health
personnel in New York City, San Francisco, Los Angeles, and selected
other large cities or States that had reported more than a few cases
of AIDS. Those cities that had implemented surveillance systems
either had developed their own case report form that was very
similar to CDC's Case Report Form or had obtained copies of the
provisional CDC case report form and had reproduced it for their own
use. Host reports about cases of AIDS occurring in areas outside ef
those with concentrated activity were telephoned to CDC and the data
entered directly onto the CDC provisional case report form.

27. b. What effect has the new form had on CDC's ability to accurately track
this epidemic?

A: The AIDS case report form developed by CDC has provided a means for
uniform reporting of data about AIDS and has provided CDC with a
means to directly involve State health departments across the country
in surveillance for this problem. To the extent that State health
departments are involved in monitoring and reporting cases in a
cooperative effort with CDC, our ability to track the problem
nationally has been significantly strengthened.
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28. Documents provided to the subcomittee by CDC indicate that uniform
guidelines for surveillance have not yet been sent out to the States.

a. When will the@e guidelines be distributed?

A: The surveillance recomendations should be distributed by the end of
September 1983.

b. For what reasons has CDC not Issued guidelines sooner?

A: Through the end of December 1982 there were less than 1,000 AIDS
cases reported nationwide. Over eighty percent of cases had been
reported from four States: New York, California, Florida, and New
Jersey. CDC has been working closely with these areas regarding
surveillance procedures. As the syndrome became more widespread, it
was felt that written surveillance recomendations could better reach
the increasing number of affected areas. Personnel from the AIDS
Activity have been working with the surveillance committee of the
Conference of State and Territorial Epidemiologists this sumner to
write a set of useful recommendations.
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29. When did CDC and the medical community recognize the possibility of a
prodromal state of AIDS (lymphadenopathy. etc.)?

A: As attention was focused during late 1981 on a variety of medical
conditions affecting male homosexuals, cases of persistent, generalized
lymphadenopathy not attributable to an identified cause began to be
reported to CC by physicians in several major metropolitan areas in the
U.S. Subsequently, in February and March 1982, CDC collaborated with
other medical investigators in a special study of this problem; results
were published in the May 21, 1982, issue of the MMWR (copy attached).
These anecdotal reports and studies suggested there may be an association
between lymphadenopathy and AIDS, but this was not confirmed. CDC
subsequently participated in a large retrospective epidemiologic study of
lymphadenopathy in New York City that strengthened this assumption.

29. a. When did CDC officials first propose that these cases be monitored?
Please provide all documentation.

A: Discussions about establishing a formal surveillance program for the
condition now being called "AIDS-Related Complex" (formerly called
chronic generalized lymphadenopathy and other names) have occurred a
number of times during late 1982 and the first half of 1983. A
number of Investigators in New York and San Francisco have been
studying the problem independently from a clinical perspective, but
tbere'was little support either by clinicians or local health
department personnel to establish surveillance for the poorly defined
and highly variable complex of signs, symptoms, and abnormal
laboratory tests that would need .to be monitored to provide
meaningful data about the condition. Based on these responses, it
was decided not to pursue the issue further at that time; we are
currently reconsidering the issue.

29. b. When will CDC institute a national surveillance system for
lymphadenopathy and other "pre-AIDS" conditions?

A: COC is obligating $400,000 by the end of fiscal year 1983 for
surveillance of AIDS through cooperative agreements awarded on a
competitive basis with selected State and local health departments.
One criterion that could be used to fulfill requirements for being
selected'is documentation of cases of AIDS-Related Complex (ARC).
The RIP has clearly stated that support will be available for those
health departments that wish to-conduct surveillance for AIDS-Related
Complex as part of their total proposal. During FY 1984 we would
like to work intensively with selected States or major metropolitan
areas to assist them in establishing model surveillance programs for
AIDS-Related Complex. As these become established and experience is
gained, an informed decision can be made about establishing a
national surveillance program for AIDS-Related Complex. At this
time, because of the nonspecific nature of ARC symptoms, it is likely
that meaningful national surveillance data would require the
availability of a specific diagnostic test for AIDS.
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30. What action has CDC taken to clarify, disseminate, and evaluate the CDC
AIDS case definition. Please supply supporting documentation.

A: CDC's definition of AIDS is intended only to provide a uniform definition
for cases reported through the surveillance system; it is not intended to
restrict clinical understanding of the condition as further information
continues to be obtained. The definition was developed with the
assistance of clinicians and health department personnel in New York
City, San Francisco, and Los Angeles and after review of the medical
literature to document the validity of the criteria selected to indicate
loss of cellular immune function. The definition has been well accepted
by personnel at health departments throughout the country familiar with
surveillance systems, and we believe that the definition continues to be
useful and reliable. With the exception of the conditions covered by the
AIDS-Related Complex, the surveillance definition parallels closely the
clinical problems affecting most patients believed to have AIDS. Only
with the availability of a specific and sensitive laboratory test will we
be able to modify the case definition to allow inclusion of patients
manifesting any of the wide range of clinical conditions probably
associated with this disease. The AIDS case definition has been
disseminated widely in direct mailings to State and local health
departments, in publications in the MONS and medical literature, and in
numerous lectures, seminars and presentations made to medical groups
throughout the country.

Attached:*
Article from the New England Journal of Medicine, January, 1982
Article from MNMR, September. 1982
Letter to State Epidemiologists, Narch, 1983.
Editorial from New England Journal of Hedicine, September 1983

* Documents available in Subcommittee files
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31. a. Please explain how CDC's cooperative agreement with New York City
improves AIDS surveillance and/or epidemiological study.

A: The cooperative agreement with New York City has allowed hiring of
additional staff persons by the City Health Department to contact the
physicians and hospitals directly, to complete and review case report
forms, and to conduct all of the wide range of activities included in
their active surveillance program. 'In the months following
Implementation of the active surveillance program in New York City,
the numbers of cases of AIDS detected per month per hospital more
than doubled; many of these cases had been diagnosed months
previously but had never been reported to the health department.

31. b. Please specify when CDC will grant cooperative agreements to other
affected cities and include cost of each agreement.

A: CDC plans to award cooperative agreements to 4-8 cities and States
before the end of the 1983 fiscal year. Individual %wards are
expected to range from $50,000 to $100,000.
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32. a. Describe CDC's plans for assigning additional health officers to
affected cities in FY'84. Specify targeted cities, timetable for
assignments, and costs.

A: Since the Epidemic Intelligence Service (EIS) began in 1951. EIS
officers have assisted various State, local and other health agencies
in improving the nation's health. When assigned to the field, EIS
officers function at the direction of the local health official.
Some health officials have chosen to have these EIS officers work
part or full time on the AIDS problem depending on the perceived
need. CDC will continue to assign EIS officers to be used at tn.
discretion of the State, local, or other health officials.

32. b. Is CDC aware of any additional cities that are in need of assistance
for AIDS surveillance work?

A: CDC is aware of additional cities that are In need of assistance for
AIDS surveillance work. This awareness is the basis for proposed
surveillance cooperative agreements to be awarded to cities and
States before the end of FY 1983.

32. c. Why were public health advisors first sent to Miami. San Francisco,
and Los Angeles in June of 1983 to work specifically on AIDS?

A: Public Health Advisors (PHA) were sent to Miami, San Francisco and
Los Angeles in June 1983 because these three major metropolitan
areas, next to New York City, had the largest number of reported AIDS
cases in the U.S. New York, the city with the largest number of
reported cases, has had PIA assistance over the past 2 years.

32. d. What effect, if any, has the absence of full time CDC public health
advisors had in these cities during the past two years?

A: Until the past 6-12 months, when the increase in AIDS cases became so
great In these cities, the absence of PRA's probably had only minor
effects. More recently, with the increased number of cases, the
absence of PHA's has probably slowed the development and
implementation of active surveillance programs.
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33. CDC completed a national case-control study of homosexual AIDS patients
in the fall of 1981.

a. To what journals was this study submitted for publication?

A: The national case-control study of AIDS in homosexual men was submitted
to and published in the August 1983 issue of Annals of Internal Medicine.

b. For what reasons has this study not been scheduled for publication until
this month?

A: This study was not published until August 1983 because of the complex
nature of the data analysis, including newly developed statistical
approaches and the unexpected changes in statistical staff, and delays
inherent in publication of studies in peer-reviewed medical journals.

In addition, the study completed in 1981 was to be published jointly with
related laboratory Investigations which wero conducted after the
interviews and completed several months later.

The results of the case control study were, however, presented at major
scientific meetings in April and October, 1982, well in advance of the
publication date. The press also reported the results of this study.

c. What follow-up case control studies has CDC undertaken to verify or
refine this early data? Please supply documentation.

A: A follow-up case control study of AIDS among homosexual men residing
outside New York City and California was begun In April 1982. Data
analysis from this study is complete and a manuscript is in preparation.
An additional followup will be provided in the cohort study of homosexual
men in San Francisco. (See 33c, 2 attachments: Acquired Immune
Deficiency Syndrome in a Cohort of Homosexual Male Clinic Patients; and
Case Control Study--Interview Form Project No. 2.) *

*Documents available in Subcommittee files
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34. CDC reported Haitiand as an AIDS risk group in July 1982.

a. Has CDC completed either a case control study for this population or a
protocol for a wajor epidemiological study of Haitians?

A: The CDC, in collaboration with investigators at the University of Miami
School of Medicine and the Downstate Medical Center of the State
University of Now York, has prepared a draft protocol for an
opidemiologic study of AIDS among Haitians.

b. If so, please provide a copy of the study or protocol, dates of
implementation and completion, and cost of study. If not, explain why.

A: This study will begin in the fall of 1983 and continue for a 1-year
period. The estimated cost is $200,000. (See 34b. attachment:
Identifying Risk Factors for Acquiring AIDS Among Haitians Residing in
the U.S.) *

* Document available in"Subcommittee files

~I -
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35. Since at least September of 1981, various researchers have recommended
that funds be made available for long term prospective studies of gay men
in order to define AIDS risk factors, track the development of the
disease, etc. 'CDC is now finalizing a cooperative agreement with San
Francisco for this type of study.

a. For what reasons has CDC delayed the implementation of such a study?

A: CDC epidemiologists felt that a prospective study of homosexual men would
be most useful in a setting where a defined cohort of men was found to be
at increased risk for AIDS. CDC and the San Francisco Health Department
will begin a prospective study of this cohort in October 1983.

b. In which other cities are similar studies planned? When will they begin?

A: Any decision to begin additional prospective studies will depend on an
analysis of the preliminary findings from the San Francisco Study.
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36. The PRO June 15, 1983, report to Congress states that "epidemiological
studies and investigations have been completed of cases occurring . . .
among heterosexuals and their frequent sex partners, children with
AIDS-like illnesses, prisoners, IV drug users, and hemophiliacs."

a. Please document the scope of each of those studies or Investigations, the
size of the populations studied, the date of completion of each study,
cost of each study, and published findings for each undartaking.

A: Studies relating to IV drug users and their sexual partners are addressed

in question 37. Regarding the other groups described:

(l) Heterosexuals and their frequent sexual partners

Between October 1981 and June 1982, the CDC conducted an
interview study of 33 heterosexual AIDS patients. Heterosexual
patients continue to be interviewed as part of ongoing studies of
patients not reported to belong to known risk groups. The CDC
collaborated with Investigators at Monteflore Hospital, Bronx,
New York in studies of the sex partners of heterosexual AIDS
patients. (See 36a. attachment: Heterosexual and Homosexual
Cases of AIDS.) *

(2) Children

The CDC became aware of the occurrence of AIDS-like illnesses in
children in the fall of 1982. At that time, CDC investigators
traveled to Ne York City, Newark, and San Francisco to review
clinical and laboratory records on approximately 20 such
children. Subsequently, attempts were made to locate, examine
and test th parents of these children. As new cases are
reported, these efforts are repeated. (See 36a. attachment:
EHWR, December 17, 1982.)*

(3) Prisoners

The CDC became aware of the occurrence of AIDS among prisoners in
the spring of 1982. At that time, CDC physicians based in
Atlanta assisted a CDC EIS officer assigned to the Now York State
Health Department in interviewing three prisoners with AIDS in
New York State correctional facilities. This investigation was
continued by the ZIS officer;'thus far information on risk
factors has been obtained from 44 prison cases. (See 36a.
attachment: HXW, January 7, 1983 and Acquired Immunodeficiency
in Male Prisoners.) *
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(4) Hemophiliacs

In October 1982, the CDC in collaboration with the National
Hemophilia Foundation, began a survey to determine the prevalence
of AIDS and AIDS-related illnesses among hemophiliacs. Data
collection was completed by March 1983, at which time information
was available on approximately 7,600 patients with hemophilia.
(See 36a. attachment: MMlR, July 16, 1982 and Survey for AIDS
Among Patients Attending Hemophilia Treatment Centurs.)*

Between November and December 1982, the CDC conducted a study of
the prevalence of inmunologic abnormalities in hemophiliacs from
Georgia. Forty-seven hemophiliacs and 94 control patients were
studied. A callar study is now underway in New York City; thus
far, 48 hemophiliacs have been studied. (See 36a. attachment:
k0M, December 10, 1982 and Hemophilia Acquired Imunodeficiency
Epidemic Survey-States of Georgia and North Carolina.) *

36b. What follow-up studies, if any, are necessary, to identify AIDS risk
factors for each of these groups?

c. Please indicate if any of these follow-up studies are being conducted.
Please supply all documentation.

d. Indicate if any of these studies are planned for FY'84.

Answers to b. c and d:

The need for follow-up studies in these groups is currently being
assessed. Such studies are being considered along with other AIDS
projects which would be funded under the FY 1984 budget.

* Documents available in Subcommittee files
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Dec. Date Principal Written Quaecioe- Number

1. Prelfelery Intervieve 7/81
of homose"al cases

Z. Survey of nitrite a/i
imbhlast see

3. Caa-coeerol study 10/1
i homosexual "a

4. Ivestigation of 10/81
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37a. When did CDC first identify Intravenous drug users as a risk group for
AIDS?

A: The CDC received its first report of an IV drug user with AIDS on
August 31, 1981. It was not entirely clear that IV drug users were a
"risk group" until early 1982.

b. Has either CDC or ADAXHA conducted a epidemiological study of this risk
groyp? If so, please provide a copy for the record.

A: As part of the previously noted CDC study of heterosexual AIDS patients,
22 IV drug users were interviewed. In addition, the CDC has
collaborated with investigators at Montefiore Hospital, Bronx, New York,
in several studies of AIDS among IV drug users. In one study, sexual
partners of IV drug users with AIDS were interviewed and examined for
evidence of disease. In another study, the role of needle-sharing as a
risk factor was examined. Specifically, the collaboration involved the
assistance of a CDC research sociologist and a federa. public health
advisor, assigned to the New York City Health Department, in designing
and conducting patient interviews. (See 37a. attachments: MMWR, January
7, 1983; New England Zournal of Medicine Article, May 19, 1983; and
Abstract of the 1983 ICAAC-Needle Sharing.)*

c. Please describe any additional studies on IV drug users and AIDS planned
for FY'84 and provide supporting documentation.

A: AIDS research projects to be funded by the FY 1984 budget are now under
consideration. Additional studies of AIDS among IV drug abusers are
being considered among these projects.

d. Provide budget information on all completed and planned studies
mentioned above.

A: Intramural epidemiologic investigations of these types are not generally
conducted as individually budgeted studies, but involve the resources of
CDC as necessary.

*Documents available in Subcommittee files
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Question 37b

Has ADIAfA conducted an epidemiological study of this risk group (i.v. drug
users)?

Answer

ADAM4A has not conducted an epidemiological study of AIS in i.v. drug users.
Such a study is planned in FY 1984 and as part of this effort, a technical
meeting was held on July 25 to develop a standardized survey questionnaire.

Question 37c
Please describe any additional studies on i.v. drug users and AIDS planned for
FY'84 and provide supporting documentation.

Answer

Our top priority will be studies of potential predisposition to AIDS due to
drug-induced alteration of the immune response. Laboratory studies have
indicated that some abused drugs impair immune defenses and may interfere with
a normal response to viral challenge. Mile it appears that AIDS is caused by
a microbiological organism, further study is required to determine whether
AIDS itself is an "opportunistic infection" attacking predominantly those with
an altered immune system.

A. Epidemiological studies:

-1. Case-control studies of intravenous drug abusers--to gather basic
information about the imune status of intravenous drug abusers and to try to-
develop techniques for predicting the development of AIDS in this group; to
describe the character of the disease in this group and its potential
relationship to such life-style factors as nutrition, sanitary conditions, and
overall socio-econanic conditions.

2. Studies cf children of intravenous drug abusers--there have been reports
of AIS-like disease in the children of scrs intravenous drug abusers.
Further study of this is warranted to determine if these are true AILS cases.
If so, then it is important to discover whether the mode of transmission is
directly related to the immediate and intimate presence of an intravenous drug
abuser or other life-style factor indicated above.

3. Studies of potential synergy between homosexual life-style and intravenous
drug abuse in predisposing to AILS.

B. Laboratory studies:

Effects of abused drugs on the immune system as-well as other potentially
relevant organ systems, i.e., hepatic, hemopoletic, central nervous, etc.
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38a. Please list studies underway or planned for other potentially affected
groups such as prisoners, health care workers, servicemen, prostitutes,
sexual partners of AIDS patients, and blood recipients.

b. Provide specifics regarding the scope of each study, investigator, cost
of study, projected startup and completion dates, and size of population
studied.

A: For the potentially affected populations listed, the only study not
already mentioned in responses to preceding questions but underway is a
study of health care workers who are exposed to the blood of AIDS
patients through needle-stick injuries. This study is being coordinated
through the Hospital Infections Program, CDC. Because there is no
scientific evidence that prostitutes and servicemen are specifically at
high risk for AIDS, studies of these population groups have been
accorded lower priority. (See 38a. attachment: Prospective Evaluation
of Hospital Personnel. Also, see response to Question 36.) *

c. Does PHS have a plan or set of guidelines that are used to set
priorities for studying theie or other groups affected by AIDS? If so,
please supply relevant documentation.

A: Investigative priorities have been based upon surveillance data and
epidemiologic evidence that a new group may appear to be at risk for
PLIDS. Accordingly, investigations have been conducted of AIDS in
homosexuals, intravenous drug abusers, hemophiliacs, children,
heterosexually exposed and transfusion-related cases. Recent
epidemiologic investigations have concerned 4 health workers.

*Documents available in Subcommittee files
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NIH Response to Question 38:

A. Please list studies underway or planned for other potentially affected
groups such as pr isoners, health care workers, servicemen, prostitutes,
sexual partners of AIDS patients, and blood recipients.

B. Provide specifics regarding the scope of each study, Investigator, cost of
study, projected startup and completion dates, and size of population
studied.

C. Does PHS have a plan or set of guidelines that are used to set priorities
for studying these or other groups affected by AIDS? If so, please supply
relevant documentation.

Answer 38A and B:

NIAID

An NIAID grantee, Dr. Arye Rubinstein (Yeshiva University, New York, UO1-AI-
20671) as one part of his large cooperative agreement, is studying health care
workers exposed to needle sticks at Montefiore Hospital in the Bronx. This
open ended project involves epidemiological, clinical, immunological, and
virological components.

NIAID staff plans to begin a study of health care workers at the NIH Clinical
Center in early FY '84. The study will include workers exposed to AIDS
materials and AIDS patients. The workers will be followed every six months
with blood tests and medical questionnaires, and their serum will be stored.
This is an open-ended study and is expected to cost more than $40,000.

NIAID presently has under review a few investigator initiated research
proposals which include work on special groups. These are for potential
funding in FY '84 but the final disposition of these applications is not known
at this time.

NHLBI

The NHLBI RFP on association of blood product use with immune function changes
will support studies to examine the natural history ot alterations in immune
function and other physiologic functions in heavily transfused patients.

The objective of this RFP are:

o Characterize alterations in immune function and other physiologic
functions in heavily transfused patients, specifically those repeatedly
exposed to large doses of alloantigevs, and determine the possible
relation of these alterations to AIDS.
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o Determine the sequence of physiologic alterations over a period of time
in heavily transfused patients, especially in those developing certain
signs and symptoms such as the immunoregulatory defects Invariably
associated with AIDS.

o Establish and maintain a sera and cell repository from the study cohort
for use in future scientific studies.

It is estimated that, overall, 4,000o.individuals should be included in this
studyso that causal linkages may be examined. The number of Individuals in
each study grbup should be sufficient to provide data that can be evaluated
statistically.

The proposed starting date for this project is May, 1984, with a total cost of
$24,600,000 for a period of 6 years.

NCI

Epidemiological Studies

The intramural epidemiology research program at NCI has been quite active over
the past two years in the epidemiologic investigation of the AIDS problem.
The following are the studies under way or planned for the next two years.

1. Population Surveys of High-Risk Groups. Over the past two years the
Environmental Epidemiology Branch (EEB) has engaged in immunoepidemiologic
surveys of gay populations in New York City, Washington, D.C., and two
cities in Denmark. In addition, an extensive immuno-epidemiologic
investigation of hemophilic patients also has been conducted. Over the
next two years, the NCI intends to continue to monitor the clinical and
laboratory status of the populations already surveyed, iti order to
identify individuals who convert from relatively normal to some index of
abnormality, and the Institute will then attempt to relate the risk of
such a conversion to a variety of risk factors and biologic agents
currently under suspicion. In addition, two new populations will be
similarly surveyed; Asian gay men living in Hawaii, and, patients who have
undergone hemodialysis in close proximity to a man with AIDS will be
evaluated with clinical and imunologic parameters to evaluate the
potential spread and/or Isolation of aids by hemodialysis.

2. Case Control Studies of AIDS-Related Diseases. NCI Staff currently are in
the planning and protocol development phase for a variety of case-control
studies of both "CDC-definitionw AIDS cases and lymphadenopathy cases that
are developing in various high-risk groups. The specific high-risk groups
for which such studies are planned include gays, IV drug users, and
hemophiliacs.

3. Studies of Contacts of AIDS Patients. MCI Staff also are in the protocol
development phase for a study which will attempt to evaluate a variety of
laboratory Immunologic measures in household and sexual contacts of
heterosexual IV-drug using AIDS patients and in a sample of similar
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contacts of normal IV-drug users. This will be an attempt to assess
directly the potential for heterosexual transmission of an "AIDS agents.

4. National Cohort Study of Homosexual Men. NCI Staff are in the early
planning stages of a study In which the Institute hopes to obtain
lifestyle, clinical, and demographic information and serum from up to
10,000 homosexual men in cities where AIDS is common and where AIDS is
uncommon.

S. While not specifically targeted towards the AIDS question, a number of
studies developed by NCI epidemiologists have been designed to assess the
potential human carcinogenicity of the suspect virus HTLV.

Immunnological Studies

The Intramural Immunology Program at the NCI also has been active in the
investigation of the AIDS problem. The following are the studies under way or
planned for the next two years.

Studies Underway: Homosexual men wfthout AIDS, including sexual partners of
AIDS patients and laboratory workers possibly exposed to AIDS.

Studies Planned: Prisoners (mainly drug abusers) and blood recipients
(thalassemia patients).

The MC! Extramural Immunology Program also plans to evaluate population -groups
at risk for AIDS. These studies are described in the answer to question 38b
as are several other extramural studies.

Answer 38b:

NC!

The following are estimates of the startup and completion dates, costs, and
population sizes for the studies outlined above In the answer from question
38a.

Epidemiological studies

1. The populations of gays surveyed in New York, Washington, and Denmark
total approximately 350. The hemophiliacs surveyed in Hershey,
Pennsylvania, total 49. To date, the estimated cost of these studies has
been $300,000, and we project over the course of the next two years that
the cost will be approximately $800,000. The new high-risk population
survey to be done in Hawaiian Oriental gays will involve approximately 200
men. Contingent on appropriate peer-review and approval, this study
should commence in about six months and the first results should be
Wailable approximately one year later. The estimated cost for the study
is $300,000. The new survey of dialysis patients, about 50 in nuiaber,
should commence in about one month, and the first results should be
available approximately one year later. The estimated cost for the study
is $100,000.
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2. The case-control investigations of various potential manifestations of the
AIDS syndrome are all currently under a protocol development. Contingent
upon peer-review and the development of appropriate collaborative ties,
these investigations should also commence In approximately six months and
we would anticipate results approximately 18 months to two years after
startup. While precise estimates of the numbers to be involved have not
yet been determined, the following are reasonable approximations - 100
CDC-definition" AIDS cases and approximately 100 lymphadenopathy cases.

It is our intent to choose approximately two controls for each of these -
cases for a total sample size for all case control studies in the high-
risk groups of approximately 600. The current estimates of the costs of
these investigations range between $300,000 and $600,000.

3. The investigation of the household and sexual contact of heterosexual IV-
drug using cases will be conducted simultaneously with the case-control
studies among this high-risk group outlined above. The number of case and
control sexual contacts currently anticipated are approximately 200. The
total cost of this study is currently estimated at $300,000.

4. The cohort study to bank serum and information on gay men in several
geographic areas will total 5,000 to 10,000 subjects. The study may be
Initiated in about six months, with each subject being re-evaluated again
after 1-2 years. Independent of any laboratory testing, the current
estimate for this study is $300,000.

5. There is currently a multi-million dollar program of HTLV research
currently being conducted by the NCI. While it would be inappropriate to
target any particular populations or dollar amount from these studies to
the AIDS effort, clearly relevant information concerning this potential
risk factor for AIDS will be emerging from these studies over the course
of the next three years.

Immunological Studies

Intramural immunological studies are estimated to cost $60,000-80,000 per
year. The specifics are given below for the groups listed above:

Studies underway: Homosexual men and laboratory workers - This is a
prospective study that has been in progress for 11 months and is planned for a
total of 3 years. It is planned that donors who exhibit interesting
immunological profiles (e.g., immune suppression) will be investigated more
intensively and will be carefully followed to determine if any develops
AIDS. Personnel from this laboratory who work witt these donors are also
tested for these parameters as controls and as possible "at risk" individuals.

Studies planned: Prisoners and blood recepients - Prisoners (many of whom are
drug abusers) and thalassemia patients (who receive multiple blood
trahsfusions) also will be studied using the same immunological parameters
being used in the homosexual men and laoratory worker study. It is hoped
that these studies can begin before January 1984. It is also planned that
healthy aged donors (not known to be at risk for AIDS) will be tested for some
of the same immunological parameters, since older individuals may be somewhat
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immune-comnpromised and more susceptible to AIDS than younger healthy
individuals.

The following two extramural immunological studies plan to evaluate population
groups at risk for AIDS:

1. - David Purtilo - U. of Netkraska
Imunopathology of X-Linked Lymphoproliferative Syndromem

This grant will include immunopathologic studies of prostitutes.
The size of the study population has not yet been determined.

2. - Stanley Schwartz - U. of Michigan
"Suppressor Cells in Cancer and Immunodeficienciesu

This study will look for immunologic parameters and immunosuppressor factors
in the peripheral blood of prisoners in the Michigan state prison system. The
size of the population has not yet been determined.-

Other Extramural Studies on Potentially Affected Groups

Underway

1. Principal Investigator:
Institution:
Total Cost:

Project Period:
Population Size:

Subject:

Affected Population:

2. Principal Investigator:
Institution:
Total Cost:

Project Period:
Population Size:

Subject:

Affected Population:

Planned

Dr. M. Essex
Harvard School of Public Health
$140,000
09/01/82 - 08/31/84
196
HTLV Sero-epidemiology and possible
relationship to AIDS
Blood recipients

Dr. P. Volberding
University of California at San Francisco
$126,000
05/01/83 - 04/30/86
100
Determination of AIDS risk factors and
immunological parameters which may be
significant for early detection of AIDS
Sexual partners of AIDS patients

Of the 58 grant applications received to the RFA 'Infectious Etiology of AIDS
and Kaposi's sarcoma; 19 are related to the specific risk-groups listed in
questions 38 a and b. It is anticipated that a number of these will be
fun'daple.
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39. Dr. Brandt testified that six percent of AIDS patients who have not been
placed in any risk group are the subject of "intensive investigation."

a. Please explain what intensive investigation entails.

A: Whenever the CDC receives a report of an AIDS patient who does not
appear to belong to a "risk group", a CDC epidemiologist contacts the
local health department. If the health department is unaware of risk
factors for the case, the primary physician involved in the care of the
patient is contacted. If the primary physician cannot identify a risk
factor, and if the patient is still alive, permission to interview the
patient is requested. If such permission is given, a representative of
the health department or the CDC interviews the patient, using a
standard questionnaire developed by the CDC. If indicated, specimens
for laboratory testing are also obtained. In special circumstances,
e.g., the occurrence of AIDS in a health care worker, friends or
relatives of a deceased patient may also be interviewed.

b. How does this differ from investigations done for other affected
populations?

A: For other affected populations, detailed interviews are not done unless
the patient is part of an ongoing study.

c. As of August 2, CDC has reported 113 cases that have not been placed in

any of the identified risk groups, although Dr. Brandt testified that
information has been obtained for only 61 of these patients. Please
explain why the PHS has no or insufficient information on the remaining
52 cases.

--What "information" does this refer to?

--How can CDC determin. risk group without such "information"?

-What caused the delay in receiving information on the 52 remaining
cases?

A: The "information" sought from patients not placed in "risk groups"
concerns sexual orientation, history of drug abuse, contact with members
of "risk groups," and transfusion history. Although a transfusion
history can often be obtained from the attending physician, the other
"information" can usually be obtained only from the patient. If a
patient declines an interview or has died before the case is reported,
this sensitive information usually cannot be obtained. For these
reasons. information concerning risk factors could not be fully
developed in 52 cases.
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40. Have guidelines or other information materials been developed for, and
distributed to, groups such as health car* workers, paramedics,
correctional personnel, and morticians (in addition to the November 1982
MM)f

A: Yes.

a. If so, please specify when this information became available and provide
a copy of the written materials for the record.

A: Additional CDC guidelines for prevention of AIDS transmission to and
from hospital personnel were published in the July/August 1983 issue of
Infection Control. Precautions for dental-care personnel, pathologists
and morticians were published in the September 2, 1983 issue of _MWR.
(See 40. attachments: IMWR, September 2, 1983 and Infection Control.)*

*Documents available in Subcommittee's files

26-097 0-83--38
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41. Between August 1981 and May 1982 when no MMWR reports were Issued on
AIDS, what means did .the Public Health Service use to systematically
disseminate information about AIDS to the medical community, public
health officials, and affected communities? Please provide all
documentation.

A: Between August 1981 and May 1982 the PHS disseminated important
information on AIDS to medical and public health professionals and,
through them, to the affected communities. During that time period, the
national case control study mentioned at the end of the August. 28, 1981
WM article was carried out. PHS physicians consulted with outside
clinicians, cared for patients, and prepared professional reports. The
very first articles published in the medical literature on AIDS appeared
in the New England Journal of Medicine (N___) of December 10, 1981. PHS
physicians wrote one of these often-cited articles. The CDC Task Force
on Kaposil's Sarcoma and Opportunistic Infections prepared a Special
Report on the Epidemiologic Aspects of the Current Outbreak of Kaposil's
Sarcoma and Opportunistic Infections. This was published in the NEJM.
January 28, 1982. These publications established what was later to be
termed AIDS as an important clinical entity and they served to notify
virtually the entire medical community of the appearance of the outbreak
and the salient presentation and pathophysiology of the syndrome.

PHS physicians consulted with Dr. Bernard Liautaud and his colleagues in
Port-au-Prince, Haiti in late 1981 and early 1982. That group described
the first cases of AIDS among Haitians. They presented their findings
in Port-au-Prince in April 1982 and acknowledged the help of PHS
physicians in carrying out their Investigations.

CDC has communicated-openly with the Gay Men's Health Crisis (GMHC) and
other organizations. The first GMHC newsletter published in July 1982
contains an extensive "view from the Centers for Disease Control."

In addition to the above, several "routine" activities of the PHS served
to disseminate AIDS information between August 1981 and May 1982. These
include interviews with reporters, writers, and "talk show" hosts,
consultations with public and professional persons by telephone and
letter and speaking before professional groups. Additionally, PH$
officials testified before the April 13, 1982 hearing of Congressman
Wsman's Health and Envirornment subcommittee which convened at the Gay
and Lesbian Community Service Center in Los Angeles. This hearing was
widely publicized and covered in the media.
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42. The PHS AIDS Information Bulletin states that the PHS is
Responsible for providing up-to-date information on AIDS to
high risk groups and to the general public."

Question (a): When did the PHS assume this role for AIDS?

Answer: The Public Health Service assumed the role for
providing up-to-date information about AIDS to high risk groups
and to the general public in June of 1981 when an article about
the first case of pneumocystis pneumonia among young homosexual
men ran in the Morbidity and Mortality Weekly Report (MMWR)
June 5. Individual cases were first brought to the attention
of the Public Health Service in April of 1981. The first cases
of Kaposi's sarcoma were reported in the MMWR of July 3, 1981
and another update followed in August. Between June 1981 and
September 1983, 25 AIDS-related articles have appeared in the
MMWR. These articles have been regularly described by the
print and electronic media to the general public. PHS
investigators have also published articles in scientific
journals, spoken at medical and scientific meetings and public
forums and been available to the media at press briefings and
for personal interviews. Since early summer, information
activities have been stepped up.

Question (b): Beginning in January 1982, please detail month by
month actions taken by the Department to fulfill
this goal.

Answer: Month-by-month activities from January 1982:

1. Meetings with state and local health officials to
exchange information and to identify other cases to
determine extent of the first two illnesses reported,
Pneuinocystis carinii pneumonia and Kaposi's sarcoma.
(ongoing)

2. Contacts--personal and by telephone--with practicing
physicians to exchange information about surveillance for
diseases and clinical information about courses of illness
in new population groups subject to the diseases,
previously seen primarily in older men or patients with
clinically induced immue suppression because of other
illnesses, eg. cancer, organ transplants, genetic
deficiencies. (ongoing)

3. Conferences and meetings with academic and research
specialists to discover and exchange new information about
risk factors, questions about immune status, tracing
historic patterns of incidence for Kaposi's sarcoma,
pneumocystis pneumonia; and determining geographic patterns
for the diseases. '(ongoing)
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4. Meetings with representatives of high risk groups to
inform them about findings; to plan for epidemiologic
studies; to answer questions about risk factors and to
determine patterns of diseases. Also to exchange
information about lifestyle connections and scientific
findings. (ongoing) a

5. Individual conversations, between scientists and public
affairs people, with representatives of the public media to
inform them of findings and to encourage media attention to
outbreaks of Kaposi's and Pneumocystis pneumonia. (ongoing)

6. Surveillance reports on AIDS with numerical tabulations
of cases by risk group, geographic location, age,
race/ethnicity and disease frequency are available and
updated periodically. They are used as basic information
for answering requests from the public, particularly high
risk group members, and from the media. (ongoing)

7. News releases about grants available from PHS agencies
for research or surveillance projects related to high risk
areas have been released periodically since PHS
investigation of AIDS began in 1981. These have been used
widely throughout the country and have helped give
visibility to AIDS projects in private research
institutions as well as federal research efforts. Other
news releases have described AIDS activities of other kinds
and have been distributed and used widely. (ongoing)

8. The first reports of cases of opportunistic infections
and Kaposi's sarcoma among HaitianA in the U.S. were
reported in late 1981 and contact was made with the Haitian
community co exchange information. Reports of these cases
were published in the MMWR of July 9, 1982 and were
followed by scientific articles published in medical
journals in the U.S. and abroad. (July 1982)

9. In 1982 reports of pneumocystis pneumonia in hemophilia
patients were published in the MMWR of July 16. Journal
articles followed and at this time the mass media became
interested in the subject and numerous articles appeared in
print. PHS scientists and public affairs people provided
much of the information for these articles. (July 1982)

10. In July of 1982 Public Health Service Agencies and
representatives of high risk groups, blood banking and
processing organizations, the National Hemophilia Fondation
and others met to discuss ramifications of blood donations
as related to the need of hemophilia patients for Factor
VIII. From that meeting began the dialogue which resulted
in PHS recommendations for prevention of AIDS. Coverage of
that meeting resulted in eventual articles about AIDS
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throughout the mass media; among these were cover articles
in Science: 831 Time; Newsweek; the major daily newspapers
and all the major television networks. PHS agencies
reprinted some of these articles and distributed them with
packages of information which included reprints of all MMWR
articles related to AIDS, several scientific papers, the
Question and Answer sheet and similar materials to anyone,
reqi esting information about AIDS. (July 1982 and ongoing)

11. Similarly, the electronic media began programming
segments featuring officials and scientists of the Public
Health Service and its agencies as well as patients and
representatives of risk groups. By fall of 1982, the
emerging illness was named Acquired Immune Deficiency
Syndrome (AIDS) by the Public Health Service. (September
1982)

12. On March 4, 1983, Dr. Edward N. Brandt, Jr., Assistant
Secretary for Health announced interim recommendations to
the public designed to reduce the risk of acquiring AIDS.
These were released to the press, printed in the MKWR and
in other journals from which they were picked up and given
wider distribution by the gay press, the mass media, public
health publications and specialty reports. Following
announcement of those precautions, additional information
was provided to all establishments collecting blood and
plasma to guide'them in steps to prevent the spread of AIDS,
particularly to hemophiliacs. (March 1983)

13. Appointment of a Public Health Service Executive
Committee on AIDS to formalize coordination of the response
of these agencies to the AIDS problem. Dr. Edward N.
Brandt, Jr., Assistant Secretary for Health, DHHS. (May
1983)

14. In May, the Assistant Secretary for Health held a press
briefing at HHS to inform the working press about PHS
concern for AIDS and to assure the public on transmission
facts. (May 1983)

15. In June, the Secretary of HHS addressed the Conference
of Mayors with a similar message. (June 1983)

16. The Public Health Service began publication and
distribution of Pacts About ALDS (updated periodically) and
a bi-weekly information package for the general public in
July, 1983. About 100,000 copies of the material have been
distributed since then. Interested groups are reprinting
and distributing the material. The State Department is
distributing Facts internationally. (June 1983)
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17. The Public Health Service has distributed slides
showing Kaposi's sarcoma to requesting physicians for help
in diagnosis. The National Library of Medicine also
provides AIDS information to requesting scientists. (June
1983)

18. To address growing public concern in 1983, the Public
Health Service has established a national AIDS-hotline.
Information is available on a 24-hour basis. As many as
5,000 - 10,000 calls have been received per day on the
hotline since its inception, July 1. Members of risk groups
and others of the public use the hotline as a source of
information--mahy calling periodically to obtain updated
information. (July 1983)

19. AIDS information circulated to all practicing
physicians through FDA Drug Bulletin. (July 1983)

20. On September 14, Dr. Brandt and the Secretary addressed
the Washington Press Club on AIDS and the Media. (September
1983)

Question (c): What additional activities does PHS intend to
implement in FY 184 to disseminate information on
AIDS?

Answer: Videotapes are being prepared on AIDS for primary care
physicians to be distributed through medical societies and
appropriate organizations. Another videotape is being prepared
for nurses who care for AIDS patients, in addition to tapes for
other health workers. These will also be distributed through
professional organizations and the Natsial Audiovisual
Center. A videotape on AIDS findings has also been prepared by
CDC and distributed to state health officials and requesting
health facilities. Another for correctional officers is under
development, as is a booklet outlining precautions that all
laboratory and clinical works should observe.

Extensive information efforts are underway for the populations
at risk. A basic information bulletin has been distributed via
homosexual organizations, and cards describing symptoms and
precautions for risk groups are being printed for distribution
by those groups. News media, including the gay press, have
carried articles based on information provided by the PHS about
AIDS and promoting a national AIDS toll-free telephone hotline
(800-342-AIDS), staffed by PHS professional employees. The
hotline is available to the public for individual AIDS
information and has answered as many as 5,000 - 10,000 calls
per day, most of them from the at risk population. The
National Institute of Drug Abuse has directed materials about
AIDS to drug users through drug treatment centers. A mailing
of AIDS information has been made to Haitian organizations and
an effort is underway to develop an education program for this
group, possibly through simple publications, distributed
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through such channels as social organizations, health
facilities, and churches, as well as through the news media.
PHS has also been working with organizations representing
hemophiliacs to provide information to that group.

The general public has been informed primarily through thesnews
media, with whom the PHS has conducted numerous interviews,
briefings and press conferences, in addition to providing
printed and videotaped material. Based on studies conducted to
date, information materials are now being prepared to assure
the public that the syndrome is difficult to contract outside
the identified risk groups and that casual (nonsexual) contact
with persons in the risk groups poses no danger to public
health. The materials are also to allay public concerns
regarding the safety of donating blood or receiving blood
transfusions. Basic information about the syndrome has already
been made available to the public through an AIDS Fact Sheet
and through the national hotline, but most effective have been
articles in the press and appearances by knowledgeable health
officials on television interviews. The Secretary of Health
and Human Services and the Assistant Secretary for Health
addressed the Washington Press Club this month to emphasize the
need for providing additional, accurate information to the
public without provoking needless fears. A videotape and slide
talk on AIDS are being produced for showing to general
audiences, including basic information about the syndrome and
placing the risk factors in perspective. Additional
publications are also being developed for traditional channels
of health information distribution.

Training courses for health professionals in research
diagnosis, counselling, and treatment of AIDS patients will be
funded during the coming year by several PHS agencies.

Question (d): Please supply information on the costs of these
activities and the number of FTE's they require.

Answer: The information and education activities on AIDS have
been done in FY '83 for a total cost exceeding $500,000. In FY
'84, at least $1 million will be devoted to information
activities on-AIDS.

In both years, PHS public affairs personnel (and other
professional staff) have paid special attention to AIDS
activities as part of their regular duties. A public affairs
AIDS task force (guided by the director of PHS public affairs)
oversees coordination of the national information and education
program.
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43a. Please provide a list of major scientific meetings that PHS has
organized and include the participants, minutes or summary report from
each meting, date, location, recommendations agreed to at each meeting,
and documentation of P1s follow-up to these recoumendations.

A: Centers for Disease Control personnel, on many occasions, have ment and
consulted with various individuals and groups including outside
scientists, gay organizations, National Hemophilia Foundation, Haitians,
blood banking organizations, other federal agencies and their
scientists, and State and local governmental units concerning the AIDS
problem.

In addition, the following scientific meetings have been held at the
Centers for Disease Control in Atlanta, Georgia and the National
Institutes of Health in Washington, D. C.:

1. March 3. 1982 (CDC)

PHS Interagency meeting where CDC, NIH, ADAP.HA, and FDA
representatives met to determine the type of investigations to be
undertaken and responsiblities of each agency in these
investigations. (List of attendees attached: see 43a.) *

2. July 27, 1982 (NIH)

Meeting of PH$ agencies, National Hemophilia Foundation, American
National Red Cross, various blood banking organizations, National
Gay Task Force, New York City Health Department and New York
Inter-Hospital Study Group on AIDS to discuss the significance of
the occurrence of opportunistic infections in three patients with
hemophilia. (Sunmary report, list of invitees and memorandum to PHS
agencies from Ehe ASH attached: see 43a.)*

3. January 4. 1983 (CDC)

Meeting of PHS agencies, blood banking officials, and
representatives of the National Hemophilia Foundation, National Gay
Task Force, and manufacturers of blood products to discuss the
possible transfusion of AIDS through blood or blood products, and
appropriate prevention measures. The results of this meeting led to
the development and publication of PHS'preventilon recommendations in
the HIM and the Journal of the American Medical Association.
(Recommendations and list of Invitees attached: see 43a.) *
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4. Kay 12. 1983 (CDC)

CDC asked a group of expert consiltants to review current data on
AIDS cases among hemophilia patients and suspected
transfusion-associated AIDS cases. The consultants provided a
scientific evaluation of the data, presented suggesLed standard
criteria for inclusion as cases, and advised CDC on further
investigations of such cases. A paper is in preparation which will
be submitted to a scientific journal. (Summary report and list of
attendees attached: see 43a.) *

On numerous cther occasions, the FDA, NIH, and CDC have communicated
with representatives of the National Hemophilia Foundation, blood
bank organizations as new information became available.

,*Documents available in Subcommittee's files
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43b. Explain how PHS communicates information exchanged at these meetings
with the larger medical and scientific community.

A: Various methods have been used to communicate this type of information
to the medical and scientific community including publications in the
CDC Morbidity and Mortality Weekly Report (MMWR) and ocientific journals
and presentations at major scientific meetings throughout the Nation.
Prevention recommendations resulting from the January 4, 1983, meeting
were published in the ?O(WR, the Journal of the American Medical
Association, and were sent to each practicing physician in the United
States.
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NIH Response to question 43a:

Please provide a list of major scientific meetings that PHS has organized and
include the participants, minutes or summary report from each meeting, date,
location recommendations agreed to at each meeting, and documentation of PHS
follow-up to these recommendations.

Answer 43a:

The list of major scientific meetings that were sponsored and/or supported by
NIH was provided to the Committee with the earlier submission of corrections
to the transcript of the August 1-2, 1983 hearing. Included here are follow-
up recommendations to these meetings not included previously.

NIAID

Follow up to April 5-6, 1983, Workshop, "Search for the Etiological Agents in
Acquired Immune Deficiency Syndrome" was release of RFA NIH-NCI-DCCP-BCB-83-3,
"Infectious Etiology of Acquired Immune Deficiency Syndrome (AIDS) and
Kaposi's Sarcoma' in the NIH Guide to Grants and Contracts on May 20, 1983.

Follow up to the May 6, ONCI/NIAID Extramural Working Group" has been further
conference calls among participants at the May 6 meeting toward development of
common definitions for certain subsets of AIDS patients.

Follow up to the peer review group meetings'mentioned in the memo attached to
the meetings list, has been the award and/or imminent award of AIDS grants and
contracts.

NHLBI

In addition to the meetings described in previous responses to inquiries
related to this testimony, NHLBI is co-sponsoring a Workshop on the
Epidemiology of AIDS which will be held on September 12-13, 1983. The agenda
for this workshop is appended.

DRR

The Animal.Resources Program, DRR, sponsored a workshop on March 2, 1983, at
the National Institutes of Health (Masur Auditorium, Building 10) concerning
acquired immunodeficlency syndrome in nonhuman primates (later termed
SAIDS). The purpose of this workshop, which was attended by approximately 300
scientists, was to discuss clinical, pathological, and immunological findings
related to recent disease outbreaks with high mortality rates in macaque
spicips CN. mulatta and M. cyclopis) at the California and New Ergland
Regional Primate Research Centers. Comparative medical aspects of this
nonhuman primate disease at these Centers and the human AIDS condition were
discussed. Sessions )n differential diagnosis, epidemiology, and biosafety
aspects of the disease were included. Although certain characteristics of the
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nonhuman primate disease differ from those of human AIDS, it was determined
that many characteristics including lymphadenopathy, wasting, diarrhea,
anemia, and severe opportunistic infections in the nonhuman primates are so
similar that affected nonhuman primates may be useful models for studies on
human AIDS. It was concluded that these investigations should continue and
that other nonhuman primate colonies should be evaluated to determine the
possible occurrence of this disease.
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Question 43b:

Explain how PHS communicates information exchanged at these meetings with the
larger medical and scientific community.

Answer 43b:

RAID

In addition to disseminating information through publications in the
scientific literature, the NIAID Intramural Program published the AIDS
Bibliography and the AIDS Memorandum (Attachment 43b). The AIDS B'Mography
Is mailed to individuals who have expressed an interest in literature
references to AIDS research appearing in the scientific and lay literature.
This bibliography was first published in early 1983 and Is updated
periodically. The mailing list at present has 690 names. The AIDSMemorandum
is published for distribution to scientists working in the field of AIDS
research and is designed for rapid dissemination of research results whether
positive or negative. Participants in the memorandum project must agree to
contribute one article per year to remain on the mailing list. The mailing
list currently contains 340 names; the first edition of the AIDS Memorandum
was published in August 1983. *

DRR

Abstracts of presentations made at the workshop have been provided to
interested individuals, including members of the scientific community. Also,
research findings are being published in scientific Journals.

The NHLBI has been delegated the responsibility to support studies to evaluate
screening procedures, including laboratory tests, for their effectiveness in
identifying and excluding blood and blood products from donors at increased
risk for AIDS. The NHLBI is also responsible for the support of studies to
determine the association of blood and blood product use with AIDS.
Epidemiologic surveillance or tracking of suspected transfusion-related cases,
relative to such studies, could occur, however, the responsibility for
national surveillance of the AIDS epidemic rests with the CDC.

* Attached-documents available in Subcommittee files
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QUESTION 43

&.Please provide a list of major scientific meetings that PHS has
organized and include the participants, minutes or summary report
from each meeting, date, location, recommendations agreed to at
each meeting, and documentation of PHS follow-up to these
recommendations.

ANSWER

The FDA conducted a number of meetings at which the subject of
AIDS was discussed. Information on these meetings was previously
provided to the Subcommittee for inclusion in the August 2 hearing
record.

The major scientific meeting organized by the FDA was the Blood
Products Advisory Committee meeting to discuss the safety and
purity of plasma derivatives on July 19, 1983. The list of
participants, summary minutes, recommendations, and documentation
of followup are attached. *

*Documents available in Subcommittee's files
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QUESTION '1
L. Explain how PHS communicates information exchanged at these
meetings with the larger medical and scientific community.

ANSWER

In addition to the dissemination of information by FDA to
licensed facilities, as documented in response to 43.a., the
major blood bank organizations report the information in their
publications such as the weekly Newletter of the Council of
Community Blood Centers and the monthly newsletters of the
American Association of Blood Banks and the American Red Cross.
Biomedical science reporters of several the medical and news
magazines were present and reported the content of the meeting.
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Question 44

In addition to the mechanisms discussed in question 42, what methods
does the PHS use to disseminate information to the medical community,
blood banking organizations, affected communities, and the public
regarding the status of cases that potentially link blood transfusions
with AIDS? Please provide documentation.

Answer

Direct communication with the involved medical personnel and blood

banking organizations is the primary method used by FDA for obtaining

and disseminating information on the status of cases that potentially

link. blood transfusions with AIDS.
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d Dd

44. In addition to the mechanisms discussed in question 42, what methods
does the PHS use to disseminate information to the medical community,
blood banking organizations, affected communities, and the public
regarding the status of cases that potentially link blood transfusions
with AIDS? Please provide documentation.

A: The primary problem with dissemination of information that potentially
links blood transfusion with AIDS is the danger of over interpretation
on the part of the public resulting in excessive caution. This has the
potential, at least, to cause the blood-donating population to refrain
from donating on one hand and the patient population to refuse necessary
blood transfusions on the other. PHS sets an example by supporting
blood drives, most visibly by Secretary Heckler who donated blood
herself. PHS has supported the voluntary blood collection agencies by
supplying data, information, and safety guidelines.

As indicated previously, the MMWR and scientific/medical journals have
been used to comnunicate this information to the medical and scientific
community including blood banking organizations. The public has been
provided this information through the PHS Fact Sheet on AIDS, a
periodically updated AIDS information packet, and by news releases on
this problem. PHS scientists have granted numerous interviews to the
media including the gay press about this issue. In addition, CDC and
FDA personnel have frequent and ongoing communication with the blood
banking organizations about this problem.

26-097 O-83---39
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45. Has any information been disseminated to the medical community, blood
banks, affected communities, or the public, regarding the findings of
the panel called together on May 12, 1983, by CDC to review all
transfusion related AIDS cases? If so, please describe how this
information has been distv'.Ldutcd and provide copies for the record.

A: Because members of the blood banking coniunity were invited as
consultants to review these data, these individuals were able to
Immediately share the data with their colleagues, respective
organizations, and communities. As a result of the meeting, a paper
which summarizes the data is in preparation. This paper will be
submitted to a scientific journal for publication. In addition, a
summary report of the Hay 12, 1983, meeting has been sent to the
consultants who represent the various blood banking agencies.

A copy of the summary report has been provided tinder question 43a.



615

46. Plea.e delineate the respective responsibilities of the FDA, VULBI. and
CDC in tracking possible blood related AIDS cases.

A: The CDC works with State and local health departments, physicians
reporting such cases, and blood banks to identify and confirm possible
blood related cases and identify, interview, and examine the individuals
who have donated blood to these cases. The results of each case is
analyzed to determine the likelihood of the cases acquiring AIDS through
the blood transfusion.
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Question 46:

Please delineate the respective responsibilities of the FDA, N1TBI, and
CDC in tracking possible blood related AIDS cases.

Answer 46:

The NIHLBI has been delegated the responsibility to support studies to
evaluate screening procedures, including laboratory tests, for their
effectiveness in identifying and excluding blood and blood products
from donors at increased risk for AIDS. The NILBI is also responsible
for the support of studies to determine the association of blood and
blood products use with AIDS. Epidemiological surveillance or tracking
of suspected transfusion-related cases, relative to such studies, could
occur, however,.the responsibility for national surveillance of the,
AIDS epidemic rests with the CDC.
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Question 46

Please delineate the respective responsibilities of the FDA, NHLBI,
and CDC in tracking possible blood related AIDS cases.

Answer

FDA has established donor eligibility requirements for blood

donation, and has authority to inspect donor records if it becomes

necessary during the course of an epidemiologic investigation of a

possible blood-related AIDS case which is being conducted by the CDC.

Blood banks are required by FDA to maintain a record of assigned donor

numbers which can be used to trace each unit from donor to recipient.
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47. What is the Public Health-Service's position regarding the need to
establish an independent expert panel to review all suspected blood
transfusions related cases?

A: The Public Health Service does not believe formal establishment of such
a panel is needed. In Hay 1983 a group of expert consultants met at CDC
to review suspected transfusion related AIDS cases. Some of these
individuals agreed to continue in a consultative role, and contact has
been maintained by mail and telephone. In June, Dr. Brandt requested
Dr. Jeffrey Koplan, Chairman of the PHS Executive Committee on AIDS, to
review the need for establishment of such an independent expert
committee on AIDS. Dr. Koplan recommended that such a committee not be
established because of the existence of the PHS Executive Committee, the
ability of participating agencies to call upon existing expert
committees, and the ability to communicate with individual experts on an
as needed basis. Dr. Brandt concurred with this recommendation. CDC
will continue to seek independent expert advice as needed.
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Question 48a.

Since March 1983, which office in PHS has monitored the impact of the UII
guidelines on the nation's blood supply?

Answer

In an effort to determine the impact of the PHS guidelines on the nation's
blood and plasma supply, FDA has made contact with selected blood and plasma
facilities. The FDA has a close workPin relationship with the blood banking
camunity which allows us to continue % assess the results of these
guidelines. In addition, the impact of the guidelines has also been discussed
at several Blood Products Advisory Comittee meetings.

Question 48b

Please provide the findings that have resulted fran the monitoring process.
Please supply all documentation.

Answer

The information obtained by n was qualitative verbal information which is
undocumented. The net impression, however, f ran those discussions was that
there has not been a significant adverse effect on the availability of blood
or plasma.
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49a. Does the Department currently provide any locality with funds for public
education activities or for treatment of AIDS patients? Please specify
the nature of the assistance, if any, and provide budget information.

A: No.

b. Does the Department plan to provide funds for treatment or public
education to cities or States affected by AIDS in FY 184? If so, please
provide details and budget estimates.

A: Although the total amount of funds available for fiscal year 1984 is
unknown, CDC is currently determining the projects with high priority in
fiscal year 1984. The highest priority will continue to be directed to
finding the cause of AIDS and determining appropriate prevention
measures. CDC is considering the priority use of funds for competitive
awards to health departments and other organizations for public
education activities. These activities would be directed to high risk
communities and individuals in an effort to reduce the risk of acquiring
AIDS. The NIH has funded several studies to evalute the efficacy of
treatment for AIDS and Kaposi's Sarcoma. In addition, the CDC provides
pentamidine isethionate for the treatment of Pneumocystis carinit
pneumonia and an experimental drug for the treatment of atypical
mycobaterial infections. These infections are two of the most common
causes of deaths in patients with AIDS.

CDC has assigned an individual to the New York City Health Department to
work full-time in the area of public and professional education.



APPENDIX 2.-MATERIAL SUBMITrED FOR THE RECORD

STATEMENT BY REP. SALA BURTON

FOR SUBCOMMITTEE ON INTERGOVERNMENTAL RELATIONS

AND HUMAN RESOURCES

REP, TED WEISS, CHAIRMAN

AUGUST 1, 1983

AS A REPRESENTATIVE IN THE CONGRESS OF ONE OF THE

CITIES' MOST AFFECTED BY THE EPIDEMIC OF AIDS, I WANT TO THANK

CONGRESSMAN WEISS AND THE SUBCOMMITTEE FOR HOLDING THIS CRITICAL

OVERSIGHT HEARING ON THE ROLE OF THE FEDERAL GOVERNMENT IN THIS

HEALTH CRISIS.

IN SAN FRANCISCO, AND ELSEWHERE IN THIS COUNTRY, WE HAVE

ALREADY LOST MORE PREVIOUSLY HEALTHY, PRODUCTIVE YOUNG MEN TO

THIS DISEASE THAN ANY OF US COULD HAVE -- JUST A FEW YEARS AGO --

EVER IMAGINED.

BUT THE DEATHS WE HAVE SUFFERED, THE ANGUISH OUR PEOPLE

HAVE ENDURED, ARE MADE EVEN MORE HORRIBLE BY THE CERTAIN KNOWLEDGE

THAT THIS EPIDEMIC CONTINUES AND SHOWS EVERY SIGN OF CONTINUING

AND GROWING WORSE. THE GEOMETRIC PROGRESSION OF AIDS HAS BEEN

A TERRIBLE REALITY OF OUR LIVES FOR MORE THAN TWO YEARS,

THE FEAR, THE ANXIETY WHICH THE SPECTRE OF DEADLY

EPIDEMIC HAS CREATED IN THIS COUNTRY CAN ONLY BE DIMINISHED AND

ULTIMATELY OVERCOME WHEN THIS DISEASE HAS BEEN CONQUERED AND

THE SUFFERING HAS BEGUN TO RECEDE.

THE PEOPLE I REPRESENT, AND ALL THE PEOPLE IN THIS COUNTRY,

HAVE A RIGHT TO EXPECT THAT THEIR GOVERNMENT - AT ALL LEVELS -

WILL DO EVERYTHING POSSIBLE TO PROTECT THEIR LIVES AND END THIS

EPIDEMIC. FOR SOME OF THEM, IT IS, QUITE LITERALLY, A MATTER OF

LIFE AND DEATH.

(621)
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WE HAVE, IN THE LAST SEVERAL MONTHS, REACHED A POINT IN

THE STRUGGLE AGAINST AIDS WHERE OUR FEDERAL HEALTH OFFICALS

HAVE RECOGNIZED - IN [HEIR WORDS - THE GRAVITY OF THIS CRISIS.

THE AIDS EPIDEMIC HAS BEEN CALLED OUR "NUMBER ONE PRIORITY."

BUT HAS THE REALITY MATCHED THE RHETORIC? I WOULD LIKE

TO OFFER THE SUBCOMMITTEE A FEW FUNDAMENTAL QUESTIONS CONCERNING

THIS EPIDEMIC:

1) FEDERAL FUNDING, ARE THE CURRENT LEVELS OF FEDERAL

FUNDING ADEQUATE? DOES TALK OF A REALLOCATION OF $12 MILLION

REPRESENT A REAL SENSE OF PRIORITY? CAN ANYONE BELIEVE THAT A

SUCCESSFUL ASSAULT ON A MAJOR EPIDEMIC CAN BE LAUNCHED WITH SUMS

OF MONEY SO SMALL? WHY HAS-IT TAKEN SO LONG FOR ANY SIGNIFICANT

AMOUNT OF EXTRAMURAL RESEARCH MONEY TO REACH THE RESEARCHERS WHO

ARE WORKING TO UNDERSTAND THIS DISEASE? IF THIS IS OUR NUMBER

ONE PRIORITY, WHEN CAN WE EXPECT A GENERAL CALL FOR RESEARCH

PROPOSALS, BACKED UP BY LEVELS OF FUNDING SUFFICIENT TO CONVINCE

THE MEDICAL COMMUNITY THAT OUR GOVERNMENT IS INDEED SERIOUS, AND

TO STIMULATE THE IDEAS WHICH MAY WORK TO CONQUER THIS DISEASE?

2) FEDERAL RESPONSE STRUCTURE. WHY, MORE THAN TWO YEARS

INTO THIS EPIDEMIC, IS THERE NO FEDERAL AIDS COORDINATOR, WITH

CLEAR AND SPECIFIC RESPONSIBILITY TO OVERSEE ALL AIDS ACTIVITY?

DOES THE FEDERAL GOVERNMENT HAVE A PLAN OR A PROGRAM TO DEAL WITH

THIS EPIDEMIC? WHAT STEPS HAVE BEEN TAKEN IN THIS MEDICAL EMERG-

ENCY TO SPEED UP THE PEER REVIEW PROCESS SO THAT RESEARCH MONIES

WILL NOT BE HELD UP FOR MONTHS AND MONTHS WHILE THE EPIDEMIC CONTINUES

TO SPREAD AT ITS NIGHTMARE PACE?
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3) FEDERAL RESEARCH. WHOSE RESPONSIBILITY IS IT TO DETERMINE,

FIRST, WHAT AIDS-RELATED RESEARCH IS UNDERWAY, WHAT HAS BEEN

PROPOSED, WHICH RESEARCH IS A PRIORITY, AND WHICH RESEARCH REMAINS

TO BE DONE?

WHY, WHEN THE LIVES OF HUNDREDS OF THOUSANDS OF PEOPLE ARE AT

GRAVE RISK, HAS THE FEDERAL GOVERNMENT NOT UNDERTAKEN THE KIND OF

SUBSTANTIAL EPIDEMIOLOGICAL RESEARCH WHICH CAN DETERMINE MORE PRE-

CISELY HOW HIGH-RISK POPULATIONS CAN REDUCE THEIR RISK, HOW AIDS

IS SPREAD, HOW LONG THE INCUBATION PERIOD IS, ETC? I CAN ASSURE

YOU THAT THE ANSWERS TO THESE QUESTIONS ARE OF THE MOST FUNDAMENTAL

CONCERN TO THE PEOPLE OF MY CITY AND THAT IT IS INCONCEIVABLE TO ME

THAT WE WILL ADD TO THEIR BURDEN BY NOT MAKING A GREATER ATTEMPT

TO ANSWER THESE QUESTIONS.

IF WE ARE CONCERNED ABOUT THE THREAT OF THIS DISEASE TO OUR

NATIONS' BLOOD SUPPLY, VHEN WILL WE LAUNCH A CRASH PROGRAM TO IDENTIFY

AN AIDS MARKER IN THE BLOOD? IN VIEW OF THE POTENTIAL CONSEQUENCES

OF OUR LACK OF KNOWLEDGE IN THIS AREA, AND OF THE GREAT PUBLIC

CONCERN ABOUT IT, CAN THE FEDERAL GOVERNMENT'S REMARKABLY TIMID

EFFORTS IN THIS REGARD BE JUSTIFIED?

4) OTHER AREAS OF CONCERN. WHAT STEPS ARE CONTEMPLATED TO PROVIDE

ONE OF THE ESSENTIAL INGREDIENTS FOR THE PROTECTION OF THE PUBLIC

HEALTH IN AN EPIDEMIC: MASSIVE, SUSTAINED, AND COORDINATED PUBLIC

EDUCATION? WHAT HAS BEEN DONE TO EDUCATE THOSE AT HIGH RISK ABOUT

HOW TO PROTECT THEMSELVES? WHAT HAS BEEN DONE TO EDUCATE THE GENERAL

POPULATION, TO ALLAY UNNECESSARY FEARS AND PAIN-STRICKEN REACTIONS

WHICH CAN ONLY BE EXPECTED TO INCREASE AS THE EPIDEMIC WORSENS UNLESS

ACCURATE INFORMATION IS WIDELY DISSEMINATED? WHAT STEPS ARE CONT-
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EMPLATED TO PROTECT THE CONFIDENTIALITY OF PATIENTS (ALL TOO

MANY OF WHOM, PARTICULARLY IN THE GAY AND HAITIAN COMMUNITIES

HAVE REASON TO FEAR THE INTRUSION OF GOVERNMENT INTO THEIR LIVES)

WHILE PERMITTING THE FULL EPIDEMIOLOGICAL RESEARCH WHICH IS NEC-

EASSARY? FINALLY, WHAT EFFORT IS THE FEDERAL GOVERNMENT PREPARED

TO MAKE TO ASSIST THE COMMUNITIES SO HEAVILY IMPACTED BY THIS

EPIDEMIC, FOR WHOM AIDS IS A FINANCIAL AS WELL AS A HEALTH AND

HUMAN DISASTER?

THESE QUESTIONS, AND MORE, MUST BE ANSWERED BY OUR HEALTH

OFFICIALS BEFORE WE ESTABLISH THAT THIS " NUMBER ONE PRIORITY"

HEALTH CONCERN IS INDEED BEING TREATED AS SUCH.

As DR. MARCUS CONANT, THE DIRECTOR OF S.F,'s AIDS/KS FOUNDATION

IS PREPARED TO TESTIFY TODAY, MEDICAL AUTHORITIES BELIEVE THAT AN

INTENSIVE RESEARCH PROGRAM CAN PRODUCE THE ABILITY TO STOP THE

SPREAD OF AIDS.

IT IS CLEAR THAT, WHATEVER MAY OR MAY NOT HAVE BEEN DONE IN THE

PAST, IT IS NOW TIME TO DO MORE - MUCH MORE. IN MY CITY, AND IN

TOO MANY OTHERS, THIS IS A MATTER OF THE MOST FUNDAMENTAL CONCERN.

WHAT OUR GOVERMENT DOES TODAY WILL LARGELY DETERMINE WHETHER

OUR TRAGEDY WILL BECOME THE TRAGEDY OF OTHER CITIES TOMORROW AND NEXT

YEAR AND THE YEAR AFTER.

IT IS TIME TO ANSWER THE QUESTIONS AND TO ACT - DRAMATICALLY -

WITH A TRUE SENSE OF PRIORITY AND WITH THE LEVEL OF FUNDING NECESSARY

TO WIN THE STRUGGLE AGAINST THIS TERRIBLE EPIDEMIC.
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AMERICAN ASSOCIATION OF BLOOD BANKS
National Ofte Suite 600. 1117 North 19th Street, Arlington, Virginia 22209 (703) 5282

August 15, 1983

The Honorable Ted Weiss
Chairman, Intergovernmental Relations

and Human Resources Subcommittee
Committee on Government Operations
Rayburn House Office Building
Room B-373
Washington, D.C. 20515

Dear Congressman Weiss:

On behalf of the AABB membership, we sincerely thank you
for the opportunity to share the Association's views regarding
the AIDS crisis as it relates to the quality of the nation's
blood supply.

Dr. Bove's testimony summarizes our views.

It is our understanding we have been afforded the opportunity
to input further on this very important concern.

Kindly include the enclosures behind Dr. Bove's written
testimony to the Oversight Committee in the Congressional Record.

If we can be of further assistance with your investigations
please do not hesitate to call.

We are most appreciative of your efforts to enlighten your
colleagues and general public on this most important matter.

Best personal regards.

Sincerely,

Edward Carr, MT(ASCP)SBB
President

EC/ch
encl.
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AMERICAN ASSOCIATION OF BLOOD BANKS
Natbnal Oftice Suite 600. 1117 North 19th Street. Aulington. Virgia 22209 (703) 528-8200

June 23, 1983

Memorandum

TO: AABB Institutional and Associate Institutional Members

FROM: Edward 0. Carr, MT(ASCP)SBB, President

RE: Joint. Statement on Directed Donations

The recent publicity regarding acquired immune deficiency syndrome
(AIDS) has resulted in increased concern about .he quality of the
nation's blood supply and demands for directfu donations by
patients requiring transfusions. In response to these concerns,
the American Association of Blood Banks, the American Red Cross,
and the Council of Community Blood Centers have issued the attached
joint statement and press release. We hope that these documents
will be helpful in dealing with the AIDS problem. You are
encouraged to make the press. release available to your local media.
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JOINT STATEMENT ON DIRECTED DONATIONS AND AIDS

The current epidemic of acquired imnune deficiency syndrome (AIDS) and
attendant publicity has led to concerns that AIDS may be transmitted by
blood transfusion to persons not in one of the recognized high risk
groups. Of 1,601 case of AIDS reported to the CDC, 94 percent have
occurred in people belonging to four groups: homosexual or bisexual males
with multiple sex partners; intravenous drug abusers, recent entrants from
Haiti, and persons with hemophilia. Only one newborn infant and 14 adult
recipients of blood transfusions have been identified as cases of possible
transfusion-associated AIDS. More than 10 million persons were transfused
in the United States during the three-year period that these cases were
reported and, therefore, it appears at this time that the risk of possible
transfusion-associated AIDS is on the order of one case per million
patients transfused.

On March 25, 1983, in response to the potential risk of transfusion-
associated AIDS, we pledged compliance with the Recommendations on AIDS by
the Office of Biologics, FDA, and jointly implemented a nationwide program
to inform all blood donors of AIDS risk groups and provided means for
individuals in high risk groups to be excluded as blood donors. We concur
with Secretary of Health and Human Services Margaret M. Heckler's
statement of June 14, 1983, that "...all of us might also be confronted
with an unnecessary and unjustified level of fear, if misunderstanding of
AIDS is allowed to grow. Such a level of fear could actually impede us in
our real tasks...."

One consequence of the understandable, but excessive, concern for
transfusion-associated AIDS has been requests by patients and their
physicians to have blood donors selected from family members, friends,
coworkers, and even newly formed private donor clubs. There is no
evidence to support this notion that these "directed donations" are safer
than those available through the community blood bank.

The concept that family members, friends, coworkers, church members or
other selected groups are sure to provide safer blood is unrealistic.
These same individuals are and have been the nation's volunteer blood
donors who have, in the past, given freely for all patients rather than
for a particular individual. There is no reason to think that segregating
these individuals into selected donor panels will provide safety over and
above the level provided by current arrangements. In addition, a system



628

of directed donation may create intense pressures on fa,AUly and friends
vho may therefore be untruthful about their ability to meet donor require-
mnt#. It is possible that the administrative and operational complexity
that will be part of any widespread application of directed donations may
lead to a significant increase in clerical errors and, in this way, reduce
the safety of transfusion.

Finally, there is the risk that widespread attempts to direct donations,
rhile not incriasLng the safety of transfusions, will seriously disrupt
the nation's blood donor systm. Voluntary donation is essential for
meeting our nation's needs for blood and blood products. There is a real
concern that donors may refrain from routine blood donations while await-
ing requests to provide directed donations and, thereby, could disrupt the
blood supply to the point that routine and even some emergency needs for
transfusions may go unmet.

Given these considerations, we strongly recommend thac "directed donation"
programs not be conducted. We reaffirm our commitment to a safe blood
supply for all recipients, to maintaining the highest standards possible
for selecting volunteer donors, and to strict compliance with pertinent
recommendations by the United States Public Health Service and other
federal regulatory bodies.

American Red Cross American Association of Blood Banks

Council of Community Blood Centers

June 22, 1983
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Joint Nev Release Contacts: Virginia Pie
June 22, 1983 Aerican Red Cross NUQ
American Red Cross (202) 857-3555
American Association of Blood Banks Lorry Rose
Council of Comnity Blood Centers American Association of Blood Bauks

(703) 528-8200
Robert Huitt
Council of Community Blood Centers
(703) 237-0833

The nation's voluntary blood service organizations today announced they do

not advocate "directed-donation," an unconventional practice whereby

patients needing transfusions select their own blood donors. The American

Red Cross, American Association of Blood Banks and Council of Community

Blood Centers agreed that existing arrangements vith volunteer donors and

donor groups are the best way of assuring a safe supply of blood for all

patients needing transfusions.

Publicity about. the current AIDS epidemic has led to widespread concerns

about the possibility of transmitting ATDS through blood transfusion. The

facts do not justify these concerns: data accumulated over the last three

years indicate that the possible occurrence of AIDS in transfusion

recipients is on the order of one case per million patients transfused.

Still, as a consequence of misleading reports, some patients have demanded

that blood for their transfusions be donated by specially selected family

members, friends or co-workers.

The three organizations emphasize there is no scientific basis for the

assumption that blood from donors selected by patients is safer than that

available from volunteers at community blood banks. In fact, such a

practice may be hazardous because it could pressure selected donors to be

untruthful about their ability to meet donor eligibility requirements.

- ore-

26-097 0-83--40
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ARC, AABB and CCBC all agree that the altruistic volunteer donor who is

free from coercion or expectation of gain is the safest blood donor. As a

further precaution, blood centers across the country have recently adopted

even stricter requirements for blocd donation to assure that high risk

donors are excluded.

Adopting a policy of patient-directed donations wogtld create an illusion

of additional protection where nont: exists and, by disrupting existing

volunteer donor systems, could resUlt in inability to supply blood to

patients who need it. The blood collecting organizations are also

concerned that the logistical complexities of patient-directed donation

could lead to serious errors in doctor and patient identification.

ARC, AABB and CCIC represent some 2500 community and regional blood

centers, hospital blood banks and tranefusion services which collect and

transfuse over 98% of the nation's blood supply.

# # #
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AMERICAN ASSOCIATION OF BLOOD BANKS

April 4 Suf t 00. 1117 North 19th Steet MWVW, Wghnha 2M (M) 528820

TO: AABB Institutional and Associate Institutional Members

F109: Edward 0. Carr, MT(ASCP)SBB, President. -.'-

RE: STANDARD OPERATING PROCEDURES FOR ACQUIRED ,IMMUNE
DEFICIENCY SYNDROME (AIDS)

Final recommendations on acquired immune deficiency syndrome (AIDS)
were released by the Food and Drug Administration on March 24. A
copy has been forwarded from the FDA to all establishments col-
lecting human blood for transfusion; all establishments collecting
source plasma (human); and all licensed manufacturers of plasma
derivatives.

The recommendations call for blood banks and plasma collection facil-
ities to implement educational programs to inform persons at
increased risk of AIDS that they should refrain from donation; in-
struct blood anxt plasma center personnel on the use of medical his-
tory questions to dete AIDS symp-toms or exposure to AIDS patients;

"-- AECd-ibif--shiprocedures for handling and disposihg- bf- -d' n---..
plasma collected from known or suspected AIDS patients. Any blood
bank which has not received a copy of the recommendations should
contact: Dennis M. Donohue, MD, Director, Division of Blood and
Blood Products, Office of Biologics, HFN-830, 8800 Rockville Pike,
Bethesda, MD 20203, (301)496-4396.

The Public Health Service has stated that these recommendations
are intended to serve as interim measures until specific laboratory
tests have .been developed to screen for AIDS..

The documents state that "approved procedures developed by one of
the major organizations such as the American Assbciation of Blood
Banks, the American Red Cross, the Council of Community Blood Centers
and the American Blood Resources Association may be referenced in
the licensed establishments' standard operating procedures without
individual submission to the Office of Biologics. Alternatively,
licensed establishments should develop their own procedures and should
submiV them directly to the Office of Biologics for approval con-
current with implementation."

Attached are standiLrd operating procedures (SOPs) developed by the
AAB to meet FDA recommendations. These procedures have been approved
by the Office of Biologics and can be used by blood banks and transfusion
services to comply with the March 24, 1983, "Recommendations to. de-
crease the Risk of Transmitting Acquired Immune Deficiency Syndrome-
(AIDS) from Blood Donors." Should blood banks choose to develop
their own donor education piece instead of using the one developed
by the ASBB and approved as part of its SOP, it will be necessary to

I 17o ,
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Page 2 - AABB Memo on Standard Operating Procedures for AIDS

submit the substitute piece to the Office of Biologics for approval.

The donor education piece approved by the OoB will be available in
brochure form in approximately 2j weeks. An order form is attached.

The AABB's legal counsel advises blood banks to obtain verification
that donors have read the educational materials, although this does
not appear to be required by the Office of Biologics. Verification
can be obtained through use of a donor acknowledgement form (such
as that sent to Institutional members on March 7), or a statement
verifying that donors have read the provided materials can be in-
corporated into the donor questionnaire. Suc)i.& statement can read:
"I have read the literature provided by the b1ood bank concerning
acquired innune deficiency syndrome (AIDS), and understand that
members of groups at increased risk have been asked to refrain from
donating blood at this time."

We anticipate that the AABB Standards for Blood Banks and Transfusion
Services and Inspection and Accreditation requirements will be
modified to encompass these new procedures.
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AN IMPORTANT MESSAGE TO ALL BLOOD DONORS

WHAT IS AIDS?

AIDS or acquired immune deficiency syndrome is a condition
in which the body's normal defense mechanisms against certain
diseases or conditions are reduced. As a result, patients
often develop unusual infections such as Pneumocystis pneu-
monia or a rare form of skin cancer, Kaposi's sarcoma. There
is no known cause, preventative measure, laboratory test, or
treatment for AIDS.

WHO IS AT RISK?

It is known, however, that certain groups are at an increased
risk of contracting the disease. These include:

*those with symptoms and signs suggestive
of AIDS;

*sexually active homosexual or bisexual men
with multiple partners;
*Haitian entrants to the United States;#

*present or past abusers of intravenous drugs; and
*sexual partners of individuals at increased
risk of AIDS.

WHAT DOES AIDS HAVE TO DO WITH GIVING BLOOD?

While extensive research is still ongoing and no final conclu-
sions have been reached regarding the cause of AIDS and its
transmission, there is a suggestion that occasionally the
disease may have been spread through the transfusion of blood
products. Because of this suggestion, your blood bank is
asking that you voluntarily refrain from donating at this time
if you are in any of the currently identified at risk groups.
Although the majority of members of these groups are not
carriers, there is presently no means of detection and thus
no mechanism to identify those few who may be at risk.

We appreciate the time and effort involved in making a trip
to the blood bank, and hope that all donors will recognize
the necessity of the voluntary screening procedures which have
been instituted.

*The Office of Biologics has defined Haitian entrants as those
persons who have come from Haiti during the past three years.
Visitors to Haiti should be considered the same as individuals
traveling to a malaria endemic area.

Developed by the American Association of Blood Banks in response
to Public Health Service recommendations.

4/4/83
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AMERICAN ASSOCIATION OF BLOOD BANKS

STANDARD OPERATING PROCEDURES RELATING TO ACQUIRED IMMUNE
DEFICIENCY SYNDROME (AIDS)

1. Educational materials should be available informing donors of
blood intended for transfusion that persons at increased risk of
AIDS should refrain from donating blood. These materials must be
directed to the individual donor; thus, a bkgh" in the donor room
will not suffice; each donor should be given literature to read.
The educational information developed by the AABB and approved by
the Office of Biologics is attached. Each donor should receive
educational materials to read prior to signing the donor consent
form.

Groups at increased risk for AIDS have been defined by the Public
Health Service as:

.Persons with symptoms and signs suggestive of AIDS

......Sexually act..ve homosexual or bisexual men with
multiple partners

.Haitian entrants to the United States*

......Present or past abusers of intravenous drugs
..... Sexual partners of individuals at increased risk of AIDS

2. Donor screening should elicit the following:

.A history of night sweats
......A history of unexplained fevers
.Unexplained weight loss
......Signs of swollen lymph nodes

..... Signs of Kaposi's sarcoma, which include pink to purple
flat or raised blotches or bumps occuring anywhere n
the skin or mucous membranes

..... Exposure to a patient with AIDS

All positive or suggestive answers should be evaluated by a
physician or suitably trained person before donation.

3. Blood inadvertently collected from AIDS patients or suspected
AIDS patients should be considered potentially infectious and
handled, quarantined, and destroyed accordingly. The standard
operating procedures used in your blood bank for hepatitis B surface
antigen positive blood should be followed.

*The Office of Biologics has defined-Haitian entrants as those
persons who have come from HAiti during the past three years.
Visitors to Haiti should be considered the same as individuals
traveling to a malaria endemic area.

Developed by the American Association of Blood Banks

in response to Public Health Service Recommendations.

4/4/83
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AMERICAN ASSOCIATION OF BLOOD BANKS
Nati Oft.e Suite 600. 1117 Nci' 19th Street, lington, Virginia 22209 (703)5288200

March 7, 1983

TO: AABB Institutional and Associate Institutional Members

FROM: Edward 0. Carr, MT(ASCP)SBB, Presiden t.

RE: ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)'

On March 4, the Public Health Service (PHS) iti4ed a statement in
Morbidity and MortalitZy Weekly Report on Acqxifed Immune Deficiency
Syndrome (AIDS) from the Centers for Disease Control, Food and Drug
Administration, and the National Institutes of Health. The statement
is attached in its entirety. Also attached is a Joint statement from
the American Association of Blood Banks, the American Red Cross, and
the Council of Community Blood Centers, which contains highlights of
the federal statement.

The PHS statement refers to new FDA recommendations which will be
forthcoming in the near future for manufacturers of plasma deriva-
tives and for establishments collecting plasma or blood. Although
we cannot provide specific information until these new recommendations
have been issued, it is anticipated that blood banks will be expected
to respond in two areas: .........

1. Provide'to donors educational materials on AIDS describing
...... the.disease and identifying the high risk groups, and ask

that all-donors sign an acknowledgement card stating that
they have read the educational materials. Blood banks can
use the attached "Important Message to All Blood Donors" and
'Tonor Acknowledgement" to provide this information, or may
choose to produce their own materials. (The National Office
is currently developing an attractive information brochure
and donor acknowledgement card which will be made available
to blood banks at a nominal cost.)

2. Expand donor interview questions to identify potential donors
who have early signs or symptoms of AIDS. Donors should be
asked about night sweats, unexplained fever, unexpected weight
loss, and lymphadenopathy (swollen glands). Donors should also
be questioned about skin lesions that might be Kaposi's sarcoma.
These include pink to purple flat or raised blotches or bumps
occurring anywhere on the skin or mucous membranes. They are
persistent and often firmer than the surrounding skjn. Donors
should be asked about exposure to AIDS patients and deferred
if they have had close contact sith cases or suspected cases.

We expect the incorporation of the attached donor materials and the
expansion of donor interview questions to satisfy the new federal reg-
ultions for. blood collecting agencies when they are issued. There
may be additional guidelines for facilities collecting Source Plasma
(Human). If modifications are needed, further information will be
sent. Finally, blood banks should treat blood inadvertently collected
from AIDS patients or suspected AIDS patients as potentially infectious
and should handle, quarantine, and destroy it accordingly.
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.JOINT STATEMENT ON PREVENTION OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
RELATED TO TRANSFUSION

A Public Health Service Report of Inter-Agency Recommendations on
Prevention of Acquired Immune Deficiency Syndrome (AIDS) was pub-
lished in the Morbidity and Mortality Weekly Report on March 4, 1983.
In addressing AIDS in blood transfusion recipients, the statement
notes that

"The possibility of acquiring AIDS through blood transfusion
is suggested by several recent cases in persons with no
known risk factors who have received blood or blood pro-
ducts within 3 years of AIDS diagnosis. These cases are
currently under investigation."

In consideration of this possibility, the Public Health Service
recommended:

"As an interim measure, members of groups at increased
risk for AIDS should refrain from donating blood and/or
plasma. This recommendation includes all individuals
belonging to such groups, even though many individuals
may be at little risk of AIDS. Centers collecting blood
and/or plasma should inform potential donors of this
recommendation. The Food and Drug Administration (FDA)
is preparing new recommendations for manufacturers of
plasma derivatives for establishments collecting blooa
or plasma. This is an interim measure to protect re-
cipients of blood and blood products until specific
laboratory tests are available."

This report defined persons at increased risk for AIDS as:

"...those with symptoms and signs suggestive of AIDS;
sexual partners of AIDS patients; sexually active homo-
sexual or bisexual men with multiple partners; Haitian
entrants to the United States; present or past abusers
of IV drugs; patients with hemophilia; and sexual part-
ners of individuals at increased risk of AIDS."

The new FDA recommendations are not yet available, but are expected to
require informing donors about AIDS, and about groups at increased
risk for AIDS so that individuals in such groups will refrain from
donating blood and/or plasma. It is likely that requirements for donor
screening will be modified to include questions designed to identify
possible early signs and symptoms of AIDS.

The blood banking organizations published a joint statement on Jan-
uary 14 containing recommendations similar but not identical with
the Publio Health Service recommendations published today. These
were widely distributed to our members, and many blood banks bave
already begun implementing them. We Fre confident that the specific
recommendations from FDA, once available, will provide our members
with further guidance in developing procedures that will assure a
continued safe blood supply for the nation.

American Red Cross American Asociation of Blood X

Council of Coimnlnt7 104.
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Current Trends

Prevention of Acquired Immurie Doficiency Syndrome (AIDS):
Report of Inter-Agency Recommendations

Since June 1981, over 1.200 cases of acquired immune deficiency syndrome VlDSI have
been reported to CDC from 34 states, the District of Columbia, and 15 countries. Reported
cases of AIDS include persons with Kaposi's sarcoma who ore under age 60 years and/or per-
sons with life-threatening opportunistic i.-fections with no known underlying cause for
immune deficiency. Over 450 persons have lied from AIDS. and the case-fatality rate ex-
ceeds 60% for cases first diagnosed over 1 year previously 1 1,2 ). Reports have gradually In-
creased in number. An average of one case per ddy was reported during 1981. compared
with three to four daily in late 1982 and eary 1983. Current epidemiologic evidence Identifies
several groups in the United States at Increased risk for developing AIDS (3-71. Most cases
have been reported among homosexual men with multiple sexual partners, abusers of Intrave-
nous (IV) drugs, end Haitians, especially those who have entered the country within the past
few years. however. each group contains many persons who probably have little risk of ac-
quiritig AIDS. Recently, I I cases of unexplained, life-threatening opportunistic Infections and
cellular immune deficiency have been diagnosed in patients with hemophilia. Available data
suggest that the severe disorder of Immune regulation underlying AIDS Is caused by a Irans-
m;ssiln agent.

A national case-control study and an investigation of a cluster of cases among homosexual
men hi California indicate that AIDS may be sexually transmitted among homosexual or
bisexual men (8,9). AIDS cases were recently reported ampng women who were steady
sexual partners of men with AIDS or of men in high-risk groups, suggesting the possibility of
heterosexual transmission 110). Recent reports of unexplained cellular Immunodeficlencles
and opporlunistic infections in infants born to mothers from groups al high risk for AIDS have
raised concerns about In utero or perinatal transmission of AIDS U 11. Very little is known
about risk factors for Haitians with AIDS.

The distribution of AIDS cases parallels that of hepatitis B virus infection, which Is Irens-
milled sexually and parenterolly. Blood products or blood appear responsible for AIDS among
hemophilia palienws who require clotting factor replacemenl. The likelihood of blood transmis-
sion Is supported -by the occurrence of AIDS among IV drug abusers. Many drug abusers
shore contaminated needles, exposing themselves to blood-bomno agents, such as hepatitis B
vitrus. Recently. an infant developed severe immune deficiency and an opporlunistlc Infection
several months after receiving a transfusion of platelets derived from the blood of a man sub-
sequently found to have AIDS (f2). The possibility of acquiring AIDS through blood compo-
nents or blood Is further stggested by several cases In persons with no known risk factors
who have received blood products or blood within 3 years of AIDS diagnosis (21. These
cases are currntly mner investigation.

No AIDS cases have been documented among health care or laboratory personnel caring

U,S. DEPARrMENT OF HEALTH AND HUMAN SERVICES /I PUBLIC 1EAl1H SERVICE

. 0 .
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for AIDS patients or procesin'q laboratory specimens. To dale, no person-to-person transmis-
ion has been identified other IhJn through intimate contact or blood transfusion.

Several factors indicate the', individuals at risk for transmitting AIDS mny be difficult to
Identify. A New York City study showed that a significant proportion of homosexual men who
were asymptomatlc or who had nonspecific symptoms or signs (such as generalized
lymphadenopathy had altered immune functions demonstrated by in vilro tests (2,13,14).
Similar findings have been reported among patients with hemophilia (2. 15, 16). Although the
significance of these Immunologic alterations is not yet clear, their occurrence in at least two
groups at high risk for AIDS suggests that the pool of persons potentially capable of transmit-
"ling an AIDS agent may be considerably larger than the presently known lumber of AIDS
cases. Furthermore, the California chister investigation and other epidemiologic findings sug-
gest a "latent period" of several months to 2 years between exposure and recognizable clini-
cal Illness and imply that transmissibility may precede recognizable illness. Thus, careful histo-
ries and physical examinations alone will not Identify ell persons capable of transmitting AIDS
but should be useful in identifying persons with definite AIDS diagnoses or related symptoms,
such as generalized lymphadenopathy, unexplained weight loss, and thrush. -Sirice only a
small percentage of members of high-risk groups actually has AIDS. a laboratory test is clearly
needed to Identify those with AIDS or those at highest risk of acquiring AIDS. For the above
reasons, persons who may be considered at increased risk of AIDS Include those with symp-
toms and signs suggestive of AIDS; sexual partners of AIDS patients; sexually active homo-
sexual or bisexual men with multiple partners; Hallian entrants to the United States: present
or past abusers of IV drugs; patients with hemophilia; and sexual partners of Individuals at In-
creased risk for AIDS.

Statements on prevention and control of AIDS have been issued by the National Gay Task
Force, the National Hemophilia Foundation. the American Red Cros's. the American Assocla-
lion of Blood Banks. the Council of Community Blood Cenlers, the American Association of
Physicians for Human Rights, and others. These groups agree that steps should be imple-
mented to reduce the potential risk of transmitting AIDS through blood products, but differ In
the methods proposed to accomplish this goal. Public health agencies, community
organizations, and medical organizations and groups share the responsibility to rapidly dis-
seminase Information on AIDS and recommended precautions.

Although the cause of AIDS remains unknown, the Public Health Service recommends the
following actions:

1. Sexual contact should be avoided with persons known or suspected to have AIDS.
Members of high risk groups should be aware that multiple sexual partners Increase the
probability of developing AIDS.

2. As a temporary measure, members of groups at increased risk for AIDS should refrain
from donating plasma and/or blood. This recommendation includes aN Individuals be.
longing to such groups, even though many Individuals are at little risk of AIDS. Centers
collecting plasma and/or blood should Inform potential donors of this recommendation.
The Food and Drug Administration (FDA) Is preparing new recommendations for menu-
lecturers of plasma derivatives and for establishments collecting plasxta or blood. This
Is an Interim measure to protect recipients of blood products and blood until specific

, laboratory tests are available.
3. Studies should be conducted to evaluate screening procedures for their effectiveness

in Identifying and excluding plasma and blood with a high probability of transmitting
AIDS. These procedures should Include specific laboratory tests as well as careful hlsto.
ies and physical examinations.
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4. Physicins should adhere strictly to medical indications for transfusions, and autolo-
gou blood transfusions are encouraged

5. Work should continue toward development of safer blood products for use by
hemophilia patients.

-- The National Hemophilia Foundation has made specific recommendations for management
of patients with hemophirla (17).

The intedm recommendation requesting that high-risk persons refrain from donating
plasma and/or blood is especially important for donors whose plasma is recovered from piss..
mapheresis centers or other sources and pooled to make products that are not inactivated
and may transmit infections, such as hepatitLs 8. The clear Intent of this recommendation is to
elminate plasma and blood potentially containing the putative AIDS agent from the supply.
Since no specific test is known to detect AIDS at an early stage In a potential donor, the
recommendation to discourage donation must encompass all members of groups at increased
risk for AIDS, even though it Includes many Individuals who may be at little risk of transmitting
AIDS.

As long as the cause remains unknown, the ability to understand the natural history of
AIDS and to-undertake preventive measures is somewhat compromised. However the above
recommenwdatiors are prudent measures that should reduce the risk of acquiring and tranvnit-
ting AIDS. "

R#Ported by the Centers ,W' Oleeeee Caa, the ood and On.g Admni.sutrao. end' the Netionul Ind-
aimes ofl eth.
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AMERICAN ASSOCIATION OF BLOOD BANKS
Nat-W Offc* Suite 00.1117 North 1 M SUM. Ar*nV , Wgir4 22209 (703) 5284200

January 13, 1983

TO.: AABB Institutional and Associate Institutional Members

FROM: Edward 0. Carr, MT(ASCP)SBB, President

RE: JOINT STATEMENT ON ACQUIRED IMMUNE DEFICIENCY SYNDROME
(AIDS) RELATED TO TRANSFUSION

The American Association of Blood Banks, the American Red
Cross abd the Council of Community Blood Centers have developed
the attached Joint Statement on Acquired Immune Deficiency Syn-
drome (AIDS) as it relates to transfusion.

This statement is the result of deliberations at a meeting of
the AABB Committee on Transfusion Transmitted Diseases chaired
by Joseph R. Boys, MD, held on January 6. Present at this
meeting were representatives from the American Red Cross, the
Council-of Community Blood Centers, the American Blood Commission,
the American Blood Resources Association, the Centers for Disease
Control, the Food and Drug Administration, the National Hemophilia
Foundation, and the National Gay Task Force.

It is felt that the recommendations contained herein constitute
an appropriate response to the current situation.

As stated in the document, new developments will be monitored
carefully and a revision in the recommendations issued if
warranted by additional scientific evidence.
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JOINT STATEMENT ON ACQUIRED IMMUNfE DEFICIENCY SYNDROME (AIDS)
RELATED TO TRANSFUSION

American Association of Blood Banks, American Red Cross, and Council
of Community Blood Centers

Recent reports of abnormal immune function, Kaposi's sarcoma,
and opportunistic infections in some gay males, Haitian entrants,
and intravenous drug users and in others suggests that a new
disease of unknown etiology has appeared in the United States.
The disease has been called Acquired Immune Deficiency Syndrome
(AIDS). Over 800 cases of AIDS have been reported with a very
high mortality rate. While the major foci seemnto be Niw York,
San Francisco and Los Angeles, cases have been reported from other
areas of the United States.

The predominant mode of transmission seems to be from person
to person, probably involving intimate contact. The possibility
of blood borne transmission, still unproven, has been raised. This
latter impression is reinforced by eight confirmed cases in hemo-
philiacs treated with antihemophilic factor (AHIF) concentrate, by
a case in a newborn infant who received 19 units of blood components,
one of which was from a donor who later died of-AIDS, and by fewer
than 10 unconfirmed case reports in other transfusion recipients.
No agent has been isolated and there is no test for the disease or
for potential carriers. Evidence of transmission by blood transfusion
is inconclusive.

The finding of cases in hemophiliacs, especially those who use
-- antihemophilic-factor concentrate-,- coupled with the long incubation

period and the continuing increase in reported cases is of sufficient
concern to warrant the following suggestions for action on the part
of blood banks and transfusion services. We realize that there
is no absolute evidence that AIDS is transmitted by blood or blood
products, and we understand the difficulty in making recommendations
based on insufficient data. There is a need for additional information
about this disease. Public health authorities should allocate resources
to study the etiology of AIDS, its mode of transmission, and appropriate
preventative measures and therapy. Blood centers and transfusion
services should continue to assist public health agencies investi-
gating AIDS. Given the possibility that AIDS may be spread
by transfusion, we are obliged to respond with measures that
seem reasonable at present. The lack of a specific test means that
our major effort must revolve around two areas: 1) additional caution
in the use of blood and blood products and 2) reasonable attempts
to limit blood donation from individuals or groups that may have an
unacceptably high risk of AIDS. Our specific suggestions follow:

1. Blood banks and transfusion services should further extend edu-
cational campaigns to physicians to balance the decision to use each
blood component against the risks of-transfusion, be they well-es-
tablishe- (e.g. hepatitis, cytomegalovirus, malaria) or under investi-
gation (e.g. AIDS).
2. Autologous'blood transfusions, as an alternative to allogeneic
transfusion, should be considered more frequently, especially in
elective surgery.
3. Bloodbanks should plan to deal with increased requests for
cryoprecipitate. Altered T lymphocyte function, a component of
AIDS. has been reoorted to be less freouent in hemophilia patients
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who are treated with cryoprecipitate rather than AHF concentrate.
Although this does not necessarily imply that cryoprecipitate is
free of risk, this finding may lead to an increased demand for cryo-
precipitate.
4. Donor screening should include specific questions to detect
possible AIDS or exposure to patients with AIDS. In particular,
all donors should be asked questions designed to elicit a history
of night sweats, unexplained fevers, unexpected weight loss, lymph-
adenopathy or Kaposi's sarcoma. All positive or suggestive answers
should be evaluated before anyone donates.
5. Persons with responsibility for donor recruitment should not
target their efforts toward groups that may have a high incidence
of AIDS.
6. A major area of concern is whether attempts to limit voluntary
blood donation by individuals from groups with a high prevalence of
AIDS are appropriate at present. This questibt-has medical, ethical
and legal implications.

a. The presently available medical and scientific evidence
that AIDS can be spread by blood components remains incomplete.
Fewer than 10 cases of AIDS with possible linkage to transfusion
have been seen despite approximately 10 million transfusions
per year. Ongoing epidemiologic studies of all cases of AIDS
are being conducted at this time. Should evidence of a clearly
implicated donor population become apparent, specific recom-
mendations to the blood banking community will be made promptly.
b. There is currently considerable pressure on the blood
banking community to restrict blood donation by gay males.
Direct or indirect questions about a donor's sexual preference
are inappropriate. Such an invasion of privacy can be Jus-
tified only if it demonstrates clear-cut benefit. In fact,
there is reason to believe that such questions, no matter how
wellintentioned,..are ineffective in eliminating those donors
who may carry AIDS.Blood banks should work with the leader--
ship of groups which'include some individuals at hiah risk of AIDS.,,

7. While there is no specific test for AIDS, there are laboratory
and clinical findings that are present in nearly all AIDS patients.
The use of these non-specific markers, for example, lymphopenia,
immune complexes, and anti-HBc, are being evaluated in those areas
of the country where AIDS is prevalent. We do not advise routine
implementation of any laboratory screening program for AIDS by
blood bans at this time.

These recommendations are made with full realization that the
cause of AIDS is unknown and that evidence for its transmission by
blood is inconclusive. We believe, however, that we must respond
to the possibility that a new and infectious illness has surfaced.
Until more information is available, we believe that the measures
outlined above are prudent and appropriate.

We will continue to monitor new developments and revise our
position promptly should medical or scientific findings indicate
that a different course of action is warranted.

This joini- statement was developed by the American Associatio.
of Blood Bankc, the American Red Cross, and the Council of Community
Blood Centers, with assistance from the American Blood Commission--_
National Gay Task Force, and the National Hemophilia Foundation,
Also in attendance were representatives from the American Blood
Resources Association, the Centers for Disease Control and the Food
and Drug Administration.
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Mr. ChaVgman and Members of the Committee:

I appreciate the opportunity to express my concern over Federal
Funding for AIDS. The American Association of Physicians for Human
Rights is the national organization of gay and lesbian physicians. We
have members in over 35 states and Washington, D.C. Our organization
has produced guidelines to reduce the risk of AIDS by blood transfusion
and to decrease the transmission of AIDS sexually between gay men.

It is clear to us that AIDS is a unique occurrence involving cancer,
infectious disease and immunology. Epidemiologlf studies continue to
be critical in our understanding of the disease. There is also concern
about the spread of AIDS via blood or blood products. Thus, several
medical agencies are involved with the study of AIDS -- Centers for
Disease Control, FDA, National Cancer Institute, National Institute of
Allergy and Infectious Disease, and National Heart, Lung and Blood
Institute.

The number of cases of AIDS continues to grow at an alarming rate.
It is therefore essentiaL, that research be coordinated at all levels as
efficiently as possible.

We are, however, very concerned about the dpparent lack of a
coordinating group to oversee AIDS research. With no effective treatr,ent
available, it is obvious that vast unts of research will be necessary.

We therefore strongly urge the creation of ,i independent group of
medical experts to oversee research In AIDS to prevent needless duplication
of effort and to enbUre that no important areas are overlooked. Further,
decisions about the spending of available funds and need for additional
sums should be determined by such a group. Input from the affected risk
groups to such a panel of experts is very Important to assist in obtaining
necessary background information for the planning of research projects.

We have written to Health arid Human Service Secretary Heckler and
Assistant Secretary Brandt requesting assistance with three goals. The
first, is to see decisions about AIDS research returned to the medical
community rather than remain a political issue. Secondly, we must see
the panic about AIDS calmed.

Perhaps most importantly we want to see gay males made aware of the
findings of the Centers for Disease Control regarding factors apparently
increasing the risk of acquirins AIDS. Our g,,iaolfn, pu,hllisheA in
.c.uaLy 1983 and similar ones produced by other gay and lesbian physician
groups have already produced a documented decrease in sexually trans-
mitted diseases amoung gay males in New York, Los Angeles and Denver.

Further disseination of our risk reduction guidelines would result
in still fewer STD's and, hopefully, of AIDS. Prevention by risk reduction
is our only hope at present.

I would like to share with the Committee my deepest concern about the
total lack of response to our request for assistance to this date.

I thank the Committee for the opportunity to submit this testimony.
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