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PROCEEDINGS

February 20, 1988 [9:00 a.m.]

MS. GAULT: Good morning. Ladies and gentlemen,
members of the President's Commission, my name is Polly Gault.
I serve as the designated Federal official, and in that capacity
it is my privilege to declare this meeting.

Chairman Watkins?

Opening Remarks

CHAIRMAN WATKINS: Good morning. Today the Commission
begins its third and final day of hearings on subjects related to
research and drug development. In the past two days we have
heard a great deal from representatives of large entitles
attempting to handle the research and drug production problems
related to AIDS, the NIH, the FDA and the private sector
pharmaceutical companies.

We also heard very moving testimony from persons with
AIDS frustrated with those systems, testimony that will remain
with us as we continue our work. Today we turn our attention to
individuals. We will hear about a research group born out of
the frustration of persons with AIDS who needed access to drugs
and others who formed underground networks to distribute drugs.

The fact that PWAs and their advocates found it
necessary to go outside the established system is a symptom of
the problems these hearing are intended to address. We will also
hear testimony about the special problems of HIV positive women
and on the subject of co-factors.

This afternoon we will change our focus to behavioral
research, to see if we have the tools that we need to construct
effectlve prevention programs to stop this epidemic.

I would like to thank this opportunity thank
Commissioner John Creedon and his excellent professional staff
for their tireless efforts on our behalf in making these hearings
efficient and possible.

I would also like to thank Dr. Frank Lilly for his
guidance through these hearings on such difficult and complex
issues, and for bringing so many of his colleagues in the science
and PWA communities before the Commission to give us testimony.

I will now turn the chair over to Dr. Frank Lilly.
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DR. LILLY: Thank you, Admiral Watkins. I think that
without further ado we will continue into the planned program
this morning. Our first session will have people presenting
testimony to us about an organization formed for community-based
drug trials. Dr. Joseph Sonnabend and Thomas Hannan are going to
be our speakers. I think that Dr. Sonnabend will be our first
speaker?

MR. HANNAN: No, in fact it will be myself, Thomas
Hannan.

DR. LILLY: Mr. Hannan, I'm sorry.

Community-based Clinical Trials

MR. HANNAN: Good morning and thank you for the
opportunity to allow us to present some information about the
Community Research Initiative. My name is Thomas Hannan, and I
am a person with AIDS. I am acting as the Administrative
Director of the Community Research Initiative. On my right is
Dr. Joseph Sonnabend, who is serving presently as Medical
Director.

The woman who is seated between us is Suzanne
Phillips, a fourth year medical student who has been
volunteering her time to support the CRI and assist Dr. Sonnabend
in his research. On my left is Carol Levine, formally of the
Hastings Institute and currently with the Citizens Commission on
AIDS. She is a member of our Institutional Review Board.

Before your questions I would like to briefly describe
what the CRI is and what projects we are currently doing or are
about to begin. Dr. Sonnabend and Ms. Levine would like to make
brief remarks also before taking your questions.

The Community Research Initiative or CRI, is sponsored
by the PWA Coalition. It has an impressive institutional review
board or IRB and scientific advisory committee, and is registered
and approved by the New York State Department of Health to
sponsor well designed meaningful clinical trials of promising
AIDS and ARC treatments in a community setting, conducted by
qualified physicians in cooperation with informed volunteer
subjects recruited from their practice.

Through the CRI a larger pool of interested patients
may participate in trials and the statistical power of the
results of the studies will increase, leading to faster progress
in research. Although there is precedence for community
sponsored research, the most exciting aspect of this project is
that it originates from the AIDS community, empowering ourselves
to participate in the research that may save our lives and
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dramatically expand the number of patients who have access t6
experimental drugs.

This is a project conceived by and carried out by the
AIDS community. We are taking the initiative to seek promising
interventions against this disease in a responsible manner. The
Community Research Initiative will utilize the largely untapped
resource represented by the patients of private physicians
providing health care to the gay community and other communities
in order to seek interventions that can prevent the development
of full blown AIDS in those at risk.

It will conduct controlled trials of promising
interventions in a large group of human volunteer subjects and
design protocols from the perspective of the patient. The CRI
will also expand the number of experimental protocols under
study, including alternative treatments and areas of research
which might otherwise be neglected and are being neglected
because no financial incentive exists for pharmaceutical
companies.

Other activities of the CRI will be to provide an
opportunity for both community physicians and their patients to
contribute to vitally important research efforts, to monitor the
results of private physicians' treatment of persons with AIDS or
ARC using available drugs and natural substances such as lipids,
to help to define directions of research and to serve the
community with the latest data, and when appropriate to
facilitate the formulation of guidelines for the day-to-day
management of PWAs.

In general, the CRI will take the initiative to pursue
any research and conduct any other activity which may contribute
to the effort to learn about and eradicate AIDS.

The CRI represents a unique phenomenon. It is historic
in two respects. It is the first time in history that people
with a disease took the initiative to organize research to find a
solution to the disease. When we embarked on our pentamidine
trial it represented the first large scale trial in America to
use community physicians to collect data to be used toward FDA
approval.

In the packets which I believe the staff is going to
distribute to the Commission, you will find the list of
individuals comprising the various components of the CRI. Our
Board of Governors which meets weekly, includes Dr. Mathilde
Krim; Virginia Apuzzo, Deputy Commissioner of Consumers Affairs
for the State of New York; Dr. Bihari and Sonnabend as well as
Michael Callen, a person with AIDS.




As you will read in our packet, our Scientific Advisory
Committee which generates and reviews ideas for research and from
which principal investigators are drawn for our studies includes
some of the leading scientists involved in AIDS; Dr. Donald
Armstrong, Chief of Infectious Diseases at Memorial Sloan-
Kettering; Dr. Donna Mildvan of Beth Israel Medical Center; and
Drs. Michael Lange and Donald Kotler of St. Luke's-Roosevelt,
among others.

our Institutional Review Board (required by law
whenever research is conducted on human subjects), and about
which you will hear more from Carol Levine, includes seven
doctors, two professors of law, religious leaders as well as
people with AIDS. I can confidently say that no other IRB
considering protocols about AIDS is as committed to protecting
the interests of subjects and to guaranteeing the equitable entry
to trials as our IRB is.

Included in your information packet is a list of 80
physicians who have private practices in New York City which
include people with AIDS and ARC. These names represent the
participating physicians who will submit patients for our
clinical trials and who will cooperate in executing the protocols
and providing the data for collection and analysis.

The CRI has only been in existence since May of 1987,
but we already have five major clinical trials approved by our
IRB and underway. We also have other important projects in
progress.

The CRI appears to be increasingly attractive to
pharmaceutical companies for carrying out the trials of their
drugs. Our belief that we can do it quicker, more economically
and better, seems to be shared by pharmaceutical companies.

Lyphomed, one of the manufacturers of pentamidine is
funding a 200 person trial at the CRI which is already in
progress with Dr. Sonnabend as principal investigator. This was
the first trial to be approved by our institutional Review Board.

The 200 people with AIDS in the study are receiving
either 100 or 150 milligrams of aerosolized pentamidine weekly as
prophylaxis against pneumocystis carinii pneumonia or PCP, the
number one killer of people with AIDS. The subjects will receive
the drug for one year at no cost. The cost of the entire trial
will be just under $400,000.00, which includes $43,000.00
contributed by the pharmaceutical company toward general
operating expenses of the CRI. '

Now that this trial is on its feet, we have been
approached by both pharmaceuticals who manufacture pentamidine,




Lyphomed and Pfeizer Corporation, with offers to pay for a 500
person clinical trial for people with ARC who are at risk for
PCP.

Ortho Pharmaceuticals is paying the CRI to study its
drug, erythropoietin in a small trial. The study, which is
underway, involves patients who are anemic either associated with
the use of AZT or as a direct symptom of AIDS. The subjects will
be drawn from the practices of Drs. Barbara Starrett and
Nathaniel Pier and Dr. Starrett will serve as principal
investigator.

A third trial approved by our IRB is Dr. Donald
Kotler's protocol to test the efficacy of a therapy for
cryptosporidiosis, a devastating disease, which involves the
ingestion of cows' milk containing large amounts of antibodies as
a result of infecting the cow with cryptosporidium. Seven
patients from the practices of community physicians will be
studied. Bristol Myers is paying for all the costs of this
trial.

Our fourth trial is currently enrolling subjects. It
is a comprehensive study of AL-721 about which I will tell you
more in a moment. A parallel study of intravenous administration
of lipid which is being done nowhere else, will be considered at
our IRB meeting this Thursday.

A fifth trial which will cost approximately $.75
million has already been approved by our IRB and is about to
begin. DuPont has chosen the CRI to conduct its first trial of
Ampligen in people with full blown AIDS and will pay for the
study. The protocol which was submitted to our IRB by Dupont
originally excluded women and IV drug users. A clear example of
our IRB's concern for equitable entry to trials is its stand to
approve the trial only on the condition that the study be
expanded in the number of participants to include women and IV
drug users.

In spite of the increased costs to the company, Dupont
agreed to the conditions. This promising drug will require three
one-half hour infusions each week for the 50 participants.

An extremely important project for which the CRI is
ideally suited is our informal monitoring project or Lange
Project, so named for Dr. Lange who helped to formulate it.
Critical information about the hundreds of patients perhaps
thousands who may or may not be improving on substances which
they are currently using, like AL-721, Dextran sulfate, WOB
enzyme, or DHEA is falling through the cracks.




I am personally using these substances as well as
others and am very anxious to know whether these substances are
helping me.

. our current Antabuse monitoring project will be
expanded to include other substances using a generic data
collection form for computer inputting. Dr. Bihari has drafted
the design for the antabuse monitoring which should establish
whether clinical improvement and increase in T4 count occurs when
patients take antabuse, a prescription drug for control of
alcoholism.

The name Community Research Initiative should say it
all. This the AIDS community, all people affected by AIDS taking
the initiative to contribute to research responsibly. This
community is not prepared to roll over and die.

This community watched and waited as Dr. Robert Gallo
published in the New England Journal of Medicine in November of
1985, a report on in vitro findings that AL-721 appeared to be a
promising candidate for further research especially in light of
its nontoxic nature and ability to inhibit the AIDS virus. This
community watched and waited as two years passed with absolutely
no follow-up to Dr. Gallo's recommendations.

Years passed, people died, and zero research was
conducted by the government. At the same time a tiny company
with a very inappropriate name of Ethigen formerly Praxis,
claimed a patent on AL-721 and kept all other manufacturers from
supplying it but refused to make it available without medical
claims, as they could under FDA regulations, while simultaneously
pursuing drug approval.

In the meantime, people with AIDS were traveling in
wheel chairs to Israel to get AL-721, just as they were traveling
to Mexico to get Ribavirin, as I did. This community stopped
waiting for the government or the so-called patent holder to
move. This community moved. We organized an effort to make AL-
721 available by whatever means possible.

Brave people with AIDS like James Perez, a very close
friend covered with lesions, used his last ounce of energy on
this earth to produce the egg yoke extract by a labor intensive
and dangerous acetone extraction process. 'With people with AIDS
assuming the risk of Ethigen suing for patent infringement,
manufacturers were found to provide the substance.

Thousands of people are now taking AL-721 because this
community took the initiative and still we do not know the degree
to which or even whether AL-721 works. The CRI has embarked upon
a study of AL-721 involving dozens of blood parameters to
quantify its antiviral and immune-modulating effects, if any, at



various dosages. The étudy, by the way; is being paid for by
money raised directly from community -- people taking action
against AIDS,

I cite the example of AL-721 to illustrate two critical
points: one, that people with AIDS should not and will not wait
until the cumbersome, time consuming process of FDA approval is
complete, especially with non-toxic substances which may help but
can't hurt; and two, that meaningful research cannot be delayed
on any substance which may prove to be effective alone or in
combination with other drugs to work against AIDS.

On the one hand we have a research establishment which
is slow and often misguided, ignoring potentially important
interventions. At the same time we have an FDA which stands as
an obstacle to people with AIDS getting as yet unapproved AIDS
drugs.

The CRI provides an answer to the two part problem I
have been describing. Large numbers of people with AIDS and ARC
will be receiving drugs which they could not otherwise access
while they are contributing to data about those drugs by
participating in controlled studies.

We hope that New York City's CRI will serve as the
prototype for many CRI's in other cities with large populations
of PWA's., We are anxious to export the concept of community-
based research to other cities and have prepared how to packets
to facilitate other communities in starting up their own CRI's.

Dr. Krim has convinced AmFAR to fund a program to
support CRI's and provide seed money to create CRI's in other
cities. This program is called CARE - Community AIDS Research
Endowment.

Finally, I cannot stress too strongly that the research
conducted by the Community Research Initiative is just as
legitimate as anything done at the National Institute of Health
or anywhere else. Our data is just as meaningful and our methods
at least as correct.

For instance, the protocol for our 200 person trial of
aerosolized pentamidine was submitted in advance to the FDA for
their approval of the study design. Our data will be analyzed
with the data from the San Francisco General Hospital Study with
Dr. Bruce Montgomery as principal investigator. Our combined
results will contribute to a faster approval of pentamidine in
this form and establish the effective dose.

Professor Peter Duesberg, who will be speaking before
the Commission a little later today, made a very amusing slip of
the tongue recently. After a public forum sponsored by the PWA
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Coalition, he approached a person from ACT UP who was wearing a
button which read "Silence Equals Death,"” but he mistakenly read
it aloud with is charming accent, "Science Equals Death."

We cannot allow science to equal death. We must insist
that research proceeds expeditiously and properly, exhausting
every lead.

We have a responsibility to do it right. We have a
responsibility to those we have allowed to die, like my lover who
died in my arms this month, and we have a responsibility to those
that still have a chance to live. I guarantee that the CRI will
accept the responsibility of doing its part in finding a
solution if one is possible to find. And I guarantee as well
that people with AIDS will hold us all accountable to provide the
very best that we are capable of, because that is precisely what
it is going to require.

Thank you for hearing my testimony. I would now like
to introduce Dr. Sonnabend who has a few remarks.

DR. SONNABEND: I am grateful to have this opportunity to
tell you something about the Community Research Initiative and
how it particularly can contribute to the development of
effective treatments against AIDS.

Of the many emergencies that comprise the AIDS crisis,
the need to develop effective treatments is maybe the most
pressing and it is in this area that the CRI can make a
significant and special contribution. The need to rapidly
develop effective treatments means that we have to test many
different treatments and combinations of treatments
simultaneously. This is going to require access to a large
population of patients with AIDS and AIDS-related conditions as
well as, of course, an appropriate administrative structure that
will enable the trials to be conducted in a proper fashion, the
data to be gathered efficiently and the analysis done well.

Tom Hannan has just described something of the
structure that we have in place in order to conduct trials in
this fashion. The Community Research Initiative can tap into the
practices of physicians who are providing care to individuals
with AIDS in the community and this is how the CRI really
started. It started with the idea that physicians here in New
York City with large practices who see people with AIDS could
provide a great resource for doing treatment research.

We realized very early that the group of patients in
these practices are largely white gay men., Our Institutional
Review Board at its second meeting -- this is almost a year ago
-- addressed this issue of equitable entrance into treatment
trials for all people with AIDS. I think this illustrates
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already a responsiveness 'and responsibility that is an advantage
== I think peculiar to a community-based research endeavor in
contrast to research that is conducted in medical centers.

One only has to look at the demographics of the large
multi-center AZT trial to see this contrast. There were
virtually no women, no black men who were enrolled at any of the
study treatment centers.

As a community-based organization sponsored by people
with AIDS, the CRI is particularly sensitive to their needs. The
importance given to the issue of equitable entrance is not the
only example of this sensitivity. The issue of pneumocystis
pneumcnia prophylaxis and the use of placebos in critically ill
individuals are two.further examples.

As Tom Hannan said, pneumocystis pneumonia is the most
frequently occurring opportunistic infection that is seen in
AIDS. This infection is almost definitely preventable although
the kind of data that is needed in order to prove efficacy has
yet to be obtained. It is of course, of great importance to
obtain this kind of proof of efficacy.

It is also important that people with AIDS are not
denied access to an intervention that will most probably prevent
pneumocystis pneumonia even while trials establishing efficacy
are underway. The CRI is meeting both these needs; the need to
do a controlled trial and the need to provide patients with
access in other trials to a means of preventing pneumocystis
pneumonia.

As Tom Hannan mentioned, we have a formal 200 person
trial that has been underway since the beginning of the year.
This is a formal study of the effect of aerosolized pentamidine
in preventing pneumocystis pneumonia. As Tom Hannan mentioned,
the data obtained from this study which will last for a year will
be combined with the data obtained from a similar study that is
underway at the San Francisco General Hospital in providing
evidence regarding efficacy and longer term safety of this
particular intervention.

Now at the same time as conducting a systematic study
on PCP prevention, the CRI when it considers other trials in AIDS
patients has required that PCP prophylaxis is not denied to trial
participants. Of course, this means that the occurrence of PCP
in a particular trial can no longer be used as an end point.

When one is testing a particular drug for efficacy, you can no
longer look at the occurrence of PCP in a placebo group as an end
point in such a trial. This simply means that the studies are
going to be much more difficult to design but certainly not
impossible to design.




I should also point out that the move towards
pneunocystis pneumonia prevention has originated largely in the
community of people with AIDS. I believe it is largely in
response to pressure from this community. It is because of this
pressure that the use of a life saving intervention is now being
offered to more individuals.

In addition, the CRI has shown that the wider
availability of such an intervention off protocol is not
incompatible with the systematic gathering of data that is
required to obtain proof of efficacy. These can be going on
simultaneously. In other words, while we are doing the formal
studies we should not be denying other individuals an
intervention that in all likelihood will prevent them getting
what may be a fatal infection.

On the issue of placebo controlled trials, the CRI is
also responsive to the community of people with AIDS in resisting
the use of placebos in trials where the life expectancy of the
individual may be shorter than the duration of the trial. Of
course, there are places for placebo controlled trials but
critical illness with a short life expectancy is not one of
them.

There are other ways to conduct controlled trials that
do not require the use of a placebo. For example, the CRI is
about to begin a blinded trial comparing two doses of active
lipids analogous to AL-721 and Tom Hannan did say something about
this particular trial.

There is a further advantage that community-based
trials offer in comparison with those conducted in medical
centers. This relates to the fact that people with AIDS who are
trial participants at medical centers are frequently taking
numbers of interventions on their own initiative. This is much
to the dismay of the investigators who are aware that
individuals in their trials are taking substances and are even
resorting to drug testing trying to determine whether or not
these individuals are taking other interventions.

People of course do not admit to this because to do so
would exclude them from entrance into the trial. The CRI trials
are more likely to acknowledge this reality, the reality that
people are indeed taking other substances and to design the trial
around this reality. I believe it is possible to do. There are,
of course some instances in a specific trial, where the use of a
particular substance would make it impossible to interpret the
results. Overall, I believe that it is possible to design the
trial around the fact that people are taking additional
interventions as long as one knows what these are and designs the
study around this.
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The conduct of trials outside medical centers is a
novel approach but it is certainly not unprecedented. Together
with Dr. Krim I founded the AIDS Medical Foundation some years
ago. One of our tasks was to conduct the kind of community-
based research that the CRI is now undertaking. our experience
in establishing an Institutional Review Board and approving and
sponsoring trials in a community setting indicates that such
trials can indeed be successfully conducted.

In fact, many of the CRI IRB members were also members
of the AIDS Medical Foundation IRB and thus have experience in
reviewing community-based trials.

I would like to end on a personal note. I am a
microbiologist and until 1978 most of my professional life was
spent in a research laboratory with some clinical experience
limited to infectious diseases in a hospital setting.

: It is from this background that in 1978 I started to
see patients in a private practice in Greenwich Village in New
York City. Many of these patients were gay men who at that time
already manifested a variety of hematologic abnormalities which
in retrospect were the first and earliest manifestations of AIDS.

Thus, I have had the opportunity to observe this
epidemic from its onset, My views about AIDS have been shaped by
this practical experience of seeing many, many patients with AIDS
from the onset of the epidemic, and also my research background
as a microbiologist.

The view that I have about AIDS is that the causes of
this disease remain unknown. I do not believe that HIV is the
cause of AIDS. In my view, and of course this is not the CRI=s
view it is my personal view, but I will mention it now because I
believe that the premature acceptance that HIV-1, and now HIV-2,
cause AIDS has resulted in a commitment of almost all treatment
resources towards the development of anti-retroviral treatments.
While of course such work on anti-retrovirals has to go on, it
should not go on to the exclusion of other approaches. I
believe that the CRI is less likely to be constrained by the
limitations that have been seen in previous treatment research.

For all the above reasons, I believe that the CRI and
hopefully other organizations similar to the CRI which will come
into being in other cities in the United States, that the CRI
represents a very significant hope for the future in bringing
larger numbers of individuals into a diversity of treatment
trials and it deserves all the help and support that it can
receive,

[The prepared statement of Dr. Sonnabend is included in
the Appendix. ]
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MR. HANNAN: Would the Commission indulge us for a very
brief remark by Carol Levine and then we would be receptive to
answer your questions?

DR. LILLY: Ms. Levine is not a scheduled witness but we
can do that. However, I would like to point out that some of our
most useful sessions are the question and answer sessions, and we
would like to reserve as much time as possible for that.

MR. HANNAN: Of course, I appreciate that. I am
grateful.

DR. LILLY: I would appreciate it if you would make it
brief so that we could move to the questions.

MR. HANNAN: Certainly.

MS. LEVINE: Yes, I will be very brief. My name is
Ccarol Levine. I am Executive Director of the Citizens Commission
on AIDS. I will be testifying before you at another time in
another city on another subject. I am here as a volunteer. I am
a member of the Institutional Review Board of the Community
Research Initiative.

You all, I am sure, know that the IRB system is in
place about 20 or 25 years and is required by Federal regulation
and state law. This IRB operates under all of those regulations
much as other IRBs do. It looks at risk benefit ratio, it looks
at the informed consent process, and it looks at the selection of
subjects. You've heard about that.

Why this IRB is different, you have heard one reason,
and its particular concern with equltable access to trials which
we have discussed at great length. It is also different, I
think, because of the presence on the Board of physicians who
treat people with AIDS and people with AIDS. That has made a
difference in the evaluation of the protocols and in some cases,
changing the requirements and reducing the number of tests, being
sensitive to the burdens of the research even though it is
considered a benefit and it is a benefit to be in a research
protocol.

It also involves additional blood tests and other
interventions. We have been very sensitive to that and the
people with AIDS have made that very, very clear to us. For me,
why do I do this and each of you have heard personal reasons, 1
really have a firm belief that the desire and demand to have
access to clinical research must be channeled in a very
productive way. This is a resource that we must use productively
not only in the hope that it will benefit those individuals who
are in the trials, but that it will lead to generalizable
research for others.
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I have a second belief that is extremely important,
that local community-based efforts should be supported in
research and education on all levels. This immense problem
cannot be solved unless we really deal with communities where
they are.

Finally, a very firm belief based on what I have heard
for seven or eight years that there is no single answer, that
there will be a number of research findings that taken together
will make it possible to treat this disease. This kind of
initiative does help that. It should not been seen in any way as
a substitute for Federal, State and large scale interventions and
initiatives.

It can provide additional important information. Thank
you.

DR. LILLY: Thank you. I would like to start the
questioning with Dr. Lee. I would hope that during the
questioning that we could come to some perhaps slightly more
concrete idea of in what way the Commission can make
recommendations to the Administration that will be of use to you
and organizations like you.

DR. LEE: Thank you, Dr. Lilly. I have three sets of
comments, and I would like the panel to keep them in mind and
then come back to me with your responses.

First of all, your inclusion of active drug addicts in
your research studies, I believe is a bad mistake. For whatever
percentage of drug addicts you have in your trial, you will have
that percentage of completely flawed material available to you.
Anyone who has ever worked with drug addicts knows, especially IV
drug addicts, that they are unpredictable at almost the 100
percent level.

If you have good medical people on your Advisory Board
and you do, I am sure they will dissuade you from including those
people in your trials or collecting data in an unsegregated
manner.

Number two, your community-based research initiatives
are being strongly pumped by NIAID, by Dr. Hoth. We heard a
great deal from him last night about that. He was, as you know,
transferred out of cancer work into the AIDS effort. He is one
of the best people in this country, he is strongly on your side,
and I would hope in the next six months I would hear more
cooperation from your end instead of this constant bashing.

A last comment, you brought up this business of
Ethigen. We heard a very similar thing yesterday from HEM
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Research. The dragging of the feet when one has a drug on tap
for personal reasons, or private reasons, or economic reasons is
something that certainly this Commission wants to address. 1If
there is more detailed material available on this type of
activity we would like to know about it.

One additional thing. The companies that are
supporting you seem to be getting these drugs approved in some
way and giving them to you. We have been told that the companies
are not having any hold up here at the FDA level. Is that true
or not true?

MR. HANNAN: In the context of the controlled trial
there is no hold up. My reference to people with AIDS trying to
access other substances was with regard to products like dextran
sulfate which may not be in a controlled study at this time but
people with AIDS may want to access them.

If I may respond teo your remarks and maybe Dr.
Sonnabend is much more qualified that I, would also like to
respond. I am deeply distressed by your remarks that our trials
would in some way compromised because we include IV drug users.

I am not a scientist and I don't know the details of
how well science is properly conducted. It is not my job at the
CRI to do that. We have a search currently for an administrative
director to replace me who is more qualified with FDA
regulations, et cetera. I am a person with AIDS who took the
initiative to get this started and other people on this panel are
probably much more qualified to respond to your remarks in terms
of the science.

If Dr. Bihari, who is on our institutional Review Board
and Board of Directors were here to respond, he is the Director
of Addictive Services at Down State Medical Center and has on
many occasions, said that there are populations of IV drug users
and former IV drug users who could in fact be the most very
responsible participants in trials.

People in methadone centers, et cetera, who are
anxious. People with this disease have their lives on the line
and they are going to cooperate. There are IV drug users who are
participating in our trials currently and who are coming every
other week as they are supposed to for the pentamidine trial.
Without breathing this pentamidine they are in tremendous risk of
getting pneumocystis pneumonia. We have IV drug users who are
now former IV drug users because they are taking seriously
concerns for their lives. They are taking responsibility for
their lives, perhaps in some cases for the first time.

Secondly, with regard to your feeling that you have
been listening to remarks about the CRI positively which seem to
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be strongly pumped by the NIH, I am very grateful for their
positive remarks with regard to the CRI's activity. 1In fact, we
have met with Dr. Killen on many occasions and he has been very
enthusiastic about a cooperative effort.

If I seemed to be constantly bashing the system it is
because heretofore things have been going slowly. I have
tremendous optimism that the NIH especially insofar as it will
cooperate with the Community Research Initiative, will be making
great progress.

When you refer to Dr. Hoth coming over from the NCI
where he has some experience with a community-based research in
cancer research and Dr. Killen, I am gquite enthusiastic and
confident that we are going make progress hence forth.

My remarks referring to what trouble we are in today
are because things have been so sluggish.

DR. LEE: My life has been spent doing drug studies in
cancer patients. There is not a cancer study anywhere that will
include active drug addicts, because their participation is too
unreliable, and therefore, the data is too unreliable.

What we do is, we will treat these patients "off
protocol," with the drugs or radiation, but we do not include
them in our statistical data. Now, we are in a very difficult
situation. So much needs to be learned about HIV in immune-
compromised, drug addicted individuals. And while I am
sympathetic to your wanting to include them, any complicated
protocol in which active addicts are included will be difficult
to evaluate, at best, especially a small study like yours.

MS. LEVINE: The IRB chose to put the conditions in
this way: the ability to comply with the protocol is a valid
criterion; but that we would not consider simply being an IV drug
user automatically exclusionary. It would be up to the
investigator to determine on an individual basis whether a person
who five years ago was an IV drug user and is no longer, that
person might be perfectly able to comply.

In fact, the importance is the population of the future
will include many people in this category. It is important to
know how these drugs act in that group. I would also like to say
as a fourth year medical student doing my clinical rotations at
Brooklyn Hospital, that I am approached many times by patients
who are not necessarily themselves IV drug users, but who are
diagnosed as having contracted -- who believe they have
contracted AIDS through sexual contact with pecple who had AIDS.

~ Many of these are married women with children. They
cannot afford to tap into the network in Manhattan which can be
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very expensive. They beg me with tears in their eyes after they
have asked me for what arrangements they should make for their
funeral and the disposition of their children, do I not know of
some sort of research protocol that they might not be able to get
into. The desperation and determination, I have seen many lives
turned around by this disease, Dr. Lee.

Many people re-evaluate choices that they had made in
the past that they now view as mistakes and want very much to
live.

DR. LEE: Emotionalism is not a substitute for
evaluating these drugs properly.

MR. HANNAN: Dr. Lee, our institutional Review Board
has some very qualified people, extremely qualified, and serious
consideration entered into the decision to include IV drug users
in the particular trials. I am confident of their decision.

DR. LILLY: I would like to go on to another question.

MR. CREEDON: I would like to comment on it, because I
for one, felt good about the fact that the CRI was including IV
drug users and I would think that there would be some way of
having a statistical method, even though you are including them
you can report results both with them in and out. I would think
there would be a way of approaching it, and I would certainly
urge that you do it if you can figure out a way of doing it
without compromising the study.

DR. LILLY: I would also say that in fact since there
may be possibly differences between the responses of IV drug
users and gay males for example, that it would be a very good
idea to do one's best to collect data on that population.

MR. CREEDON: Absolutely.
DR. LILLY: Dr. ServVaas?

DR. SERVAAS: I am impressed with what you are doing,
because I think anyone of us at the table who had AIDS would
probably be doing the same thing. I really believe that. I
think that we can help you because I understand Dr. Lee, where he
is coming from. We have tested a number of former drug addicts
who are now completely turned around, completely responsible
people who are AIDS, HIV positive.

If you send to the Commission where we reach you, if
you are nationwide, we could help you get these very responsible
rehabilitated former drug addicts who now want to live as you
have pointed out, want to do everything right and have a great
deal of interest and are not going back to drugs.
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