



































AJDS ACTION NOWA, Toronto, OT

AIDS ROCHESTER. Rochester, NY

ANDS FOR AIDS OF NEVADA

ALTERNATIVE TREATMENTS / ONGB NOW!,
San Franclern, CA

AMEJBCAN CIVIL LIBERTTES UNION
OF NEW JERSEY

AMERICAN FEDERA TION OF STATE,
COUNTY & WMUNICIPAL EMPLOYEES,
LOCAL 3211, UC

ASCME DISTRICT COUNCIL 18, Osilend, CA

AR L FVIR HOSPTAL COMMUNITY BOARD,
NYC

EETOCRLEY CITY COUNCR., Berkaigy, CA

BEFOKELEY HIGH SCHOOL NOW

BOOY PORITIVE, NYC

BO0V PORTIVE, Houston, TX

CALFOMMA PEACE & FREEDOM PARTY

CHARL OTTE HIV/AIOS NETWORYX,
Port Certafte, FL

CENTRAL CITY AJD8 NETWORK. Mion, GA

CENTRAL NEW YORK HIV CARE NIt TWORX,
Syrecuwe, NY

COMMUNITY BOARD NO, 3 MANHATTAN,
NYC

COMMUNMITY HEALTH PROJECT, NYC

ODWNTOIWN UMITED PRESBYTERMN
CHURCH, Rochester, NY

EARLY ADVCICACY & CARE FOR HV
PROGRAM, San Frewiam, CA

CAST BAY LEABIAN/GAY DEMOCRATIC CLUB,

Osudiand, CA
EAST GAY NOW, Ogidand, CA
EAST END NOW, Kempten Bays, NY
EPSCOPAL DIOCESE OF ROCHESTER
THE GALAR PROJECT, Piiadadnhia, PA,
GAY ALLIANCE OF GENESSEE VALLEY,
Rochmster, NY

ACT UP / Atarvin

s a5 0f April 28, 1994 = =

GAY & LESSIAN AMERICANS, USA

OAY & LESSLAN AESCLIRCE CENTER OF
VENTURA COUNTY, CA

GAY HUMAN RIONTS LEACUE/QUEENS
COUNTY, NY

GRAY PANTHERS OF 8ERKELEY

GRAY PANTHERS OF SAN FRANCISCO

GREATER HOUSTON AIOS ALLIANCE
Houston, TX

QFREEN PARTY US A

GREEN PARTY OF ALEMEDA COUNTY, CA

GOOT) SAMARITAN PROJECT, Kermam Clty,
MO

GULT STATES HEMCPISLUA CENTER,
Hausston, TX

OULF CQAST LEGAL SERVICES, Hauston, TX

HAIGHT ASMERIRY FREE CLINICS, INC,
Sen [Franciaco, CA

HIGH HCHOOL HIV/AIDS RESOURCE
CENTER, NYC

IBETRIC AMERICAN ACTION LEAGUE,
Rochastar, NY

JEFFREEY GOOOMAN SPECIAL CARE CLINIC,
Los Angeles, CA

LATING) HEALTH INSTITUTE, Bowlon MA

LATINGs/as CONTRA SIDA. Hartford, CT

WMIDOLS! EAST CMALOREN'S ALLIANCE,
Oedend, CA

METROPOLITAN COMMUNITY CHURCH
OF 84N FRANCISCO

MOBILLZATION AGAINST AIDS

NATIONAL GRGANIZATION FOR WOMEN
- NYC Chapter

NORTIIRN LIGNTS ALTERNATVES, NYC

NORTIRIAST OHIO CQALITION FOR
NATIONAL HEALTH CARE, Cleveland, OH

OAKLAND CITY COUNCA,, Ouidwrxd, CA

ORLEANG COUNTY AIDS TASK FORCE, NY

m nt {for The AIDS CURE PROJECT

OO0 AIDS COAL/TION, Calurrdnre, OH
PEACE & FREEDOM PARTY
OF ALEMEDA COUNTY
PEOPLE WITH AJDS COALSTION, Batimore, MD
PREQPLE WITH AJOS CQALSTIOR, Housttn, TX
PEOPLE WITH AIDS CQALITON
OF MINNEBOTA
PEOPLE WITH AIDS COAL/TYON
OF NEW YORK, NY
PEOPLE WITH AID8 COALITION,
Provirostown, MA
PEOPLE WITH AIDS COALITION
OF TAMPA BAY, FL
THE AHOENIX SHANTI GROUP, Phoarit, AZ
PRAJECT RETURN FAMNDATION, NYC
THE RAINBOW CENTER, Mscan, GA
REPURI ICANSE FOR INOATOUAL FREEDOMS,
Atlants, GA
ROCHES TER AREA TASK FORCE ON AIDS
ROCHESTER AIDS INTERFAITH METWORK
ROCHESTER FAMILY SERVICE, NY
ROCHESTER PEACE & JUSTICE EDUCATION
CENTER
RUTH HONE, ANC., Suffaio, NY
8AN FRANCI8CO BOARD OF 8 L(FERVISORS
SOCIAL JUBTICE FOR STREET YOUTH,
San Francieoo, CA
STRONG MEMORIAL HOSPITAL,
Rochesier. NY
THURSOAY™S CHRLD, INC.
Westtwmpdon Bewch, NY
WOMEN (N CRISIS, NYC
WOMEN'S HEALTH EDUCATION PROVECT,
NYC

ACT UP / Cleveiand
ACY UP / Framno
ACT UP/ \daho
ACT P/ LadinvBle
ACT UP / Now Haven
ACT UP / Rochestir

ACT U/ Asstin

ACT UP/ Cahsrtia

ACT UP/ Gainesvitie
ACT UP/ Rhars

ACT UP/ Madhun

ACT UP / New Ortearm
ACT UP / 8an Diego

ACT UP/ Wedt Peim Beach

ACT UP / Bl wore
ACT UP / Dufins

ACT UP / Golden Gate
ACT UP / Kallua 4ona
ACT UP / Miamd

ACT UP/ New Yark
ACT UP / Goqin

6

ACT UP { Bowtan
ACT UP / Dwrtver
ACT UP / Gulf Coast
ACT UP / Kanses City
ACT UP / Mitvmadkon
ACT UP / Phitadelpraa
ACT UP / Shrevepart

ACT UP / Westwwn New York

ACT UP / Chicego
ACT UP / East Bay
ACT UP / Houetoe
ACT UP ! Loe Asguirs
ACT UP / Miswresots
ACT UP / Rhoda istand

ACT UP/ Winhbsgion, DC












10

The reporting and discussion of the basic science of AIDS research is currently conducted at
meetings around the world throughout the year, including the International AIDS Conference,
Gallo Conference, Keystone Conference, AIDS Clinical Trials Group Meetings, Biological
Response Modifiers Meetings and the Antimicrobial Agents in Chemistry Conference, to name
only a few. Researchers in one field, eg. molecular biology, usually do not attend conferences
in other fields, i.e., virology; researchers from related fields whose work may be relevant often
do not even attend conferences focused on AIDS.

Basic science research has minimal coordination even within one institution in the U.S., let alone
within the country or across the world. Since the complexity of AIDS requires that a diverse
group of scientists, including immunologists, virologists, molecular biologists, biochemists,
nutritionists, herbologists, etc., interact on a regular basis, a central location is essential to
facilitate the cross-fertilization of ideas. The inclusion of sophisticated global
telecommunications equipment will allow affiliated researchers from around the world to be
contacted quickly for the dissemination and sharing of information and ideas.

2. Will researchers be willing to relocate to be part of the Project?

Currently many scientists do exactly this -- sometimes for better pay, more opportunity, or to
be part of more interesting research projects. It is not unusual for scientists to seek out visiting
professorships, post-doctoral fellowships and the like, which can require several years of
commitment. One year sabbaticals are common, with scientists moving their families to other
parts of the country or to another part of the world. For many scientists, the opportunity to
focus their work in a concerted effort and to dialogue with other creative minds, using the best
equipment and facilities available, would be extremely enticing.

In the past, scientists have even been willing to relocate under trying circumstances. During the
Manhattan Project, for example, entire families were moved to a central location which, for
security reasons, was physically remote (a precaution not needed for the AIDS Cure Project,
which would be located in an area with a high incidence of AIDS). Living conditions were
strictly regulated: people were put under surveillance, their travel restricted, and so on.
Similarly, during the Apollo project, "When the Space Task Group in Hampton, Virginia was
required to move to Houston, Texas, here was a reaction: ’I was so upset about going to Texas.
I wouldn’t even let them send me the free subscriptions to their goddanged newspaper. It was
my intention never to go to Houston.’...[In the end]...Houston it was, and off they went, 700
engineers and their families. Almost everyone in the Space Task Group did ." [Murray, C. and
Cox, C.B., Apollo, The Race to the Moon].

Robert Oppenheimer had similar experiences when recruiting for the Manhattan Project.
Travelling across the country, he relied on researchers’ "sense of interest, the urgency and
feasibility of the Los Alamos mission. It aroused great misgivings because of the very severe
restrictions...But there was another side to it. Almost everyone realized that this was a great
undertaking. Almost everyone knew it was an unparalleled opportunity to bring to bear the basic
knowledge and art of science for the benefit of his country. Almost everyone knew that this job,
if it were achieved, would be part of history. The sense of excitement, of devotion...in the end
prevailed." [Stoff]. Surely this would also apply to the task of finding a cure for AIDS.
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3. Is such a facility feasible in terms of the time and money it would take to create?

Existing AIDS research facilities most likely could not physically support the AIDS Cure
Project. More importantly, these facilities do not have the needed equipment for research and
communications, and have no priority for obtaining it. While it will take time and effort to
build the laboratories, office space and communications facilities needed, this can occur in
parallel with the planning and recruiting for the project.

Quick construction is possible: "In mid-November 1942, Los Alamos was little more than a
large ramshackle main house and a group of log cabins set among the poplars just below the
timberline. By July 1945...more than 4,000 people -- mostly scientists, engineers and their
families were living there." The Pentagon, intended as a "temporary structure” was built in
only 16 months. It has an outside circumference of one mile, the world’s largest telephone
system, and a staff of 32,000. It follows that physically creating a central facility for the Project
is feasible within a short amount of time.

Research spending for AIDS in the past decade has been roughly $3 billion. Compared to this,
the Apollo Project cost $94 billion in 8 years, the Osprey (a vertical take-off aircraft)
optimistically budgeted at $22 billion, will more likely cost 3 to 4 times more, and the "Star
Wars" program currently costs $4 billion a year. A fraction of these funds could find a cure
for AIDS.

The Project would require adequate funding and the same top purchasing priority that the
Manhattan and Apollo projects enjoyed; that is, the Project would receive the first specialized
machines out of manufacturing lines, and would be the first to get the raw and semi-worked
materials it needs. This type of priority can only work for a "project” with an intended goal,
a project which will terminate after the goal is achieved. It cannot be employed indefinitely by
any "institute".

In truth, it is neither feasibility nor cost that is the issue. If the U.S. government could find the
funds for the Manhattan and Apollo projects, and for the war in the Persian Gulf, to "serve the
national interest”, it can do the same to find a cure for AIDS, which is most certainly in the
national interest. All that is missing is the will and the vision to make it happen.
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2c. All primary research staff and administrators shall be financially compensated only
by the Project and may not have conflicts of interests with private organizations
(including but not limited to universities, pharmaceutical companies, private
research organizations, etc).

"The pharmaceutical industry is criticized for spending money on promotion.
What is promotion? It involves sending young scientists and clinicians to national
meetings to present research, giving textbooks to residents and medical
students...[funding] scholarship endowments for clinical investigators, [and]
subsidy of clinical journal publication...Most importantly, it involves paying for
the vast majority of basic and clinical research in U.S. medical centers. This
results in the training of graduate students, post doctoral fellows, clinicians...and
the creation of a forumn for the pharmaceutical industry to carry out its clinical
studies." - Richard Blackwell, M.D., Univ. of Alabama

Perhaps no other provision of the AIDS Cure Project raises as many eyebrows as the strict
conflict of interest regulations. Yet it is this concept that is at the core of the Project; without
it, the Project would be doomed to failure, as was the "War on Cancer" in the 1970’s.

Conflicts of interest in biomedical research have always existed on some level. Government-
funded researchers are often consultants, employees or even heads of companies developing
major pharmaceutical products, or are large shareholders. Yet, they do not disclose their
financial interest when submitting papers for publication or when presenting their findings at
professional conferences. These papers often demonstrate the superiority of their product or
technique over competitors.

But this is only part of the problem. After attending training sessions given by a pharmaceutical
company, researchers appear at research symposia, also often supported by that same company,
to present the latest information about an illness and the company’s treatment. A well-respected
researcher can eam $2,000 for a 45-minute presentation, and be booked many times a year
across the country. Several major researchers eam up to $100,000 per year for such work.
Some researchers have become identified as proponents for a particular drug, while receiving
fees from the drug’s manufacturer.

Another example includes the large number of clinical newsletters, AIDS and otherwise,
published by not-for-profit medical foundations, yet funded by major pharmaceuticals. The
editors of these publications, often prestigious university-based researchers, can eam $2,000 per
issue. Clinicians-can eamm $1,500 for a published article.

There are no requirements that researchers disclose these relationships, and it is questionable if
such disclosure would be sufficient to guarantee objective research. We propose that, as in other
areas of government, it is essential that there be no conflicts of interest, to avoid the continuation
of a basic science research agenda for AIDS that superimposes the desire for future
pharmaceutical profitability on the decision making process for research priorities.

Therefore, strict conflict of interest regulations will be applied to the primary research staff,
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people with AIDS and HIV from diverse communities will be in the majority to insure that
Project staff are ultimately accountable to people directly affected by the course and outcome
of the research. Council members will step down and be replaced by new members on a regular
basis.

The Council will set policy for and oversee research priorities. It will develop guidelines for
and oversee the hiring of primary research staff, ensuring both high quality (scientific credentials
and experience) and a diversity of disciplines and perspectives. While certain staff will have
pursued specific AIDS theories, this cannot be a necessary prerequisite for hiring; indeed, it will
be important to have some primary research staff members who approach the subject freshly.
The Council will have the power to create new research positions when necessary and to remove
scientists from their positions after due process and appropriate review of their work.

The Council will be charged with evaluating the work of the Project, as well as the pace of the
research, to insure that it matches the urgency of the epidemic. Initially, and throughout the life
of the Project, the Council, in cooperation with the primary research staff, will solicit and
evaluate all new theories developed outside the Project. It will direct the Project scientists to
evaluate and respond to deserving proposals and to devise new research plans where desirable.

The Governing Council will adopt strict, detailed codes governing medical ethics and conflicts
of interest (according to 2c) and will monitor compliance with these codes. Project scientists
will report directly to the Council about the progress of their work in a manner to be determined
by the Council. The Council will report directly to the President about the progress of the
Project.

Council meetings, including those at which all decisions are made, will always be public and
will be held at least quarterly, with time allotted for public comment. In addition, the Council
will hold an annual public hearing on its priorities and progress. A complete report of the
Project’s goals and accomplishments will be updated by the Council, submitted to the President
and released to the public at least once quarterly. The Council will evaluate its structure and
process at least once per year and make changes which allow it to function more effectively.

2. The Coordinating Committee

In addition to an overall Governing Council, there must be day-to-day leadership in the Project.
It cannot be governed by research bureaucrats or a single person who might create an entrenched
research agenda. Therefore, the community of scientists selected for the Project will elect three
of their members to serve as the Coordinating Committee for the Project, and determine whether
these positions should be permanent or rotating. It is here that the AIDS Cure Project must
differ from the structures and process of military projects such as the Manhattan and Apollo
projects. The development of an AIDS cure requires an open and cooperative research
environment with scientists from different disciplines and perspectives interacting in a creative
and free manner yet focused on a set of shared goals.

The Coordinating Committee will be responsible for facilitating communication among the
different scientists working on the Project, for evaluating the progress of its work, and for
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Many researchers have, however, presented information on the pathogenesis of AIDS,
including theories of autoimmunity (the body’s tendency to attack its own tissue after
seroconversion, whether of not HIV is directly involved), apoptosis (programmed cell
death that seems to occur more extensively in people with HIV), the presence of a
superantigen, chronic inflammation of mucosal tissues (including the gut, rectum,
vagina, nasal passages, mouth and throat), the role of cytotoxic T-lymphocytes in
suppression of HIV, cytokine disregulation (people with HIV have elevated levels of IFN-
a, IL-6, TNF, and IL-10, to name a few), and effects of HIV on the endocrine system
(particularly with regard to cortisol and testosterone levels).

All these hypotheses must be studied in depth, in order to determine their role in
damaging the immune system. Such research is not now pursued by the NIH unless it
appears likely it will lead to a marketable drug.

2. Theories about co-factors which may precede, activate or even substitute for HIV
in the process of immune system damage leading to AIDS.

Up until now, the sparse research on co-factors has clustered around a very few viruses
(CMV, EBV, HHV-6), and has not even been adequate to establish or disprove these
theories. Still to be adequately explored are the role of several micro-organisms for
which strong presumptive evidence has been developed: other viruses (hepatitis-B,
African Swine Fever virus); mycoplasmas; bacteria (those causing syphilis and
gonorrhea); yeast (Candida); and parasites (malaria, amoebiasis, giardia). Investigations
must also be done of the possible immuno-suppressive role (suggested in numerous
non-AIDS studies) of many medications for the above conditions, several of which are
common in the medical histories of people with AIDS and HIV.

Likewise, further work must be done on the potential role of recreational drugs
(including alcohol) in progression. A huge area with substantial - but usually small-scale
and uncoordinated - evidence for co-factorial role are micro-nutrient deficiencies. Given
the widespread use of nutritional interventions by people with AIDS and HIV, nutritional
research must be included in the Project. Current evidence also suggests a possible role
for several chemical and heavy-metal toxins (including cigarette smoke) which must be
explored. Finally, a vast body of knowledge grouped under psychoneuroimmunology -
some of it now specifically based on people with AIDS and HIV - demonstrates
connections between psychological stress, lack of social support, and immune
compromise, and must also be studied.

Equally important as exploring each individual theory will be the integration of these into
proposed interactive models. This multi-disciplinary, integrative approach, so rare in AIDS
research, may hold the key to devising the most effective curatives. Here, too, diversity in
approach should be the guideline in hiring staff and setting priorities. Examination should be
given to the full spectrum of pathogenesis theories, from those maintaining that HIV is the sole
and sufficient cause to those considering HIV a primary cause together with co-factors to those
believing that HIV does not necessarily play a causative role.
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Diversity of perspective should also be applied to methodology. Theories should be developed
and tested through both laboratory experiments and epidemiological research, including careful
examination of existing medical records of people with HIV and AIDS. Another key method
involves epidemiological and blood studies of long-term survivors from diverse populations to
attempt to isolate the factors that have sustained them. Overall, so-called "subjective" evidence
- i.e., asking people with AIDS and HIV and their care providers what factors they think may
be playing a role, and how the factors may have interacted - should be collected to supplement,
and possibly help to synthesize, the more "quantifiable” data.

International cooperation must also be maximized, meaning both the open-minded consideration
of hypotheses and results obtained in other countries, and the implementation of an aggressive
effort to recruit the best and brightest researchers from other countries. This could include
agreements by another country to reassign particular researchers to the Project for an indefinite
commitment. But since speed is of the essence, the Project’s progress would not await the
conclusion of such intemnational agreements.

3b. The Project’s study of AIIDS pathogenesis and manifestations must focus on all
populations of people with AIDS and HIV. Equal consideration shall be given to the
differences between these populations as to their similarities or "norms." This
includes women, children, gay men, lesbians, people of color (of various affected
national-cultural groups), injection drug users, prisoners, hemophiliacs and people
with inadequate medical care and/or nutrition.

The inclusion of a diverse range of people in AIDS research, and a focus on the differences
among them, is basic to sound scientific research. It is not just a vague call for inclusion nor
an attempt to deal with what some have called "social issues." In fact, almost all research on
AIDS thus far has focused on white men, most of them gay. Conclusions drawn from this
research are generalized to all people with AIDS.

This cannot continue if we are to unravel the complexity of AIDS pathogenesis and develop a
cure that will be usable by all affected people. Despite the dearth of scientific research on
diverse groups of people with AIDS, the little we do know points to significant differences in
not only the manifestations of AIDS, but also in immunological markers and routes of
transmission.

For example, while it is generally believed that there is a direct relationship between CD4-cell
depletion and the occurrence and severity of infections, differences in that relationship have been
found for different groups of people. People with hemophilia, as a result of years of infusions
of other people’s proteins in their clotting factor, have lower T-cell counts in comparison to
other people. Yet, they are less likely to get opportunistic infections at these low levels
compared to non-hemophiliacs with HIV.

Healthy children have higher CD4 counts than adults, yet infected children deteriorate more
rapidly than adults; 20% die within the first year after birth. And, we know virtually nothing
about normal CD4 counts in women or about CD4-Cell depletion and severity of illness in
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women. We do know that compared to HIV negative women, HIV positive women with
invasive cervical cancer have lower CD4 counts and are more likely to die. Yet, their CD4
counts average around 340, while 200 CD4 cells is considered the marker of severe
immunosuppression.

With regard to infections, cervical cancer is one manifestation of AIDS in women which of
course does not appear in men, bacterial pneumonia is more common in former and present
injection drug users, and proportionately more women than men get MAI.

Finally, even the possibility of HIV transmission appears to be related to overall health at the
time of exposure - a European study found that, with good prenatal care, the rate of perinatal
transmission was only 15-20% without pharmaceutical interventions, compared to the findings
of 30-50% in the U.S.

Routes of transmission can also affect the course of disease. A recent report showed that white
babies with AIDS suffer more and earlier oral symptoms than black infants; researchers suspect
the difference may be linked to whether the mother was infected through vaginal intercourse or
injection drug use. Most importantly, differences in route of transmission may be crucial in
finding a cure usable by all people. Most vaccines currently being tested are designed to confer
humoral immunity (immunity through the blood stream). Yet HIV is found in the mucosa and
humoral vaccines do not confer mucosal immunity. This may be especially significant for women
infected vaginally since HIV has likely entered the body through the mucosa.

Each of these differences, and the many more which undoubtedly exist but remain unresearched,
indicates that the inclusion of diverse populations and a focus on their differences is the only
way to understand the complexity of AIDS.

Je.  Curatives ultimately released due primarily to project research shall not result in
financial gain to any private organization, and shall be made available to all affected
people regardless of ability to pay.

"Industry representatives say they are in the business of making medicine and making
money, and that it is for society to decide, through its government, what social needs
should be met. If society wants drugs for rare diseases or vaccines for public health
programs or medicines for Third World countries, then it is for society to find a way to
pay for this work. People should not expect a private industry to do it for them, they
say." (Drake, Donald C. and Uhlman, Marian. "'Me-too’ drugs boost profits", The
Tampa Tribune, Feb. 93)

The key phrase here is, "due primarily to the Project’s research." That is, any curatives
developed by the Project, resulting exclusively from its own work or work begun by a private
company and completed predominately by the Project, should not create opportunities for private
gain. The same logic applies to the use of existing pharmaceutical facilities for production of
promising curatives. Since just compensation will be provided, it is reasonable that the affected
company should not reap gains from Project-supported research.
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Conversely, this provision will in no way prevent private companies from continuing to see
profits from compounds developed on their own, even if AIDS Cure assisted in identifying their
usefulness, as long as the company developed them independently and quickly, requiring no use
of eminent domain (as described in 4c).

The principle of no private gain from public financing means that Project-developed curatives
will not be licensed to for-profit companies. This stands in stark contrast to current NIH
practice. Government funded research has led to FDA approval of many drugs, including AZT,
ddl, ddC, ganciclovir, foscamnet and others licensed to private companies, resulting in substantial
profits and exorbitant prices, thus seriously limiting access to those who need the drugs.

Making curatives available to all affected people, regardless of ability to pay, is predicated on
the simple idea that it is immoral to allow people to die because they can not afford to pay for
something which would save their lives. This is in line with President Clinton’s stated intention
to make vaccines available free to all children who have not been vaccinated (some 40%). But
adopting this principle implies nothing about how it is accomplished. That is left for later
determination by Congress, when it becomes relevant.

Keeping financial gain out of AIDS Cure and guaranteeing that a cure be available to all affected
people regardless of ability to pay will not slow basic scientific research nor will it prevent drug
companies from making profits. It will however, ensure that the basic research necessary to find
a cure will be done under circumstances in which saving lives, rather than producing
unnecessary and ineffective products, is the primary motivation. Finally, lack of ability to pay
for a cure will not be a death sentence for someone with AIDS.

4. In order to accomplish its goals, the Project shall have extraordinary powers to:

a. direct the utilization of any and all existing U.S. government funded research
entities and their facilities (such as the ACTG) to clinically test promising cures
developed on the basis of its research and to direct the manner in which such
research shall proceed, including staffing, participants, location and timing. Such
research will be funded by the AIDS Cure Project.

To avoid duplicating the NIH’s efforts in establishing a nationwide program for the testing of
new compounds, the AIDS Cure Project will direct the use of the AIDS Clinical Trials Group
(ACTG) and other clinical trials programs for large-scale testing of compounds identified or
developed by the Project. The Project will design its own protocols and work with these
existing clinical trials programs to develop research designs and methods appropriate to the
Project’s goals, assuring that data gathered by the NIH would accurately reflect the use of these
compounds in the "real world", i.e. all populations and stages of illness. The Project will
provide funding for these clinical trials of its own compounds. The AIDS Cure Project’s goal
is to work cooperatively with these existing programs, albeit free from the numerous roadblocks
described earlier. However, in areas of conflict, the Project will have the power to implement
its goals.
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4b.  The Project shall have extraordinary powers to exercise the right of eminent domain
to:

® obtain from public and private organizations - with just compensation - samples
of all potential curatives and all data regarding their development (including safety
and efficacy data) as well as other information, materials or products deemed crucial
to the Project.

® implement clinical testing for potential curatives owned by private companies,
whether under development or not, only if said companies refuse to either adhere
to an approved time frame (and are forthcoming with their data as such work
proceeds) or to develop their compounds in cooperation with the Project.

® use existing pharmaceutical company facilities (with just compensation) for the
production of promising curatives to be utilized in AIDS Cure research and, if
effective, to produce such curatives in sufficient amounts to be disseminated to all
people needing them.

Research into potential curatives and treatments for AIDS has been hampered on numerous
occasions by the economics of drug development. While the conflicts of interest inherent at the
NIH may result in faster development of treatments sponsored by major pharmaceutical
companies, the self-concern of these same companies can stall or even prevent a drug’s
development. Examples include Abbott’s HIVIG, (the trial of which was delayed by a year
while the company sold the drug to avoid liability problems) and Hoffman LaRoche’s tat
inhibitor, the development of which was stopped for a year while Roche sought a buyer for the
compound.

The AIDS Cure Project must be able to research all potential curatives, unencumbered by the
secrecy produced by marketplace competitiveness. Therefore, the Project will forge a new
alliance with the pharmaceutical industry; an alliance unlike that which currently exists at the
NIH. Rather than allowing it staff to profit from consulting agreements with drug companies,
the AIDS Cure Project will objectively examine patented compounds currently owned by the
various pharmaceuticals, and gauge the company’s development plan. In order to assess the
current state of the numerous drugs being developed or sitting "on the shelf", the Project will
require access to samples of these drugs, as well as data, published or not, relating to them.
Such data will be kept in strict confidence within the Project, although researchers associated
with the Project will have access to such information as deemed necessary.

If a drug company is found to be impeding or halting the development of a promising
compound, the Project will first attempt to work with the company to develop the needed
timetable for research and trials. A company lacking the resources to develop a compound will
have the option of selling the compound to the Project for a just compensation, or allowing
portions of its development to be undertaken by the Project, thereby reducing the company’s
later profits from the marketing of the drug.

If, however, a company refuses to cooperate with the Project by not releasing needed data, or
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pharmaceutical companies, and accusations of collusion between the industry and the federal
agencies set up to oversee it. The pharmaceutical industry also opposed the Food, Drug, and
Cosmetic Act of 1938, claiming that "requiring proof of safety would greatly slow, even
cripple,” research efforts. Yet, the following two decades were a heyday for the industry,
producing dozens of new drugs that reaped profits in the millions.

The pharmaceutical industry (the most profitable legal business in America) claims its high
profits are appropriate because of the high risk research and development work involved. Yet,
a review of historical and recent data shows that these profits, contrary to its claims, are not
based on investments in basic science, but on producing unnecessary variations on already
existing products, on taking the least risk possible (by using research funded largely by the
government or by small companies), and by manipulating pricing so that government attempts
at price controls do not make a dent in their profits.

In truth, the goal of the pharmaceutical industry, and the reward system for its scientists, is not
to find useful drugs; it is to find profitable drugs. Pharmaceuticals spend more than $10.9
billion per year on research and development ($! billion more than the entire NTH budget). But
more than half of that is spent on "me-too" drugs (versions of drugs already on the market).
53% of the drugs approved in the U.S. from 1981-1991 were "me-too" drugs. Only 16%
represented significant improvements over drugs already on the market, and these were not
necessarily for diseases for which new treatments were desperately needed.

Actually, commercially motivated drug companies seldom do the kind of basic research the
AIDS Cure Project will focus on and which could produce a cure for AIDS. The Nobel Prize
in Medicine, given for significant discoveries in basic science, has been awarded to seventy-four
scientists funded by the government, compared to only three who have worked for drug
companies. The existence of AIDS Cure will not threaten industry profits, since their profits
are not based largely on basic scientific research.

To refuse to take the bold steps needed to find a cure for AIDS rapidly because of industry-fed
fears, is a smokescreen. It is clear that when the U.S. had the will to remove roadblocks to
research and development, as in the Manhattan and Apollo projects, it did so swiftly and
broadly. No less commitment from both government and industry is acceptable in the search
for a cure for AIDS.



