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December 30, 1998

YA am’wz

Hon Bruce Reed
Assistant 1o the President
Office of Domestic Policy
The White House
Washington, DC 20050

L .,

Dear My, Regd:

The beginning of a New Year is traditionally a time for reflection, renewal and hope. As
1999 dawns, 1 dlike 1o take this moment to refléct on some of the progress the world has
made -~ and the challenges that remain - in the'quest for a'safe]accessible’AIDS vaccine
for use throughout the world /(56 RgEY oy Tom] SHRAS £ 1 3 oDl e
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¢ Seventeen years inia the epidemic, an AIDS vaccine candidate was finally launched

into Phase 111 clinical trials.

o 1AV released ws Sciemiftc Blueprint for AIDS Vaccine Development and began
implementing its sirategies by investing $9.1 million in two new International AIDS
Vaccine Developmem Parinerships, significantly widening the product development
pipeline. :

o The Wc::rld Bank formed a bank-wide task force with TAV! to consider new financial
mstmmenm to accelerate AIDS vaccine R & D for the world’s poorest countries and
assure their access to a vaccirie once it is successfully developed.

» . The'seeds of national AIDS vaccine programs were planted and began flowering in
South Africa, India and China.

« AIDS va‘cclne R&D C{)mmanded increased attention and resources around the

world 1
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We at 1AVI] are pamcularly proud of cur new Vaceine Deve%cpmem Paﬁnershxps which
webelieve! represent a new:paradigm for. pubhic-private cooperazzon Vaccines are being
created specifically for use in developing countries, with scientists from developing
countries’ (Kénya‘and SouthAfrica) enlisted as full partners in the effort. Moreover, for
the first time, inzeﬂec{uél'prapeny'agreemems have been negetiazed (o help ensure access
to these vaccmes at-a. reasonable prlce m deveiopmg countrles shﬁuld they prove © FET T
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Qrganizationally, IAVE strengthened its staff and broadened its funding base this year,
adding 10 our list of donors the government of the Uinited Kingdom, the William H. Gates
Foundation, Levi Strauss, Crusaid, the Elton John AIDS Foundation, the Belotsky
Foundation, Angel Musi¢, Ltd. and the UK’s AIDS Crisis Trust. We also strengthened
and deepened our partnership with the UK ’s National AIDS Trust.

But 1998 was also a year of great loss. Worldwide, 2.5 million people died of AIDS, and
5.8 mitlion were newly infected. Over 95% of those newly infecied live in developing
countries without access to the antiviral drugs that are prolonging lives in industrialized
countries. We at IAVI suffered a personal loss when Dr. Mary Lou Clements-Mann, 2
cherished member of cur Scientific Advisory Committee, and Dr. Jonathan Mann, an
unyielding defender of human rights, perished aboard Swissair flight 111

Clearly, our %work is far fom done.  While 1998 saw the start of the first efficacy trials,
scientists agree that we will need multiple trials, of multiple vaccine candidates, in many
different parts of the world in order 1o succeed. While IAVID’s funding base grew, we
only had resources to finance two of the six to ten International Vaccine Development
Paﬂnershipsjenvisimed by the Scieniific Blueprint. TAVUs mission is to ensure vaccing
development, and we do not have to launch all of the partnerships curselves; still, the faict
remains thatimany exciting approaches have not yet been funded.

In shost, de‘sfzite all the reasons for hope, the scientific, political and economic hurdles 1o
developing an AIDS vaceine are enduring, as are the challenges of ensuring worldwide
access to a vaccine once it is developed, As we begin the countdown to the Millenium, |
ask that we all rededicate curselves to the goal of developing safe, effective, accessible
HIV vaccines for use throughout the world. We could leave no better legacy for future
generations. *

With my very best wishes to you and your loved ones,

President
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THE WHITE HOUSE
WASHINGTON

MEMORANDUM FOR BRUCE REED
’ CHRIS JENNINGS
DANIEL MENDELSON
LAURA EFROS,

From: Sandra . Thurman 4/
Director

Office of National AIDS Policy :
(2023 456-2437

Date: October 13, 1999

Subject: Resclution by Presidential Advisery Couneil on HIV/AIDS Regarding Pelosi
Vaceine Bill

Attached 35 a copy of a resolutton just appraved by the Presidential Advisory Council on HIV
and AIDS retative to the Pelosi vaccone bill.  They are certainly interested in baving the
Administration supportive of efforts to promote indusiry engagement in vaceine research.
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PRESIGENTIAL

ADVISORY

CounciL ON

HIV/AIDS

736 Jackson Place, NW
Washinguon, OC 28803

Qclober 5, 1699

The following resolution was unanimously adopted by the Presidential
Advisory Council on HIV/AIDS during their 14" meeting on Tuesday
Gctober 5, 1999

RESQLUTION IN SUPPORT OF HLR. 1274

% THE LIFESAVING VACCINE TECHNOLOGY ACT

i
The developmoent, testing, and implemeniation of a vaccine against HIV will
z‘equzﬁ: the coneerted and coordinated effort of relevant branches of the Federal
g{}vcmmcm as well as the strong commibnent of private-scetor industry.
N&memm financial zznpmizmmt& currently  discourage {he phannaccutical
zndzzst:y to participate fully in the genergtion of vacoines aguinst AIDS, malaria,
TB, and other catastrophic mfz:z:iiorm

The Lifesaving Vaccine Technology Act of 1999 (JLR. 1274) would provide tax
credit for qualified resgarch and dovelopment costs assoeiated with gencration of
these vaccines, similar 1o the rescarch and development ercdits which are
currently provided to other types of fechnology. Further, since the vast majority
of HIV., TB-, and malaria-infeeted wndividuals reside in resource-poor arcas of the
world, the Act also requires companics that usc the tax credit to cstablish a good
fanh plan for the widest possible global aceess o any cfficacious vaccine which
mi ay be developed.

Thc Presidentisl Advisory Councii on HIV/AIDS strongly supporis the intent of -
Il R, 1274, and hereby urges the Admunistration to support and work strongly
toward passage of this Act in the Conyress.



Presidential Ad{’isnr}‘ Couneil on IV and AIDS

Stephen N. Abel! DDS

Mr. Terie Anderson

Ms. Regitia Aragon
Barbara Aranda-Naranjo, PhD, RN
Ms. Judith Rillings

Mr. Charles Blackwell

Mr. Nicholas Bollman
Jerry Cade, MDD |

Lynne M. Ceepcir, D Min,
Rabbi Joseph [delheit

Mr. Robert Fogel

Ms. Debra Fraser-Howse
Ms. Kathicen Gerus

Ms. Phyllis Greenberger
Nilsa Gutierrez, MD

Mr. Beb Hattoy |

Mr. B. Thomas Henderson
R. Scoit Hitt, MD, Chair
Michael Ishell, JD

Mr. Ronald Johuson

Mr. Jeremy Landau
Alexandra Mary Levine, MD
Mr, Sieve Lew !

Mr. Miguel Milancs

Ms. Helen Mirainontes
Rev. Altagracia Perez
Michael Rankin, MD

Mr. H. Alexander Robinson
Ms. Debbie Runions

Mr. Sean Sasser

Mr. Benjamin Schatz

Ms. Denise Stokes

Rep. Charles Quiney Troupe
Bruce Weniger, MD
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April 29, 1998

o
Memorandum 10 Bruce Reed
The White House
Washinton, I?C
From: Vicm}: Zonana
Vice President, International AIDS Vaccine Inititive
New York, NY

With the May 18 anniversary of the President's AIDS Vaccine speech at Morgan State
rapidly approaching, I am writing to offer 1IAVT's assistance in coming up with a suitable
announcement the Administration could make to mark the anniversary,

The enclosed congept paper sketches out the two-pronged strategy IAV] s championing
in order to more fully engage private industry in the search for an HIV vaccine,

The first part our our strategy envisions the creation of a Vaceine Purchase Fund to assure
commercial vaccine companies that & viable market will exist in developing nstions when a
vaccine is ready.  Funds would only be mede available to purchase a vaccine once it is
developed. One approach would be for donor nations 1o guarantee a line of credit
through the World Bank, where Dr, Richard Feachem has already convened a Task Force
on New Instruments 1o help make this bappen. (Dr. Seth Berkley, IAVE s president, sits
on the Task Force }

The second past of our strategy envisions a much smaller Vaceine Development Fund to
support mdustrial development and testing of vaccines specifically designed for developing
countries, Suggested contributions are $2 million per G-8 country for the first two vears,
rising to 33-810 oullion for the next five years.

It would be 8 huge step forward for the President 1o anmounce his support, even in
principle, of AIDS vaccine development and purchase funds. It would send a powerfid
signal to the biotech industry, and the venture capitalists who finance it, that the
President’s commitment to develop an AIDS vaceine within a decade was a serious ong,
and that he recognizes that private industry must be part of the solution,

Barring a statement of support, the President could ask Vice President (Gore to convene an
INEETAgEncy woriﬂng group 1o examine and overcome commercial obstacles that stand in
the way of an AIDS vaccine, especially the lack of a guaranieed market in developing
countries. Participants could inchide Sandy Thurman and officials of HHS, NIH,
Treasury, State, AID and, perhaps, OSTP.

i
I am sending capies of this note to Chris Jeanings and Sandy Thurman.




Summary of an
}ii\f vaceine development proposal for the May 1998 G-8 meeting,
Birmingham, United Kingdom

“i’reve nting the transmisston of HIV mﬁecriaﬁ and the development of 41138
is an urgem global public health imperative. While other prevention and
m:rxfmez-z: methods must be pursued, in the long twwrm, the development of
safe, accessible and effective vaccines against AIDS holds the best chance
of limiting and eventually eliminating, the threat of this disease. We will
wark to provide the resources necessary to accelerate AlDS vaceine
reswr}:h, and together will enhance imternational scientlfic cooperation and
co!fabarafwn Cooperation among scientists, and governments in the
a'evefaped and developing world and international &genc:es will be eritical,
We ra"f on other states to foin us in thix endeavor,”

~Denver Summit of the Eight Communiqué,
Paragraph 33, June 22, 1997
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On June 22, 1j99’3’, the leaders of the eight largest economies pledged to provide the
resources necessary 1 accelerate AIDS vaceine research and to enhance global cooperation
toward this end. What follows is a summary of 2 boid plan to fulfill this wonhwhile
promise. :

The Chaﬁengle

Despite 2 decade long global zfTort 1o control HIV, the epidemic continues to spread.
More than 30 million persons are infected with HIV, and it is estimated that 16,000 people
are r;ewiy~int‘¢cteé each day, 90% of whom live in developing countries. New therapeutic
advances are, in general, only available in industrialized countries, are expensive {costing
$15,000 ro $20,000 per persen annually), are complicated to use, and are now failiog 2
growing number of the persons taking them. A vaccine is the only feasible means to
conwrol the global epidemic, yet vaccine development Is proceeding far too siowly.

:

Relevant Issues

A nupher of kﬁy scientific advances have created a sense of optimism Wﬂhm the scientific
community that a vaccine can indeed be developed. The challenges, however, are still
formidable. BccauSc science lacks either a good animal model for HIV disease or
correlates of zmmmologlc protection, it is only through testing vaccines in humans that we
will be able 10 -determine what works and uftimately develop an effective tool.

Although the ;l}ub[ic sector research institutions play a key role in basic research, vacgine
product development is almost exclusively 3 commercial enterprise. There are not
adequate commercial incentives for large amounts of private sector capital o be invested in
HIV vacgines pamcu%arly those for developing countries. AIDS is currently costing the
world cﬁmmumty approxirpately $18 billion a year in research, prevention and treatment of
those afﬂmteé While the cost-effectiveness of vaccines i3 unassailable, less than 1% of
git}bai AIDS resozm:es have been devoted ro vaceine research., Vacoines receive less than
10% of everall HIV research expenditures and only a small percentage of that is directed at
vaccine ptodzzct development. Thus, the slow progress in vaccine development can be
attributed to t}x: combination of industry's reluctance to invest heavily in the HIV vaccine
rescarch and dﬁveiopment process coupled with the continuing low priorty given to
vaccine product development by the public sector.

In the past, the world has relied on an iterative process 1o create vaccines, Vaceine
candidate products have been developed based upon the best scientific knowledge. These
products have then been clinically tested, with the results used to improve vaccine designs.
Eventually a safc and effective vaccine has resulted. In the cage of HIV, however, this
usnal mwbamsm of vaccine development has been abandoned for a more basie science
approech to the understanding of pathogenesis and immunology that has so far been
unsuecessful. 1; is an approach without precedence in the history of vaccine development.

Because of the uncenainties as to what will eventually work, a variety of different vaceine
spproaches mzzst be investigated in parallel and not serially. Although new vaccine
product develnpmeﬁz has slowed, there s, fortunately, a substantial backlog of untested
vaccine ;:smduots In fact, over 25 vaccine candidates have been developed and found safe
in small scaie human smdms Many of these have stimulated some type of immune

g,
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res;wzm: in thc human body, Despite evidence of their immunogenicity, none of these
vaccines has yet been tested for efficacy. The decision ned to test these candidate vaccines
turns on clear political and social considerations rather than any specific scientific bamier.
These can be overcome, A rational and thorough approach to vaccine develapment woulkd
call for rapidly testing & range of the best of these existing producis for efficacy while
continuing to|improve vaccine designs.

H
Vaccine devzzopm:nt costs are high, Given the uncertainty involved, the financial risks to
any industrial developer to move a single approach forward are unacceptably high. The
risks beconie especially acute in view of the fact that more than 0% of the potential
rnarket for vaccines will be in developing countries, Developing countrics not only have
the greatest need for vaccines, but itis in these countries where vaccines can be most
effectively tested. Vaccine candidates may need to be speciﬁcaiiy devised for particular
developing couniries because the virus strains circulating in these populations differ from
those in industriatized countries as are the vaccine characteristics, such a5 cost, ease of
administration and stability, that will need to be considered for successfid deployment in
developing nations. For all of these reasons, commercial market forces are inadequate to
ensure vaccine development in a titnely fashion — and wathout public settor cooperation
and support, they never will be. This market faiture is not unique to HIV vaccioes; many
successful vaccine development efforts were previously stimulated by a strong public
sector investment in partnership with industry.

i

Sugpested stri;stwgies for the G-8

To advance HIV vaccine research and development, the (3-8 nations have an historic
opporturity 1o overcome the problem of 2 potentially unprofitable market for HIV
vaccines. By providing erucial public financing to develop and test HIV vacgines,
particularly those with limited commercial potential, the G-8 can push promising HIV
vaccines off their blocked path and onto an efficient road Jeading ultimately to protection
from this growing epidemic. If an end to the AIDS epidemic is the ultimate destination,
then only one vciuclc, a preventive vagcing, cap get us there. What follows is a two-
pronged strategy to do just this.

The first pza:ang1 of the strategy sceks o assure commercial vaccine comparnies of a
commercially viable market in developing countries by establishing & Vaccine Purchase
Fand. Sucha fund canereate 8 guammecd paying market in the developing world of
known minimiumn size. By encouraging industrisl investment in vaccine development, the
Vaceine Purchase Fund will help to mobilize private cap:tal and allow market forces to
work, incorporating the efficiency of the private sector in creating vaccines for the
developing world. The Vaccine Furchase Fupd could be finapced by current country or
dopor funds, or by a guaranteed ling of credit through the World Bank, Tento 15
participating countries, providing $50 - $100 million each, would create a $0.5 - 1.0 billion
dollar developing country vaceine murket. Funds would only be made available to
purchase a vaccine once it was successfully developed. A World Bank line of creditisa
particularly sttractive approach as current funds allocated to HIV could continue w0 be used-
for prevention and treatment until a vaccine was developed. Ultimately, having subsidized
funds available for purchase will be cgsential for sssuring vaccine availability for the
poorest populations, but by itself will most likely not be adequate 10 fully overcome the

3
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leluclaacc of Erfnf-.tJuzar vaceing mmpamcs o zz:vcst in c{cveii}pmg HIV vaccines for low
income mumncs

The second preng of the strategy sesks to provide direct public sector financing of vaccine
development and testing. This can be accomplished by creating a Vaceine Development
Fund to support industrial development and testing of vaccines specifically designed for
developing countries and for those vaccines with limjted commercial potential.  This
approach is based on the traditional means of premoting vaceine development. Such a
fund can create a rapid response from the vaccine industry; be targeted toward vaccines of
greatest poten| tial for use in lower income countries; and also be used for vaceine testing as
well as tasgeting the development of vaccines that would otherwise have no comnmercial
pctential {Examples of these include vaceine vectors whose intellectual property ia already
in the public scetor, such as BCG vectors or vaccines with risk/benefit ratios which would
make them not comumercially viable in low HIV incidence countries). Sugpested amounts
are $2 million ‘per (3-8 country for the first two years, rising to $5-10 million for the next
five years. This would allow the world to move forward multiple approaches in parailel.
Such a fund would be very effective at accz:icranng development of specific products, but
would reqmre making tough up-front strategic decisions about which products should
receive mvcstmcm

Conclastons [

Over the last decade, the global community has devoted major resources to developing

HIV basic science and therapeutic drugs. The dramatic advances that we have made reflect

this worthwhile investment. At the same time, the long-term need of developing better

preveative tcchnokxgzas has yet to win adequate world attention and investrent.

Preventive va.cclnc development, the most cost-effective approach in combating and
ultimately eliminating viral diseases, is best advanced through the industrial sector.

However, without a new public/private effort, vaccine development will remain a Jow

priority, allowing the epidemic to grow unchecksd with rising health care and impact costs

throughout the world. This statug quo is far too costly.

[
To most eﬁmve!y accglerate vaccine development, the G-& countries can build both the
Development and Purchase Funds. By quickly advaneing vaccine product research and
- assuring the private sector reliable HIV vaccine markets in developing nations, these
fundiag vehicles can provide the synergy to fully mobilize the world’s scientific and
industrial petc?tial to finally meet the AIDS vaceine challenge.

i
By adopting this proposal, the leaders of the Group of Eight countries will make good on
their pledge to undertake one of the single greatest leadership challenges of this esntusy
and the next. A vaceine is our only hope of climinating this diseasc - not just in
developing countncs where the epidemic is spreading unchecked, but also in induestrialized
countries w}zerg HIV drug regimens are siready failing and are barely affordable to the
majority of people with AIDS, The G-8 nations can create the pathway to solving a health
and economic problem that will continue to defeat us until we finally harness the world's
finest science and industrial efforts. This approach offers a new model of cconomic and
scientific cooperation in this era of global{zation. It is @ model the world urgently necds as
we face 2 new millennium. Tens of millions of lives can be saved through this effort.
There is no greater promise 10 be kept.
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Suggestedilanguage for the G-8 Commmunique at Birmingham:
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*The Demler Summit of Eight Communique (Paragraph 33, June 22, 1997)
declared that to meet the “urgent global public health imperative” of AIDS,
Summit members would “work to provide the resources necessary to
accelerate !AIDS vaccine research, and together will enhance international
scientific cooperation and collaboration”. The Birmingham Summit
determined the next step in meeting this aim is to enhance both the supply
and df:man;d mechanisms for vaccine development. To ensure necessary
economic conditions 1o encourage industrial investment in HIV vaccines,
the -8 leaders ask the World Bank to work with countries to investigate
and develop effective mechanisms to finance the purchase of HIV vaccines
for developing countries. The G-8 leaders also support the creation of a
vaceine development fund which would assure the development of vacciges
appropriate for use in developing countries. We ask other states to suppont
this effort.?.
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In an effort t::):L stimulate private sector investment in HIV development and help ensure aecess to |
HIV vaccines once they are developed, JIAVI has launched an international campaign to create a
Global HIV Vaccine Purchase Fund.

Over the past 'vear, JAV] Teaders have worked to build support for a Vaecine Purehase Fund
among international agencies and G-8 and G-77 governments. The fund would pmvtcic
developing countries with funds to purchase HIV vaccines, once candidate vaccines are
éemozzstmzed to be effective in humans.

The fund wezzid also help assure pharmaceutica) agd vaccine compantes of 8 commercially
viabls markez for HIV vadeines in éeveiapmg countries, Throngh grants and/or oans provided
by industrial mtmaa snd international agencies, the Purchase Fund would, in effect, create s |
worldwide gazamntﬁcd paying market for HI'V vaceines,

Historically, éaccims have been created primarily for industriatized country markets and have
only “wickled down™ to those i developing countries years after receiving msrketing approval
(usually only after they come “off-patemt™ and have paid off the industria] research investmenis),
If this paradigm were w0 continue, once an HIV vaccine is developed, the resalts would be
disastrous for,poorer gountries hard-hit by the epidemic.

For this reason, a growing number of public health authorities are suggesting that mechanisms
‘must be created so that HIV vaccines can be made available in developing countries at the same
time they are made available in industrialized countries (where HIV treatment and other forms of
prevention are readily available).

According to Seth Berkley, IAVI's President, craation of the fund will stimulate industrial
investment (o HIV vaccine development. “A Globel HIV Vaceine Purchase Fund would help
mobilize private capital and provide real incentives for companies that have the experience and
expertise to produce vaccines. It is absolutely vital that we encourage real market forces to
develop in zhe: area of HIV vaceines,” says Berkley,

i 4 .
As envisioned, funding for the HIV Vaccine Purchase Fund would be provides by developing
country contributions, industrislized country grants and/or guaranteed lines of crodit arranged
through international agencies such as the World Bank. According to Berkley, if 1010 18
countries gach provide USS100 million, a USS$1.5 billion guaranteed market for HIV vaccines
would be crezzzeé isz developing countries.
The World Qank is currently exploring different potential models for swuctiring the Porchase
Fund. One model would be o obtain commitments from wealthy nations to provide divect grants
or low cost financing for the purchase of HIV vaccines ance they are developed. Fumds and
credit would be provided o countries according to peed with the poorest, and those hardest hit
by HIV, receiving the most funds. Another more junovative and atreactive model would be to
create an approved line of credit for countries at the World Baak which would be used to
purchase vaccines of a specified nature when they became availanle. A key advantage nfthis
plan wounld be that funds need not be made available until a safe and effective HI'V vaccine is
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developed. 'fhus current funds could continue to be used for short-term pmvex}tm and treatment
needs.

The sepior manngement of the World Bank has embraced the idea of creating an environmen
maore conducive to industrial investment in H1V vaccines and convened a Bank-wide sk force
to look at pot:ential financing options. The Europesn Commission has also indicated support for
such ay idea and is investigating possible participation.

In order to fizi'ther stinulate HIV vaccine development, [AV] is also pushing the G-8 and G-77
nations & cma&e an HIV vaccine development fund or provide direct funding for HIV vaccine
research and development. Such funding would stimulate the development of approaches that
may not hzvef a viable commercial market at this time because of intellectual property issues or
unfavorable risk-benefit profiles for industrialized countries with relatively low rates of HIV
infection. Moreover, issues such as ease of use, temperature stability and the cost of production
may be critical in some of the more impoverished markets and, therefore, vactines with these
characteristics, even if shown 1o have lower efficacy, may have an important role to play,

Int the Final Communiqué at the Denver Suromit of the Eight in June 1997, the G-8 nations
agreed thal “the development of a safe, accessible and effective vaccines against AIDS helds the
best chance sf Hmiting and eventually eliminating the threat of this disease. We will work to
provide the msouzces necessary o acovierate AIDS vaccine rescarch, and togcther will enhance
international s&wzﬁtﬁc cooperation and collsboration. We call on other states 1o join us in this
endeaver” {{}enver Summit of the Eight Communiqué, Paragraph 33, 22 June 1997).

The G-8s agreemem 1o act on HIV vaccine development was, according 1o many observers, a
response to U5, President Bill Clinton’s call for development of an AIDS vaccine by 2007 just
one month before the mecting. It was also brought about by international pressure generated by
TIAVT's Call m Action, an international consensus statement endorsed by more than 80 leading
orgamz&uons in 52 countries. However, since the Denver Summit, the G+ nations have done
little, if anythzng, in the area of joint action on HIV vaccines.

AVl s ma;shaiimg worldwide suppont for the Vaccine Purchase Fund, “We are committed to
encouraging reai private secior investment in HIY vaccines and ro guaranteeing that all the
countries of zbe world have full access to any HIV vaceines that are developed,” says Berkley,
“We must begzn working now & ensure that the huge disparity that we sse in terms of rocess to
HIV treatmenis never happens with HIV vaccines.”
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Fromy Sandy ’}"haimian
RE: Denver Summit
H

Date: Junc 2, 2?%%?
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It has come 1o my attention that the only AIDS vaccine related activity planned for the upcoming
Drenver is the g,en;grai release of the communique.

Expoctations have been elevated following the President’s remarks about an AIDS vaccine

in the Morgan State speech. There is a looming PR crisis within the AIDS community because
they feel that the Administration has “de-prioritized” AIDS in budget discussions and may place
funds for prevention and treatment in competition with AIDS vaccine research. I think the
Prenver Summit offers a good opportunity 1o be more proactive and concrete in defining the
President’s vaccine initiative for the domestic groups and the press. | would propose that we do
the following;

o Hold a satellite meeting in Denver involving major foundations {Rockefeller
Foundation, International AIDS Vaccine Initiative), UNAIDS, vaccine experts,
some vaccine manufacturers, advocacy groups, scientific and general press.

) Purpose of the meeting will be to clanfy details of the U S, vaccine initiative,
hear from participating sciemtists and manufacturers on their ideas of next steps
to realize vaceine development, and put out the word to the community that
the Adininistration is committed to both treatment and prevention funding as
well as vaccine research. Major support for the President’s mnitiative can be
demonstrated.

0 [AV1 and UNAIDS can get international public health people to the meeting to show
the international component of other countries’ commitment, activities to realize i,
and the enormous impact of HIV on the economies of developing countries. A
leadership role of the G7/G8 countries is initiatives that sustain economic
development and health of economies of all nations.

o At the meeting, a plan for the Vice President to hold a White House meeting
with manufacturers and scientists can be announced.

& Press materials will be developed for the scientific press, which would clearly outline
the NIH plans for the Vaccine Center, plans to bring logether the right blend of



i

expertise, and a discussion of the status of current vaccine science as it relates to this
initiative,

Press matenals will also be developed for the general national press, which clearly
explaing zhe Admunistration’s commitment to an overall strategy on AIDS. This

© would iay out the fact that no recent epidemic has been eradicated without a

VALCING, ané that the Administration will never turn its back on provndmg care and
services i{; people already living with HIV.

e et e s et dbezh b W

e e o i, i
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I MEMORANDUM

|

! une 2. 1997
|

!

TO:  Ruce, Flen

FR:  Chris and Sarah
' }
RE:  "POTLIS luvestments izs AIDS Prevention and Treaunent

CC:  Nanev-Ann

Atlached 15 2 one-pager that we are giving to the ATDS office to use 1o counter criticisms
that we have receive] from some AIDS activists (although most have been supperiive) and a few
editoria] writers (thatthe President’s eommitment to developing an AIDS vaceine undermines
investments in other areas of AIDS funding. As you will note, the President has consistently
increased funding for most A1DS treatment and prevention programs and these commilments are
in no way undermined by the President’s call for the development of an AIDS vaccine in the next
decade.

We have also attached a list of quotes both from the scientific community and the AIDS
communily supporting the President’s call o develop an AIDS vaccine. To highlight support for
this imtiative, we arc also working with Eric (0 have UNAIDS submit an editorial {o The
Washington Post on the importance of developing a vaceine, '

in addition, we are suryently working with the AIDS office on a memo to the President
describing the status of all of the Administration’s mitiatives on AIDS, including the AIDS
vaeeine initiative, pediatric labeling, as wel] as the Gore Medicaid Demo (which, as you may
know, was the subject of Robert Pear’s Sunday New York Times picce}. HCFA s scheduled (o
give their report o the Vice President early next week, From initigl reports at HHS, it does not
appear that this proposal will be able to be offered ag a budget neutral Medicaid waiver as
ariginally proposed, as HCFA estimates that this proposal would definitely have costs associated
with it. We are working with Nancy-Ann on this issue and plan o meet with the Vice
President’s staff later this week to discuss possible respenses (o the HOFA analysis.

We hope voufind this information helplul. 'We will keep you up to date as this moves
forward. Pluase call with any questions or comments.

‘\/\‘tf*) \ao

-~



President Clinton’s Challenge o Develop an AIDS Vaccine Does Not Undermine

But Rather Bni{ds en His Strong Record on AIDS Rescarch, Treatment, and Prevention
President Clinton®s anncusicement to increase efforts to develop an AIDS vaccine in no way
undermines hiz commitment to funding AIDS prevention and treatment. Developing a successful
vaccine is e only way to stop this cpidemic that is killing mifhons of people around the world
cach year. The President believes that we also niust increase our commitment to investing in
treatment for people with HIV/AIDS and improve our prevention efforts. Since he took office,
funding for all AIDS invesuncnts has increased in rescarch, treatment, and prevention gach year,
Since President Clitutam took office, ke has:

. Increased Ryan White by 168 percent. The President’s IFY 1998 Budget proposes to
spend 31 billion on Ryan Whilc, an 168 percent increase over the FY 1993 Budget, to
help our hardest hit cities, States, and {ocal clinics provide medical and support services
for people with AIDS.

. Accelerated Federal Medicaid spending on HIV/AIDS.  Federsl Medicaid spending
on AIDS/HIV treatment has increased 53 percent since FY 1993, spending $2 billion in
FY 1997, At least 50 percent of people with AIDS and more than 90 percent of children
with AIDS are covered by Medicaid, making Medicaid the largest single payor of direct
medical servives for people Hiving wiih AIDS. Currently, approximately 166,600
Medicaid beneficiaries are HIV positive,

}

. Increased funding for State AIDS Drug Assistance Programs (ADAI). As soon as
the Food and Dirug Administeation began approving Protcase Inhibitors in carly 1996, the
Administration proposed two budgel amendments -~ 352 million 1o FY 1996 and $65
million in FY 1997 - t0 increase funding for ADAP which provides access to medicine
for people with HIV who are not covered by Medicaid but do aot have access to private

. health care coverage. The President’s FY 1928 budget proposes $167 million for ADAP,
|

. Ensured that Medicaid eovers Protease lnhibitors. Uader the President’s leadership,
the Heaith Care Financing Administration has advised all States that they are required to
cover Protense Inhibitors and endouraged them to ensurc that appropriate nuiritional
services are provided (o persons Hving with HIV/AIDS,

» Doubled fonding for Housing for People with A1DS. Withoot siable housing a person
living with HIV has diminished agcess to care and scrvices. 11 is estimated that up 1o 50
percent of people living with HIV and ALDS are or wall be at nisk of becoming homeless
during the eoursc of their illness. The President has proposed 5200 million for HOPWA,
more than 100 percent of what was spent in FY 1993,

v Inercased commitment to CDC prevention programs by 27 percent, The President’s
FY 1998 Budget proposes $634 million for CDC prevention efYorts, g 27 percent increase
over the FY 1993 Budget. CRC works with states and communitics o provide the
information and tools nceded to design and implement effective local prevention
programs,



- QUOTES SUPPORTING THE PRESIDENT'S CHALLENGE FOR AMERICA TO
DEVELOP AN AIDS VACCINE WITHIN TEN YEARS

i
i
|

“41DS Action Council is anxious 10 work with you to ensure that this era of hape--raised to u
new level by your call 1o re-chergize our nation's search for an AIDS vaccine—touches the life of
every American living with, and affected by, HIV and A1D8.”
- AEDE; Action Council saom?
|

H

E
“The International AIDS epidemic will only be overcome by the development of an effective HIV
vaccine, and American science has a critical role to play in developing one. -But this vaccine can
be made only if the scientific communily receives sirong suppor! from the federal governmont to
avercome the very real abstacles that will exist jor years to come. The President’s intelleciual
endorsement of our cffores Is very welcome. ”
-- 3avid D, Ho, M.D.

“For millions of people ar-risk for HIV infection acrass ihe givhe, the simple knowledge that the
greaiest nation an ezifr{h will jead the effort to develop a preventive vaccine is very powerful ™
— Nattonal Association of People With AIDS savw
E .
“Your {,’.k‘f?'a{}?‘(ff?}f??‘}} leadership in setiing the goal for the development of i ALDS vaccing in the
next ten years merits.sincers praise. Mr. President, we pledge UNAIS 1o work with you...in the
j'{?z efront of this crusade aguinst AIDS”
- UNALDS szomr

“fam absaluiely convinced that we Will have a vaccine (for 4115} thur is sefe and effective.”
-~ Dr. Anthony Fauci, Matonal institute of Health snomn

“lt's tike polio in the iron tung davs. People were overjoyed 1o huve the iron fungs, but that was
1w way fo five If vou had the opportunity 1o be protected. 8o protection is the right response.”
- Pavid Baltimore, chairman of the NIH Yacoine Comnussion snemsy

"} ftke the idea of setting a goal ™
-- Robert C. Gallo, co- discmcrcr of HIV saomr



i
“We satute your use of the Presidency i6 keep issues related to the worldwide AIDS pandemic at
the forefront... We deknowledge the importance of a targeted initiative for vuccine development
and recognize thot g vaccing is critical 10 preventing new infections in youth and adults at risk
Jor infection.” § ' '
-- Citics Advocating Emergency AIDS Reliel s1957

i

“The iAVi .szraﬁg&fsupp orts your call Jor an wrgent increased ond time-bowund effort to develop
safe ared effective HIV vaccines. We alsa applaud your plans to call for the leaders of the G-7
couniries and Russia ro join the U.S, in a global effort to create a vaccine.”

- International AlDS Vaccine Iniliative snoss

|

!

“There are stitl many unexplored or only partly explared avenues of research that could lead to
an effective vaccing within a few years. Ouwr planned research institute will be eager 1o
© participate with the 1.8, government in its effars 10 speed up the development of an AIDS
vaeeine.
- Lue Monlagnier, discoverer of the virus that causes AIDS and head of the
Swiss-based World Foundation for AIDS Research

P

CMr. Presidert, AMFAR strongly supports your goal to develop u successful vaccing for ithe
preveniion of HIV infection by the year 2007, We believe that this is a realistic goal . AMFAR
will provide grant suppert for selected promising research projects...We hope 1o join with the
Sederal government in further increasing owr financial commitnent umidl, like smallpox and
palio, HIV infection is brought under fulf control throughout the world.”.
- The American Foundation for AJDS Research {AMIAR]
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THE WHITE HOUSE .
‘ WASHINGTON

May 17, 1957
:i PRE-COMMENCEMENT BREAKFAST

| DATE: May 18, 1997
LOCATION: Edward P. Hurt Gymnasium
Morgan State University
EVENT TIME: 9:05 am ~ ¥:25 am
FROM: Brucc Reed

|
?Z}RPQSE
i
To attez;é the annugl pre~-commencement breakfast of supporters of the university,

% .
BACKGROUND

Y ou will make vory brief cemarks 10 a group of approximately 300 faculty, parents,
alurnnd, corporate representatives, ete. who have made significant contributions over the
last year to enhance the university. All of the attendees will be present at the
commencerent ceremony. This is an opportunity to personally congratulate and thank
these supporters of the University for their efforts.

You will be greeted by Judge Harry Cole, Chairman of the Board of Regents and Earl
Richardson, President of Morgan State University. Judge Harry Cole is a retired judge
and an alumsus of Morgan State. He was Maryland’s first black state senator. Earl
Richardsoen has been President of Morgan State University for 14 years, and previously
worked as the Executive Assisiant to the President of the University of Maryland College
Park. He is a graduste of the University of Maryland Eastern' Shore

Fe 85§mwng Your remarks at the breakfast you will meet briefly with zﬁz\famrffes of Judge
Herry C ole cnd President Farl Richardson.

EF-

 PARTICIPANTS

0t Parficipants; (in speaking order}
Repz‘axentatlve Elijah Cummings
Earl Richardson, President, Morgan State University.

Dr. Eariz S, Rlchardsx}sz?wstdeﬂt Mt}rg;zzz gtate University

;



Iv.

VL

Mrs. Sheila Richardson, wife
Mr. Eric A. Richardson, son :
Judge Harry A, Cole, Chairman, Morgan State University Board of Regents
Mrs. Dons Cole, wife
PRESS PLAN
!
Closed Press, -

SEQUENCE OF EVENTS

- You will enter the breakfast accompanied by Representative Elijjah Cummings and Earl .

Richardson, President, Morgaa State University, and proceed 10 the stage.

- Earl Richardson makes brief remarks and introduces Representative Elijah Cummings.

~ Representative Elijah Cummings makes brief remarks and introduces you.

- You make very brief remarks.

« You will depart and proceed 1o holding room.

- You will take photos with President Earl Richardson and }adge Harry Cole and their
families.

~ You will then robe and éepari for the commencement address by motorcade,

l

REMA l;lKS

i
Talking points provided by Laura Capps in Speech writing.
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M(}RGA?J STATE UNIVERSITY COMMENCEMENT ADDRESS

H

May 16,1997

{ DATE: May 1§, 1997

i LOCATION: Morgan State University, Hughes Freld
_2 EVENT TIME: 10:00 am - 12:00 pm

FROM: Bruce Reed

PURPOSE

To deliver a commeéncement address and receive an honorary degree from Morgan State
University, and to make new policy anncuncements on genetic testing and the
development of an AIDS vacoing,

BACKGROUND

Yau will be delivering the commencement address of Morgan State University’s
graduating class of approximately 850 studerits, There will be an audience of
approximately 10,000 Bamily members and friends of the graduates. The University has
also invited 500 high school and elementary students from Baltimore to aftend,

This is your first commencement address of an historically black college. Morgan State is
one of two public universities in the state of Marviand and one of the nation’s most
respected historscally black colleges. Morgan State traces its roots 1o the 1860s when it
was founded as the Centenary Biblical Institute which educated men for the ministry, As
it broadened its mission, if was renamed Morgan College in honor of the Reverend
Lyttleton Morgan, the first Chairman of its Board of Trustees. In 1939 the State
purchased the college in response to a study that found the State needed 1o provide more
higher education opportunities for Affican-Americans. In 1975 the Legislature designated
Morgan as a university, and the Legisiature created an independent Board of Regents to
gevern the institution. In 1988 Maryland reorgamzed its higher education system by
merging most campuses mto the University of Maryland System. However, Morgan
retained its independence and was designated by the Lepislature as Maryland’s Public
Urbar: University -- which gave Morgan State the responsibility for offering programs at
all degree levels, carrying out research, and developing progeams that addressed the needs
of the City of Baltimore,

I“&f%{:‘n‘ganI State currently enrolis 6,000 stidents, up from 3,500 a decade ago. Atthe
undergraduate level, Morgan offers programs ia the arts and sciences and in professional

_;
|
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fields including business, teacher education, eng:neenng and social work. At the
g,radua{e level it awards degrees in fields such as aréhitecture and business, and boasts -
daz:mrate programs m five fields of study. :

Some mz&%} e alumni of Morgan State include: Kweisi Mfume, President of the NAACP
and {ermer Chairman of the CBC; Richard Dixon, Maryland State Treasurer {first
African-American to hold that post); Robert Bell, Chief Judge of Maryland’s highest
court {first African-American to hold the position); Earl Graves, Publisher of Black
Enterprise Magazine; Maryland Suate Senator Clareuce Blouni, Senate Majority Leader,
{first African-American 1o hold the position); Major General Arthur Dean, US Army
Director, of Military Personnel Management, Office of Deputy Chief of Staff for
Personnel; Major General Larry Ellis, Assistant Deputy Chief of Staff for Personnel,
Z}fzg}at’fment of the Army, Brigadier General William E. Ward, 92od Airborne Division,

Morgan: SZate has made the following commitments to the Admmzstfazzon 3 nanonai

priorities: - .o :

-~ Committed Federal Work Study studcrzts w Amenca Reaé&

- Pamcspazes in the Direct Lending program

- Paﬁicipates in the Community Empowerment Initiative to revitalize Baltimore’s poorest
neighborhoods.

- Leads several Science Education and Education Techaology initiatives, including
managing the Baltimore Urban Systemic Initiative, which reforms mathematics and
science education in the city’s schools. It is also responsible for bringing city schools on-
line, tutoring students in math and science, and sponsoring the City’s Science Fair.

- Ma;z'ga}z is the site of the federally-funded National Transportation Center, which

educates minorities for jobs in the transportation field.

PARTICIPANTS

EXQBLEM&&S. (in speaking order)

Earl Richardson, President, Morgan State University

Jedge Hany Cole, Chairman, Board of Regents

i{everenjd Dennis Proctor, Pastor, ?enmylvzma Avenue AME. Zzon Church
Governor Paeris Glendening

Bernie Holis, Dean of the School of Arts and Science

Dr. Clara Adams, Vice President for Academic Affairs

Dr. Richard Ochilio, Dean of Graduate Sudies

LTC Joseph Bozeman, Jr., Department of Military Science
Nashad Warfield, Senior Class Graduate

Dr. Hildbert Stanley, President, National Alumal Association.
Dr. Ric{zaré MeKioney, Professor of Philosopby Emeritus.

&l&ﬁ,&éﬂmﬁ_&.&& ' Speaker Casper Taylor, Muryiand House of
Muver Kart Schmoke, Bultimore Delegnies ‘ .
Senntor Poul &, Sorbanes State Sepator Thomas V. Mike Miller,

Rc;chniativc Efijal Cummings Presidens, Marylad Senale

|

H
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Chief Judge Robert Bel, Maz}fiaad Cﬁud of
Appeals’

Councilman Lawrence Beli, President,
Baltirnore City Council

Mrs, %lumiy Marcus-allen, University Regent

Mrs. Anne €. Boucher, University Hegent
Ms. Gwendolyn Burrell, Usiversity Regent
Mrs, Feances Draper. University Regent
Mr. Dallag R, Evans, University Regent
$ir, Charles W, (iriffin, University Regent
Mr. Jsmes 3. Hanks, University Regent
Mr. Neal M. Janey, Uriversity Regent
Mr. Franeis X. Keldy, University Rogent
Mr. Kweisi Mbsme, University Regend
Mr. Mertin R, Resnick, Univeristy Regent
My, Abraham Moore, Uiy, Viee President
D, Joseph Popovich, Univ, Vice President
[

|
i
H

PRESS PLAN
Open Press.
i

SEQUENCE OF EVENTS

Ms. Julie Goodwin, University Caunsel

13r. Ceell Payion, Executive Assistant 10 the President
DDr. Lev: Watking, Honorary Diegree Renipient

v, Otis Thomas, Dean, Business and Masagement

2r. Porieie Morris, Dean Edueation and Urban Studies
Dr. Bugesss DeLoateh, Dean Engineering

Rev. Douglass Sends, {irscter Morgan Christian €.
Mr. Bernard Jennings, University Vies President

Mr. Recardo Perry, University Vice President

-Dr. doAn Rodenhauser, Chatr, University Council

Mr. Anthony Johng, Director Arehitecture

Mr. Anthony McPhail, Alsmnus of the Year

Mr. Barl Groves, Black Enterprise Magazine

Ms. Darn Goven, Student Government Association .
Ms. Tanys Mebndlie, Student Government Assosiation
Dr. Bdith Booker, Dircclor of Staic Relations
D, Herbert Klinghoffer, Regisirar

- You will motorcade to the commencement site, while the processional of graduation

class and faculty is underway.

- You will be announced onto the stage by President Earl Richardsen,
~ Reverend Dr. Denws Proctor, I’zstor Pe&nsv%vama Avmu@ i%. M. E Zion Cimrch will.

give the invocation.

~ Morgan State University Cholr will perform “Lift Every Yoice and Sing.”
- Governor Parris Glendening makes remarks,

- Judge Harry Cole, Chairman, Board of Regents, makes remarks.

- President Eart Richardson makes remarks and introduces you.

~ Yeu will make rensarks,

~ Judge Harry Cole ninnounces that he will present you with an lmnomry :iegree

- Bernie Holis, Dean, School of Arts and Science, presents you with the hood.

- President Earl Richardson presents yvou wilh the Hounorary Dactersite of Law,

~ You will accept the honorary degree and return to your seat.

- Honorary Degrees are conferred by President Richardson and Judge Harry Cole.

- Degrees in Course are conferred by Dr. Clara Adams, Vice President, Academic Affairs.

- Doctorate and Masters Degrees are conferred by Dr. Richard Ochillo, Dean of Graduate
Stuies. ‘

- Undergraduate Degrees are conferred.

- Commissioned officers are recognized by Joseph Bozeman, Dept. of Military Science.

- Semor Honor Graduates and class awardees are recogrized by D, Clara Adams.

- Nashad Warfield, member, Morgan Sale University Senior Class, makes remarks.

- Alumnus of the Year Award is presented by Dr. Hilbert Stanley, Pres., Alumni Assoc.:



- Morgan State University Choir performs “1 Beli teve ¥f{3art Fly.”

- The Alma Mater is led by the choir,

- Dr. Richard McKinney, Professor of Philosophy, Emeritus defivers the benediction,

- Recessional begins,

- Upon complctlorz of the recessional, you will depart the stage and enter the motorcade.

VL, REMARK&
|
Remaz‘icié Provided by Terry Edmonds in Speechwriting.
[
VII, ATTACHMENTS

H
Background on policy announcemerts is attached.
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GENETIC TESTING

Call on Congress to pass bipartisan legislation to prevent insurance companies from’
muking improper use of genetic information. While genetic testing has the potential to

" identify hidden genetic disorders and spur early treatment, but genetic testing also can be

used by insurance companies and others to discriminate and stigmatize groups of people.
For example, in the early 1970's, health insurance coverage and jobs were denied to many
African-Americans who were identified as carriers of sickle-cell anemia.

Several bills have been introduced in this Congress, which prohibit health plans from
re{;uﬁs{mg or using genetic information as a basis to deny health care coverage or raise
premiums. The Administration is today announcing its support for the bipartisan
legislation introduced by Rep. Louise Slaughter, which contatas strict protections against
disclosure an impropers use by any health plan of an individual’s genetic information.

More than a dozen states have already enacted laws o restrict the use of genetic
information in health insurance, and af least thirty-one others have introduced legislation in
1997. However, state legislation is insufficient to solve this problem. The variability
among state bills will lead (o g fack of uniformity across the nation as 1o whether and how
genetic information may be used by health plans.

You wzlf anaounce ihree zmpo;tant ma:za:zv% 20 help fulfzii your commitinent {0
developing an AIDS vaccine:

. A New NIH AIDS Vaccine Center. A dedicated intramural HIV vaccine research

,and development center is being established at the National Institutes of Health.
“This vaceine center, which will be fully operational within the next several months,
is yniting outstanding scientists in immunology, virolegy, and vaccnelogy to join
in z highly-collaborative effort 1o develop an AIDS vaccine. Bringing togethera

" broad array of researchers in an intensely-focused environment has been g

' su coesstul way of developing vaccines in the past,

» A Global AIDS Viaccine Research Initiative. The United States is proposing that
the leaders of the eight major industrialized nations meeting at the Denver Summit
in June agree 1o support a worldwide AIDS vaceine research imtiative. The
proposal calls for each nation to make a commitment 10 provide the necessary
investments in theit country o accelerate research toward the development of an
HIV/AIDS vaccine as 2 scientific and public health priority. Joint meetings of key
scientists from participating nations will address research progress, wdentity

“ scientific gaps and cpponunities, arzd design collaboraiive programs.

MMMM%M&W&%@MM
i Resesrch 10 Develop an AIRS Vacgine, You will announce that you are
1

challenging the pharmaceutical indusiry to join the government m a partnership to
realize this important goal.
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| Baekgrfmnd on HIV/AIDS, HIV/AIDS remains 3 glébai public health threat. More

than 29 million men, women and children around the world have been infected with HIV -
- more than 3 million infections occurring within the ast year, Without an effective
vaceme,  AIDS will soon overtake tuberculosis and malania as the leading cause of death
among persons between 25+44 years of age. Between 650,000-900,000 Americaas are
estimated to be living with HIV disease, and over 300,000 Americans have already died
from AIDS.

The Administration bas already taken steps to enhance the possibility of developing an
AIDS vaccine by increasing funding for NIH vaccine research and development over 32
percent in the last two years -- from $11 1.1 million in FY 1996 to $148 million proposed -
in the President’s FY 1998 budget. Overall funding for AIDS research, prevention and
care increased by more than 5O percent in the first four years of the Clinton
Administration. Funding for AIDS Drug Assistance Programs {ADAP), which help iow-
income people purchase needed therapies, has tripled, while funding for the Ryan White
CARE Act increased 158 percent. The approval of new AIDS drugs has also greatly
accelerated, with 16 new AIDS drugs and two diagnostic tests,
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THE SECRETARY OF HEALTH ANC HUMAN SERWVICES
WASHIRGTOR, .0, 20801
MAY 15 1oa7 ‘

MEMORANDUM FOR THE PREBID

NT
FROM: DoAna E. Shalaljczgngmmw ggmégysziyégim

|
BUBJECT: AIDS Vaccine Development

Recent advanées in biomedical research supported by the National
Institutes of Health (NIH) have created new Qppﬁrﬁﬁﬁlﬁiﬁﬁ and
encouragement in our search for an effective vaccine against HIV
infection. These advances are a direct result of our sustained
investment in both basic scientific research and clinical
investigation in the area of HIV/AIDS. This era of lwportant
scientific progress and renewed hope for the possibility of an
AIDS vaccine provides a unique oppeortunity for you to consider
ways to further this critical scientific endeavor.
i

Tg sustain this progress and capitalize on new sgientific
opportunltzes we have increased the NIH budget for AIDS vaccine
research by 33.6 percent over the past two years te nearly 5150
million in the fiscal year 1998 proposed budget. For now, the
funding level is sufficient to maintain the ongoing momentum.
Further increases are anticipated in the coming fiscal years.
Recently, NIH also established a new HIH AIDS Vaccine Research
Comnittee, chaired by Hobel Laureate Dr. David Baltimore, to
provide leadership and guidance to an intensified comprehensive
search for an AIDS vaccine.

A safe and &ffectzve AIDS vaccine is a global public health

imperative.

xore than 29 million men, wonmen, and children around

the world have been infected with HIV. More than 3 million of
these infections occurred in just the past year, with nearly 95%
in the poorest parts of the world., VWithout an effective wvaccine,
AIDS will soon overtake tuberculosis and malaria as the leading
infectious cause of death in the world. Even in the U.S., where
new and effective anti-HIV therapies are available, complacency
is not an option. HIV is capable of mutating and becoming
resistant to therapies, and could well become even more
dangerous. Only a truly effective preventive anti-~-HIV vaccine
can limit and eventually eliminate the threat of AIDS.

I envision several options to demonstrate a strong Presidential
commitment to this priority over several years that will serve to
galvanize the worldwide scientific community, renew the
commitment of the pharmaceutical industry to AIDS vaccine

and restate the unwavering commitment of the United
States to develop a preventive vaccine:

development,
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Page 2 - Memorandum for the President

1. U.S. Proposal for a Global AIDS Vaccine Research Initiative
at Denver Summit. The United States has proposed that the -
leaders of the eight major industrialized nations, meeting at the.
Denver Summit in June, agree to support a worldwide AIDS vaccine
research initiative. This proposal hag been digcussed by the
representatives who are organizing the Summit agenda, and
proposed language for the final Sumnmit Communigue has been
prepared and approved by the ®Sherpas,® v

Tha proposal calls for the eight participating nations to make a
political commitment to provide, in their own countries, the q
investments necessary to accelerate research toward the %
development of an HIV/AIDS vaccine as a gclentific and public e
health priority. In the Communigue, the nations also will pledgel
to work together to enhance international scientific cooperation 8
and ceollaboration in this global initiative, and to work with ih&%
Joint United National Program on AIDS (UNARIDS) to address the | §
legal and ethical issues related to vacaine testing. 5

To facilitate this scientific collaboration, our proposal also
calls for meetings of key scientists from the nations
gartzczpating in the Summit and from other nations integral to
AIDS vaccine development. These nmeetings would take place in
concert with that of the NIH AIDS Vaccine Regearch Committee,
chaired by Dr. David Baltimore. This.jaint group will discouss
research progress, identify scientific gaps and appartunltlag,
design collaborative programs aimed at utilizing the unigue 4
scientific and clinical resources of each participant, and share Q
scientific information related to the development of AIDS vaccines
candidates for worldwide use. At the recommendation of the 3
"Sherpas," the Director of NIH has written to his counterparts in
the eight nations to seek their support and collaboration in this’
initiative.

2. White House Briefing by Key Scientists on Progress towards a
Vaccine. The report of a year~long evaluation by more than 100

. eminent scientists, known as the Levine Report, called for a

rainvigorated and restructured NIH AIDS vaccine research program. -
The NIH has taken a number of steps to make AIDS vaccine research
a top priority, including the initiation of studies Lo test a new
vaccine strategy. You could invite the Key scientists to brief
you at the White House or at NIH regarding research progress and
prospects for the future. If current research leads to a
promising vaccine candidate for large~scale clinical testing,
additional resources will be necessary to support clinical trials
in the U.8. and at international sites.

3. Arcnouncement of New NIH AIDS8 vaccine Laboratory. We are in
the process of establishing a dedicated intramural HIV vaccine
research and development center on the NIH campus, a major new
initiative capitalizing on remarkable advances in immunology not
previocusly applied to vaccine development. You could announce




|
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Page 3 — Memorandur for the President

this initiative with the leadership of the NIH AIDS vaccine
research program in attendance. In addition, you could visit one
of several university-based vaccine labs supported by NIH
throughout the country. . .

4, Announcenment of Awards for New NIX AXDS vaccine Innovation
grants. NIH has recently established a new funding mechanism,
the "Innovation Grant Program for Approaches in AIDS Vaccine
Research.¥ 1In September 1997, NIH will award grants totaling $6
million for this new program to encourage novel research in AIDS
vaccines. You could announce these grants with those sclentists
onn hand.

5, White House Meeting to Challenge Industry. Another option
would be to convene a meeting at the White House, to follow-up a
meeting held by the Vice President last year, bringing together
leading government scientists and CEOs of vaccine manufacturers,
to seek solutions to important but complex concerns that have
deterred the sustained participation of these companies in HIV
vaccine development, such as cost of development, potential
market, and legal liability issues.

Il
1

6. Presidential Address., This is an opportune moment for you to
deliver a major address on our continuing naticonal commitment to
ending the AIDS epidemic with the ultimate goal of developing a
preventive vaccine. This could be the focus of one of your
upcoming speeches or it could be done in c¢onjunction with the
announcement of new initiatives. A good site for such an address
could be the National Institutes of Health campus in Bethesda,
MD.

I look forward teo working with you on these initiatives to speed
the pace of progress toward the developnent of a3 safe and
effective AIDS vaccine. Although ne one ¢an predict when such a
vaccine may be developed, your efforts would constitute a real
legacy to the U.S, and to the world.
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MEMORANDUM

Muy 18, 1997

Bruce Reed, Elena Kagan

Chris Jennings and Sarah Bianchi
Background Information on POTUS Announcemeént on AIDS Vaccine and Genetic |
Sereening -

Aftached arc the materials that were used in yesterday’s commencement address at Morgan State
including:

(1 Or{e_«pugc fact sheet on AIDS vaecine
K
(2} Qu}t:stions and answers on AIDS vaceine

i

(3)  National and International trends on AIDS
l

. | . .
(4) One-page fact sheet on genetic sereening
|

|

I . " *
(5) Questions and answers on genetic screening

|

(6)°  Fact sheet on what genctic screening protection legislation would do

i
i

{7 L-isit oF Members and Groups who support the Slaughter legisiation.

1

.é
|
|



t
THE PRESIDENT INTRODUCES INITIATIVES TO FULFILL BIS COMMITMENT IO
i BEVELOP AN ADS VACCINE

H

Today President Clinton challenged the nation to commit iself to the poal of developing an ANDS vascine
within the next ten years. The President also announced a number of important intiatives to help (ulfilf this
commitment, inciuding high-level international collaboration, a dedicated research center for AIDS vaccine
research at the National Institutes of Health (NIB}, and outreach 1o sctentists, pharmaceutical companies, and
patient advocates 1o maximize the imvelvement of both the private and public sectors in the development of
an AIDS vaccine, The President has alrcady taken steps enhance the possibility o{df:vemping an AIDS
vaecine by increasing funding for NTH vaceine research and development over 33 percent in the last two
vears. The initiatives the President announced today, which build on an exceptional commitment to develop
betier ways 10 prevent, diagnose, treat, and eventually cure AIDS, include:

. A New NIH AIDS Vaccine Center. A dedicated intramural HIV vaceine research and development
cenier is being cstablished at the Mational Institutes of Health, This vaccine center, which will be
fully opcrational within the next several months, is uniting outstanding sciemtists in immunology,
virology, and vaceinology t join in a highly-collaboraitve effort lo develop an AIDS vaccine.
Bringing logether a broad array of researchers in an intensely-focused environment has been a
successiul way of developing vaccines in the past.

. A Global AIDS Vaccine Research Initiative. The United States is proposing that the Icaders of the
eight major industrialized nations meeting at the Denver Summil in June agree Lo support a
worldwide AIDS vaccine rescarch initiative. The proposal calls for eaeh nation to make a
commiiment 1o provide the necessary investments in their country to accelerate research toward the
development of an HEV/AIDS vaccineg as a scientific and public heslth priority. Joint meetings of key
scientists from purticipsting nations will address research progress, identity scientific gaps and
opportunities, and design collaborative programs,

’ A Challenge ts Pharmacentical Mannfacture Industry {e Invest in Innevative Research to
Develap an AIDS Vuecine. We can only be successiul in developing an AIDS vaccine if private and
public sectors make this goal a priority. The President is challenging the pharmaceutical industry to
Join the government in a partnership to realize this irnporiant goal.

Backgrouad on HIV/AIDS, MIV/AIDS remains a global public health threat. More than 29 million men,
wonien and children around the world have been infected with HIV - more than 3 million infections
aconrring withia the lust year. Without an effective vaceine, AHDS will soon overtake tuberculosis and
inalaria as the leading cause of death among persons between 25-44 years of age. Between 6506,000-940,000
Americans are estirnaled (0 be living with HIV disease, and aver 380,000 Amerieans have already died from

AIDS.

Clinton Administration Accomplishments on HIV/AIDS. The Clinton Administration has made a
sustained commitment o addressing the HIV ¢pidemic thireugh mvestments in prevention, research and
geatmont.

. Increased funding for the NIH vaccine by 33 pereent. Funding for NTH vaceine research and
development lias increased over 33 percent in the last two years -- from $1 111 million in FY 1596 t0
$148 million proposed in the President’s 'Y 1998 budpet.

. Funding for AIDS veseareh, prevention and care increased by more than 80 pereent in the first
fonr years of the Clinton Admiuistration. Funding for AIDS Drug Assistance Programs {ADAP),
which help low-income people purchase needed therapies, has wripled, while funding for the Ryan
White CARE Act increused 188 percent, The approval of new ATDS drugs has greatly nccelerated,
with 16 now AIDS drogs und (wo diagnostic tests.
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! AIDS VACCINE Q&AS
i

DOESNT THE PRESIDENT’S CHALLENGE RING HOLLOW SINCE YOU
ARE NOT INVESTING ANY NEW RESOURCES DEVELOPING AN AIDS
VACCINE?

The President has commitied additional resources 1o developing an AHDE vaccine, Inthe
lagt two years, he has increased funding for the A8 vaccine by 33 percent and bis FY
1998 budget increases spending for ANDS vaccine research by 817 million.

t

Muoreover, scientists bave informed the President that {Us not only money 1hat we need (o
meet the chaltenge of tinding an AIDS vaccine, but that we also need 1o promote
collzboration hetween experts in this area. That is why the President has announced that
rhere will he a new AIDS Vaccine Center at NIH which will unife scientists in
immunology, virology, and vaccinology © join in a highly collaborative effort o develop
an AIDS vaccine,

That iy also why is he calling on the leaders of the eight major industrialized nations
meeting at the Donver summit in June to support a worldwide AIDS vaccing research
initiative. FPhese important initiatives are what seientists belicve we need (o do o fully
commit ourselves to the goal of developing an AIDS vaceine,

IN 1985, MARGARET HECKLER PREDICTED THAT WE WOLULD HAVE AN
AIDS VACCINE IN TWO YEARS. THAT WAS OVER TEN YEARS AGO.
MOREQVER, AT A RECENT CONFERENCE, DR. ROBERT GALLO
INDICATED THAT WE MAY NEVER SEE AN EFFECTIVE AIDS VACCINE,
WHY SHOULD WE BELIEVE THAT THE PRESIDENT'S PROMISE THAT WE
CAN DEVELOP AN AIDS VACCINE IN A DECADE? .

We know much maore about the AIDS virus today than we knew in 1985 or even in 1993,
Recent scientific advances have taught a great deal about how the AIDS virus infilurates
the hurnan and hegins to destroy the human immune system. We have developed a whole
new series of drugs that inhabit the reproduction of the AIDS virus.

There are suany credible scientists and medical researchers who are believe that itis not a
question of whether we will ever get an AI1DS vaccine but when. The scientific leaders at
the National Institutes of Health have said that are extremely encowraged by recent
progress in the AIDS vaceine and believe that the development of a vaccine is feasible.
fa foet, there were numerous presentations at the conference that spoke about the
tremendons progress we have made in the AIDS vaccine development and in vaccine
development i general.
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The i’residém announced today that we should commit ourselves to developing an AIDS
vaccine in the next wen years. He acknowledged that there are no guaranizes. But he
believes that we should commit our energy, our focus, and the efforts from our greatest
minds ta Imdmg, an AIDS vaceine.

HOW ARE THE INITIATIVES THE PRESIDENT ANNOUNCED TODAY
BEING PAID FOR? ARE THEY A PART OF THE BALANCED BUDGET
AGREEMENT?

i
All of the casis for developing an AIDS vaceme are being paid for by NH4's exisiing
hudget. \EIH has already increased funding for AIDS vaccine research by 33 percent in
the last twolyears -- from $111 million in FY 1996 to $148 million prop&sa‘d in the
President’s I Y 1998 budget. The President’s FY 1998 budget alone calls forg §17
million i mcrease .

E
I¥ WE ARE INVESTING MORE TO DEVELOF AN AID VACCINE AREN'T WE
TAKING .@WAY FROM INVESTMENTS ON TREATING PEOPLE WHQ
ALREADY SUFFEK FROM THIS DISEASE?

Since he took officc, the President has madc an extracrdinary commitment 1o increasing
our investments in AIDS, Funding for AIDS research, prevention and care increased by
more than 50 percent in the first four years of the Clinton Administration. Funding for
ALDS Drug ‘Assistance Programs (ADAP), which help low-income people purchase
needed therapies, has tripled, while funding for the Ryan White CARE Act increased 158
percent.  The President helieves that we need {0 continue & 1ncrease our invesinents in
all of these areas and his FY 1998 budget reflects thal commitment, with additional
znveszmmiszm AIDS research, prevention and care.

i
THE BAL;{&NCED BUDGET AGREEMENT CALLS FOR CAPS ON ’
DISCRETIONARY DOMESTIC SPENDING., WONT ADDITIONAL FUNDING
FOR AN AIDS VACCINE MEAN LESS FOR OTHER IMPORTANT
PRIORITIES? WHY NOT EXPEND THIS KIND OF ENERGY AND
RESOURC ES ON A CURE FOR BREAST C&?s‘{fj{:ﬁ OR HEART DISEASE OR
I)IAB%Z’I‘I:%"
Thig Aéminigiration has made a strong improving biomedical research an extremely
important priority. We have increased investments i biomedical research at the Nuational
Institites of Health by an impressive 16 percent since the President took office.

| B
These additional investments has been used to inerease investments in biomedical
research in @ number of important areas. For cxample, funding for breast cancer esearch
hay zrz@rmscd by 76 percent since the President ook office .
Developing ézrz AIDS vaccine is one imporiant priority in our investments in biomedical
research, Without an effective vaccine, AIDS will 5001 1ake over as the leading cause of

|
|
|



death for porsons between the ages ol 25 and 44. Between 650,00 and 900.600 Americans
are estintated to be living with HIV and over 300,000 have died of AIDS,
| :
While we have made enormous strides in the last year in treating ATDS, these treatments
- arc not always effective and are often prohibitively expensive both for Amencans and
throughout the world. Also scientists nt NiH believe that it is only a matter of time before
we develop an AIDS vaccine. Increasing our commitment o developing a vaceine conld
nake an enorinous difference and save millions of lives both in this country and
throughout e world,




STATZSTZCS ON THE AIDS EPIDEMIC

National Trends

. Between 650,000 and 960,000 Americans are living with HIV.

. Since the A:EI)S epidemic bogan 300,000 Americans have been reporied with ATDS
360,600 have died,

. An estimated 40,000 1o 60,000 Americans are being infected with M1V each year.

* it 1s the feading cause of death among Americans aged 25 to 44,

. Women now comprise [4% of people with AIDS. If the current trends continue, an

estimated 80,600 children will have been orphaned as a result of this disease by the end
of the decade.

. In 1994 alone, 1,000 new pediatric cases of AIDS were reparted.

. One in four new M1V infections in the ULS. occur amony people under the age of 21,
Between 27 and 54 Americans under the age of 21 are miscied with HIV each day.

. Peaple of color have been disproportionately tmpacied by AHDS. As of Qclober 1995, 38
percent of newly reported AIDS cases were with people of color

international Trends

. More than 29 matlion men, wamen and children around the world have been infected with
HIV - more than 3 million inlections occurring within the last year.

. In 1995, 1.1 mithon adults and 330,000 children m the world died of AIDS.

. It has been estimated in some countries in subsaharan Afries that life expeciancy has
decreased by up 1o twenly years beeouse of the AIDS cpidemic,

s In 1992, in South Africa 2% of all women who came in for prenatal treatment were HIV
positive and ii?zai number is up to 14%.

. Without an effective vaccine, AIDS will soon overtake tuberculosis and malaria as the
feading cause of death among persons between 25-44 years of age.

i
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|
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Today, let us look within and step up 1o the chalienge of our times -~ 8 challenge with
consequences far more immediate for the life and death of millions arouad the world, AIDS will
soon overtake tuberculosis and malaria as the leading infectious killer in the world. Even here in
this country, where new and effective anti-HIV surategies are available, complacency is not an
option. HIV is capable of mutating and becoming resistant to therapies and could well becoms

gven more dangerous. Only a truly effective HIV vaccine will torslly eliminate 1he threat of
AIDS. '

Today, let us set a new national goal of developing an AIDS vaccine within the next ten
years. There are no guarantess; it will take energy, it will take focus; it will demand great effort
from our greatest minds, But we have made strides in recent years. It i3 no Jonger a question of

whether we can develop an AIDS vaccine - it is a question of whet. And if America commits to
find an AIDS vaccine, we will do it

I am prepared 1o do all | can to make this happen. Our scientists at NiH have been at the
forefront of this battic. Today, 1 am pleased to announce that KIH will establish a new AIDS
vaccine laboratory dedicated to this crusade. At the summit of industrizlized sations in Denver
next month, I will enlist other nations to join us in 2 worldwide effort to find a vaccine to stop one
of the world’s greatest Killers. And we wili challenge Anerica’s pharmaceutical indusiry, whick
{eads the world in innovative research and development,, to work with us and make the successful
development of an AIDS vaccine part of it$ basic mission,

The 215t Contury will be the century of biology. Together, we can make an AYDS vaceine
its first great trivinph,

|
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With stunning speed, scientisis are now moving to unlock Lhe secrets of our genetic code.
Genetic testing has the potential to identify hidden genetic disorders and spur early treatinent,
But, it can also be used by insurance companies and vibers to discriminate and stigmatize groups
of pople. We know that in the 1970s some Africen Americans were denied health care coverage
by insurers énd jobs by employers because they were identified a3 sickle cell anemia carriers, We
also know that one of the main rezsons women refuse genetic testing for susceptibility to breast
canoer is their fear that insurance companies imay either deny them coverage or raise their rates,
No insurer should be able to use genetic data to underwrite or discriminate against any American
seeking health insurance. This should not just be a matter of pringiple, it should be a matter of
faw. In the coming weeks, | will send jegisiation to the Congress to prohibit insurance companies

from using genstic screening information to determine premium rates or eligibility for health
insurance,

]
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The White House will announce 3 new multi-faceted commitment to developing an gffective
AIDS vaccine, involving high-level international collaboration, a dedicated research center
for AIDS vaccine research at the Nationa! Institutes of Health, and outreach to industry
partners to maximize the involvement of the private sector in AIDS vaccine development.

Global- AII)S Vamwe R T@e The United States has proposed that the
grs of t GStrialized nations meeting at the Denver Summit in June agree

to support a worldwide AIDS vaccine research initiative. The proposal calls for each nation
to make a political commitment to provide the investments necessary within their country to
accelerate research toward the development of an HIV/AIDS vaccine as a scientific and
public health priority. Joint mectings of key scientsts from participating nations will discuss
research progress, identify scientific gaps and opportunities, and design colisborative
programs. The proposal has the support of the Suminit organizers, and a Summit
Communique is being prepared outlining this pledge to work together to enhance
international scientific cooparation and coliaboration,

o New NIH AIDS Vaccine Laboratory A dedicated intramural HIV vaccine research and

development center will be established at the Mational Instittes of Health, This laboratory

will zllow the remarkable advances in immunology and virology to be brought 1o bear in z
sed fashion on the development of AIDS vaccings,

ing With Industry on AIDS Vaccines A White House meeting will

oge cading government scientists and the CEOs of vaccine manufacturers to seek
scéutwns to the zmpomnt but complex issues that have deterred sustained participation of
these companies-in HIV vaccine development,

AIDS Facts HIV/AIDS remains a global public health threat. More than 29 million men,
women and children ground the world have been infecied with HIV -~ more than 3 million
infections occurring within the last year. Without an effective vaccine, AIDS will soon
overtake tuberculosis and malaria as the leading cause of death in the world. In the Unired
States, AIDS is the leading cause of death among persons between 25-44 years of age, and
the eighth leading cause of death for all Americans. Between 650,000 - 500,600 Americans
are cstimated to be living with HIV discase, and over 300,000 Americans have already died
from AIDS.

Accomplishments under Clintos Administration The Clinton Administration hag made a
sustained commitment to addressing the HIV ¢pidemic through investments in prevention,
research and treatment, Funding for AIDS research, prevention and care increased by more
than S0% in the first four years. Funding for AIDS Drug Assistance Programs which help
low-income people purchase needed therapics has tripled, while funding for the Ryan White
CARE Act increased 158%. Approval of new AIDS drugs has greatly accelerated, with 16
new AIDS drugs and two new diagnostic tests approved since 1593, The Office of AIDS
Research has heen strengthened to plan and carry owt the AIDS rescarch agenda. Focused
new investments in prevention involve community plasning to maximize local efforts.
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AEADLINE: AIDS VACCIMNE] PROVING TO BE AKX BLUSIVE GOAL
BYLIKE: MARLEME CIMONS, TIMES STAFF WRITER

DATELINTG: WABHMINGTON

BORY

fvan Today, the memory wakes golentisrs cringe. On a spring day in 1384,
Health and Human Services 3acretary Margaret Heckler, surrounded by prominent
AlIDS rescarchers and public health officlals, announced that the virus

Crespongible for causing AIDSE bad been found.

Brimming with optimism, she declarad that a vaceine would be ready for
veshd within two years.

It was & remarxable display of scientific hubris thet most AIDS apecialiets
would prefer to forget.
. T
*No viral vacsine has ever been nade in two years,” said Haynss Sheppard, a
res@éarchey with the California Lepariment of Health $ervices. *vaccine
" development {8 part sciance, part art and part iuck--and if we don't ger lucky,
it might take & very long time.®

In the recent euphoria resulting from the infroaduction of life-exvending AIDS
drugs, it is eagy to forget the mors Frustrating side of AIDS research: that 13
vaears after the discovery of the human immuncdeficiency virus, there ig srlill no
affective preventive vactine on the harizon.

sone must keep in mind that there were no breskthrough AIDE drugs for many
- years-~~and than, suddenly. there were,® sa2id Sheppard. one of hundreds of ALDS
regearchers who met at the National Institutes of Health last waek for an updaze
on vacoline prograss.

The news s nov all bad.

Regaarchers have g;ined new informabion from animal stodies aboul the breadik
z»f the immune response Lo different candidate vacoines. And at least one human -
trial g polised to expand to 420 velunteers Lo begin testing twe promising
esperimencal vagsines simultanesusly, an approach kaown as Pprime-boost.

i

Byt nosns of the dozens sf products under sorutinoy has proved comgelling
enough for a large-goale efficacy srial, in which tens of thousands of high-risk
individuals would e studied to sse whethsr 3 vaccoline asctually protecis them
against infection.

2008
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There are many complex reagons why it is zaking so long; chief among them is
that H1Y is a ﬁormidab%& and crafry foe.

Muitifaceted Bremy !

One of the bilgyesi ?bailanges facing researchers is the fact that the major
raxget of HIV is che lpmune syscem ivself. The virus infects the critigal
T-cells phat regulate the immune rospopse, weakening thedr ability to funcrion.
(The virus uses these cells as *virus [attories® td copy itself.]

Also, HIV muisteg, meaning that any effective vaccine must protact against
411 strains, both within infected individuals and acong different populacions.

Thiz cannor alwaysz be accomplisbed, a3 the infloenza vaccine has shown. Thers
sre Lwd basiec types of flu, but differernt wvariations appear every vyear,
reguiring mew vaccine formulations.

Furtheemore, b&cau3§ HIV can be trangmitted--and can exist in the body--both
25 froe virus and within cells, a sucgessivl waccine must be able to elicit as
least two kinds of immhune respense,

. First, ig must stimulate "neutralizing” antibodies that will destroy any free
virus before it %Has a chance o infect the body's cells. Second, as a backup, i
must provoke the production of killer T-cells that *"poison® any cells that have
hecome infacted,

he soon-to-be launched "prime-boost? trisl., sponsorad by the National
institute of Allergy and Infectlious Diseases, will atrasmpt {o atimulate both
reasponses by ualng Uwo' ¢ompounds at once.

One vaccing, vOP203, 18 wade from a weakened canary-pox wvirus used £o carry
Tspacific BRIV genes ints the body. It will be given to provoke the proaduction of
the kijler T-celils. The second compound, rapi2l, ls & gensiically enginesred
zopy of an HIV syrface protein. It will be glven o provoks the antibedies,

|

It s0ill might not be enough.

Bzuause AIDSE ls most often a sexuwally transmitted disease, an effective
vaecing algo will probably have o stimulate an immune rssponss from the mucosal
immune omlls that line the reprodustive tract. This agpect of vaccine
* devslogment is proving aspecially difficult.

"o don‘s understand tha principles of mucosal immunity particularly well,
and haven't been successful in developing vaceines dirscted at mucesslly
transmitted ?athog&naé” said Dr. Hobers T. Schpoley, who chairs the executivs
committee of NIAID's AKIDS Clinical Trials froup. *For example, we have no
effective vascines for syphilis or for gonorrhesa.”

Theye ig much debate over the best ways Lo procesd.
in devaloping vaccines, rasearchers typically look 1o which immune responges

protect against infepcion--known as ‘correlales of immunityt.«and (ry Lo orszate
a product that will elicit those responses.
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Put another way, scientists study the immune responses of people whe have
syffered and recovered from vival ilineseesn. In developing vegcines for chiskam
pox and polioc, for examples, résearchers learned much from cases of people who
pecovered. ‘

Bigputa Over Naxt Step

However, unlike othsr virsl disesasss. no one ig known to have reagvered from
HIV and becoms lmmung. In facn, it is 5ot known whether 8 natural protective
state againal HIV evenjexists.

Some wondsyr whether it might be valuable to launch a large human trial of a
marginal expzrimental vas<ine, haping that a few individuals would devsicop
immunity 8o they could ke srudied.

"De we really want to blow § 30 million on 2 candidste vaccine that we're not
gure will work to get mere Information abour correlaves of inmmunity?” &Sheppard
asked. “Home pelieve 30 s not worth iv. Gtherg believe it's ahsolutaly critical
te ger to the next leval of protection. That's where some of the tension ig.®

Unforrunately, onlylzimined information can be obtained Zrom animal studies.
There is no ldeal animal medel for studving HIV vagcines. Chimpangess can begome
infected with HL1V, but only one chimpanzes is Kknown o have besoms 111,

Moreover, chimpanzees are an sndangered specles.

fSo most HIV animal studies uie macaghe monkeys. Thsy can be infscted wilth
simisn leounodeficlency virus, whichk s similar to HIV and causes an AIDS-1iks
“diseage. Pur rasults cannet always confidently be appiied o humans.

Buring laast weskis forum, Dr. Opendra Narayan of the University of Kansas
Medical Center in Kansas Cluy reparted that he had develsped a live-virus
cardidate vactine thut appearsd to protect & small sumbsr of macaques from
exporure To a lathal, labesreated hvbirid virve chat costained an HIV compangni.

Fears of Mutating Virug

The wisvs, dubbed SHIV, was made by conbining IV with a gliece of HIV taken
Eroom ive gnvelope. or ouler cosi.

Ressarchers would be delighted to end up with & live-virus vaccine but have
shied away from that approash because of serisus ooncsrng about safety.

Historiaally, the best vacclinss are often made frow live, avtenuated viruses.
These are iliving virusss that have boen altered ro make them haymless, or
capable of causing cnly mild dissase.

Eut AIDS resesrchers worry that a live-vizus vascine, even crippled in some
way, might Find a way to repair fcself oncs in £he hody or, sven worse, uald
with apother HIV astrain to form a more dangerous “mosale® wirus,

EIV is a retrovirus--its genecic material is REA ravher than the usuwal DNA,
Upon infecting a cell, it undargoes a gpecial process e turn its REA inte DNA,

integrating with che DRA of the host {human! cell.
!
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*we don't kunow how e bedy would handle" an attenuaced vaccing, sald br.
Lerry Arthur oI the National Canzer Institute. "Thesorstically, onve you're
infected with a retzovirus, you've infected for 1ife."

*Ifva always been & strong proponent of attemuated vaccings,® he added.
*There are certainly sagugh areag of the world with high-risk pzople thar would
warrant tgsting one. But therg is & big potencial gafety risk.¢

Arthur has been developlng DNA-based vaceines, which use pure--but
neninfaesious-~gengtic wmakerial from HIV.

Cther strategies under study lmelude using a live but harmiess "veckor.®* such
a3 A bacterlum or ancther virus, Lo "caryy' an BIV pyotein gene; using
chemically synthesized pieces of HIY proteins, knowen as paptides, and using a
neninfectious HIV leook-alike.

Hoe one has yetr put a live HIV va¢odne ir humans, although asome experts poing
be a fascinating case 0 ABusrralis as evidence that such a trial might net prove
a2y dangercous as many people think.

Mure rhan a decade ago, a handiul of individuals recelved transfused higod
from an austryalian infected with a genetically impsired straln of HIV, One

reviplent diad, butv it was unclear whethgr AIDS was the causa.

Nonme of the obhars has devaloped AIDS, raislng the pogsibilicy that giving

imgividuals a live vaccine using HIV with this same generie dafect might, at

leasnn, be pafe.

Bub would it result in immunlty?

“Bome say: 'Look av thege people, they don't get gick. Glven the apparant
failure of other approaches, do the tria),' ¢ fheppard said. "But others say:
'No. Safery isgues sre paramount. We just gan't do it !

"And whe knows who i right?"

LANGUAGE: English E
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THE "‘thl)! NTAINTRODUCES INITIATIVES TO FULFILY HIS COMMITMENT TO
DEVELOP AN ALDS VACCINE

Tadday Presidant Clinton chadlenged the naton to conunit uself ta the goul oF deveiosing an AHDS vacsing
witlie the qoxt 1on vows, The plt‘-ilz&:\h also annouieed a nunber of Imporian indtiatives © help [ulfil] this
\u':m nment, including bivh Jovel imermationnd coliabornion, o dedicared (esenrch conter for AIDS vaceine
susearch A the Natonal Insiinores c: Health (NIF 3 wod outreach o sciontists, phanmnaceutioal companies, and
;‘-m‘e;zi refvacnies to maniodze the mvolvement of both the privan zud public secunrs ia the development of
an ATDN voceine, The President has alieady aken steps 1o aphaney the possibiiie of Jeveloping an AIDS
aceine by incrensing funding for NTH vaccine researeh sid developaeat coer 33 pereentin thie Iast twe
vears, The initatives the President announced woday, which Build on e exceptiona] somniitment o dovelop
better ways o ;}i'?&"iji?h diagnose. tread, and eventuaily cure AIDK, inthnde ‘

* Y New NH ;xzm Vaceine Center, A dedicated imtragsuea) PV vaccine roseawsh anid developiment
cener ¢ beng esiablished ot the Nattonol Insttures 68 Mealil, This waecin center, which will be
flly operational wihin the pext seversl months, Iz unting ouigtending sCientisis in ununologry,
virslogy. amd fraceinalogy 1o jodn in a b g!.!vmo'mbomnm eifort 1o dev ciup an ALDS vaceing,
Bringing togethey 2 hroad arvay of reseatchers b an intensely- Tm;‘u\x;r* environmoent has hean g
successiul way of developing vaceines in the past,

v A Global ATDS Vaccine Research Initiative, The United Nistes in nrresing that e lealers ol
cight mahar indusiialived nations mecting ai the Denver St 3o Jue wgies o support 2
worldwide AUS wreemne research tnitiative. The proposal calis 1or eeci nntion 1 maka g
conmmtisient 10 provide the necessary investments in thelr countey 1o acteleriie esench woward the
develapment of an HIV/ATDS vaecine as ascientilic snd public herlth priority, Jolnt meetings ¢f key
seientns frong pagticiporing ualions will address rescarch progress, identity scientitfic gaps mnd
CPPOUNILCS, ézzx% design collnbomtive programs.

. A Challenge 22} Phacmaventical Munufactore bndusiry to fnvest in Innevative Research to
Develop an ATDS YVaveine, We can only oo successtol in dovelopimg ao ADS vaceine if privae s
punlic scetors make s goat a prioriy. The Preswdent s chadlapmy fhe pluvmocention! industre o
join the :.}%:n’{"{‘i,;] Wt i 8 parmership 1o renlize this oporant gowd

Backyrsund on 1A/, t.ll)*» FIV/ATDS remams a globad pubiic bealth diresr, Mose thap 29 miallion men,
womien and children aronnd the world have been tofected » 0 IV w ipore than 3 million inteedons
securring within the layt vear. Without an effective vaceine, AIDS will soon overtake tiberaidosis and
malaria as the fetding cavse of death among pecsons betveen 300 veurs of sge, Between 030,000-900.004
Amwericans are ostznted W te Hving with THY disease, umd over 200008 americins lve alrady disd fom
Al - i

Chinton .\.fimmmmth* \{:mmp%wimmm on HIVZAIDS, Tho Clsien Aadunmisieation s made o
sustrined connnitment beoaddrensd Hig the HIY epedemic tnagh Brensi onts i moveniies, reseurch and
SR TH O )

. tovreased fupding for the REH vaceine by 33 perecot. Pumling foo MM vatsing rescarch and
: t o “et g
gevelopmuent ha 1@ increased over 33 percent It the las! two yerrs < G 3110 nniihon In FY {98610

-

St miltian praposed in the President’s ¥Y 1998 hudger,

» Fundiag for ALDS vescarch, prevention and care inereased by mare than 80 peveent g the Oirst
four years of the Clisten Adwinisiration, Fundis ai tior ATDS f"l*z\ Asyistnee Programs {ADAPL
which belp fowdncons people purcliose necded r.*r‘mmﬂ Bas tipled, while funding for the Zean
White CARLE f\ct incressed m% percent. The approval ef new AlDS x.im;;.s Iy preatly accelerated.
with 16 new A1DS drugs and 1wa diagnustic tests,
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PREVENTINGINSHRASUE IMSCRIMIKATION BaSEH
CON GENEVIC IRFORMATION

I s compmnsoment aduicss o Morgen Stae Univemsip inday | the Pregdent tghlohied the erem
pvential wd pessible perids of reoent advances tegenatic prseareh. To abiiess wukespraud coneurns
abingl poly '| od abses, Prosidunt Clinten called apoa Congress 1o pass biparaaas fngislion dun xmu;i
bl insirance companios rom vsuy penetle Informastion we deterniiioe premiwm rates o eligihitay
Yor hesith plang,

i
ADVARC ?‘3 IN SCIERCE: POTENTIALS AND PERILS

Cienetic westing b the potenzlil o sdentify Ridden ponetie disnabaors ,1*}1! it ety eatmen). Tests
£ genetic predispasitiog fo Cerfaig discasey and vonditions - yuch ay zmunﬁ-:mn’ﬁ ai%\;cns,c il certam
wpes of Breast caresr « a0 already avaifable s IANPE QEBEHC TESTY e Snine Soren, Bat peosi
toating alse o e csied By s Crnpauey S el tiih:::'?nm%fi‘«t atnd :;ugn’lmw srups of
people, Wehaow thug genene wboenation s boen ied o disesipionie sesiast peeple e past (o
the carly 1972, beslth Insornee Soveraye fnd doebs wore domisd oo Alrle s e W gy
were identifted as varriors of sivklecell naemin, Sratie: bave shuwn that e A e
extreniety concerned sith the posability ot Merr penest makeur sall Dy ostd o dives i ogadas
them or 2 member of teir fanily,

ADBITTONAL PROTECTIONS NEEDLD

The new lepislation i suild o the maportai auti-hscrminiion Bovraner s mothe Heslth
Insuranse Foabifin sl Acouniabilins Actol TG (HEPAAL 1T woail e eagthon HIPAA by
enguring thaet inall visce gerctie Information wil oot be inepprapriitely ased o disehoned B besdils
plung. This wondd potoaniy appby b Dendils plans covared pnder ERINS Dt also prosades Bimket

protections Tar sl Ameriones whe snehise s sheal pobeies,

Mare than o dozen stotes bave alreidy capeied Tows toorestriot the wee o gunenic koL oy, i healdd
msurance mul st eust Beity-one gthers bave wnediee! jegistanem e |97 i-z-.u‘-w‘.. <oy hgishinion
15 sl itcien wo solve i problome The serinbidity wenosg stige B will bend soon b o dormin
asposs (he pasibn a1 whether gud how gonety ssnunton moy ke used b hanith phines,

HEEDING ON FHE EXISTING BHFARTISAN LEGISLATHN

severdt Bl Bive heen mredueed i this Congress, whieh prebilic heablo slans Dontmmpiet ag o
taing deicts safamntian as o basis o dony health care eovange o o m“msm:\, The Prosiclon
bebioves il e Bipartiane Rpisdativy muoduded B By, Lodise Sl FLAL 306, reprenin o

trong ftidolion o tiis aviche-needed vetann, The Skaghior Bill 2oe - i i:zdim. Thens D
Jischesose of o indiviieal s genetie sgammnon f;;. Bealid alier, Tae Prosdent fooitn oail o
wiorking with ik’I-cr\ Simzghter wad other areabess 1 both partvs w0 oss eeiziasen o s pmportam
1480 18 T Lo toss,
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Merck Plansto Test AID

J et e aninay e
¢ Ertect mle_agﬁimt

BREDIS Apainst the Ny and olh

i
¥
!

By Miowes WaoloLz
S8 Reporisr of THT Wall STREET Jotrsal
As the AIDS pangemic spreads fargely
unabated oltside the T 8., sublichealth offi- )
clals have been waiting hapelully for 3 vreak-
throughin the devaiopmieni o a vaccing,
New Merck & 5. after aumetous

years of eftort and failed anempss. ap |
Pears to flave made one. .
Merck scientisis are Inying plans {o be -

- gin the firsl homman tesls of 1wo promiging

experimental vacrines developed as part of

an intense topsecrel ressarch sffert,
Merck's top vaccina-Tesearch exesutive, in
a telephone interview this week, confirmad
the vaccings” existence snd the company’s
plans 1o degin sdministering them s 5
seidl nkmber of healthy, wiinfested volun-
leers By year's end,

The official, Emiic Emimd, s3ig he
dign’t want 12 raise undue expectations,
Hegnaid the humax lasty will be undertgien
stmpiy 0 hely Merck setentisis delermine
i the vareines can produe in penple the
kingd of immune-system reaction genetated
trr amimal studies. Those studies them-
selves are s¢ prefiminary thal Lhe company
hasn't eompleted fheir analysis, or pre-
sented thelr reyuits 10 1he AIDSwvaceine re-

© sgRreh eammunity, Br, Emiad noted.

Still, researchers farnitiar with ¢he pro-
Jectsay that §f Merek's vaceines produte a
powerlu! imsnune reaction, the company is
tapabie of swiftly embarking upan farger
triuls. Merck, %ased in Whitehouse Siz-
tion, N.J., is onme of Dhe world’s premier
somImerzial vaceine makers,

“Ihe slutles are designed 10 help us

quitkly see i we are on the Sght track
said Dr. Emind, director of Merck's infec-
fousdisease ' resesrch  operstiong. He
anded: “We are gt the peint in owr reseateh
where we need Is know if they wilt frigper
¢ tesponse In people we've seen in ani-
majs. And ihe only way b legrn that is oy
gving them to peaple ™ S5, Mersk s yn-
Certain if the immune respunse it has gers

t;i ;ﬁez‘tm Hhat wili
Several giige Lo et &
> T CUmpsnier are 1
ira:.g;;%e ;a;mges i?igtge angd smalze;zztf
4 v nd a d. 311 o
Merek vaceines #i be amﬁzz; ne fire of
; of Secafted “naked DNA"
Cza;giﬁ;{; 8008 humang. These are vae-
of
gg:;e; imm the vé?%z:. ﬁi’m e ge;}is?;?
el ¢xist, and Marey and ¢the .
o daty begn unsuceessfiz) i rasti::; ?ﬁ:?f

e tBiztobes,
muck detaii
guﬂm of the
¢ surfaced in
Page B, Coliingn 5

Hg prewids
5% vacsines,

k]

*

\he st weelk or 5o, and [imiled informs-
tion about them has been shared with sothe
research groups and ressacch phyticiens
who will heip condutt the small irisls. v
formation from seiendsts familiar with the
CUMpAnY's PrORram sUppests tat Merek's
efforis incorpargte (he idtest rachasiopy
and knowiedge emarging io récent months
about whal's med&diw srodilce & prote
tive respente in .

“¥What's exe‘zgen{?aﬁd important i that
Merek believes it's lar enough sloag to tegt

. something.” says Marparet Johnston, s
* sistant director for AlDBvactine research 1

ai the federal government’s Nutional insil-
une of Aliergies ad Infectious Disegses,
“1t"s pood 0 see Merck mvaived. iod tost

ing a3 approach that is right now thought |

{0 be on the tutting edge,” o

Specifirally, Merck waniz @ see i i
DNA vaceine tan dlimyiste (e Imenine Sys-
e fo reicase while blood cells ofien re
fprred to as killer or cytoloxic T-eelis. Re
cemt shalies by severs) piier research
groups show (hat peepie exposed ig HIV, ik
virms that cawses AIDS, who produce jamgs
amounts of iiller T-ceils and other so-calles

. heatper Tucells zre able 1o keep the disesse it
check. Additional revers studies in monkey,
show that iriggering sueh Peells can giso
Keep the vivus at bay for limited periods.

D, Braini says animal studies Merck is
conducting show ihat the company has
hesn able 1o make o DNA vaocing that can
promipt 3 Riller and heiper Tgell respanse,
Tre company’s trials are designed fo see if
the same Giological response conurs in ke
mans, & iest that eotdd % aceamplished
within & few months.

The human izl will be walched ciosely
by AlfiS-vaccing researchers becsuse i
will provide 4 critical fest nf whethey DNA
vaccines re ysefal. Most other experimen-
fai vercines have produced aniibodies
agaiss: HIV 1hat, while able t5 nediratize
e virug outside of infected <eils, don't ap-
pear ot powerhal enoogh teovercome ine

fection, Scienuists are hopehd abowl the
{INA spproach becauss such vaccings 350

“sitnetate 3 cascade of Tvells thatare abie

to target and SEoy virys parudes that
snter the coils duting 2 virai miection.

* beers producest

MD < \frii‘lff;wk

Information abot Merey's efforts wi
aEpesr in [he SO L-te-published Aug‘ugil
newsierier of the Internstional AlDs Yae-
Sine initigtive, § private New York orgasnis
tation ihat promutes vaerine develonment,
David Goid, who mINROrS AlDS-vaceize
TeSsareh Jor the arpanitation, win TEpUT
that Merek has been able 1g “hurmanize”
the genes, T2lng’ the DA prodoee 3
more powerful Iimarie respens? than has
B ANy prev
Soreh oced | Ny previcus effores vy

My, diold witt aiso repost thatar s
mRlnE of varcing resesrcheng, Sjgg
 sald thal in menkey studies, the ailered
: DNA inttuzed g stronger ang langer T-esl
, Tesponte than other test vaccines, Dr, Eme
s confivmed Mr, Gol's asteun;,

Nt réssarch, hawever,
Bat a DNA vaerine algne ligely iigg;s t:;:
Wewertyl ennagh fe futly progzect againstin-
teclian. 43 a resuit, Merok eonfirms that it
Usodll test 3 vaceine in hjch hits of the
¥inn are inserted indpa defused animal or
humin virg, The ompany dectineg m
zdenﬂ{sfy the eomposition of irg Virus-tetsed
vaskine, “The zarrent sense it that a var.
:{fm.- agwingt AIDS Wil regusire comhing:
fion of 4 DRA veecine te pritie the imrnune

syster: foflowed by & hooster of & vaurine
INOVAR another ving,” save Dr, John-
ston of the zovernment's Nism,
indeed, several wesys age Pastoyr

Mgneux Connaught, the vactine-making
Ut of the Freach drg ompany Rtone
Pquleaﬁ B4, reporied resulis of 4 phase-
%2 tent of vaccine in whieh paris of the
AIDS virns are inseried into & weskenyi
YIrUS thatl casses CaNArS oy, @ bird vimg

Michel Klein, who directs  Pagtery
Mesfoux"s H¥warcine elforl, sivs the
SOmpaay’s 1est vicelne produced segie P
<ol response, and iz EXBLLLS L0 tegt the vae

2ine fﬁri}zer. The 2ampany alsn |5 deveiop-
g A DN A veeeine, Pr, Klein £ays,

»

The trick In making & DNA vaccine,

hreever, i identifying which genes [rom
HIY o put o the vacelne, While Merck
declined fo diselase the pene or genes it is
ating, Dr. Emini eonfirmed that the com-
pany iz usipg geaciic material from he
virus that it has altered in an effort loglicit
a desirer) response,



Mdrs'h & McLennan Unit Agreesto Settle
EE 0C’s Age-Bias Case for $28 Million

By MICHARL RaPorory
Hiour Jomes Neseproaned
W YORK ~Johnson & Higging Iac.
xhgs agreed 1 pay $2% millon fv setile
. ¥eual Employment Opptrtunity Commis-
" sion nliegations that it itlegally forcedt iis
- gizrzcturs $rin B}y Ttitement,
. The. BEOC said theragreement with
-zstmsan & Higgins, an insurance Yroker
. age Soncern that is now part of Marsh &
.MuLénnan Cos., 15 one of the Jarges! age-
‘diserimination Settimeents in e TS
s, delinitely one o the top Hve sellle
- fnenis," sayd Sonya LeCount-Mellanrahan,
_an EBOC senior irial attornes.
. The EEG( sued Johngon & Higgins in
' 1983 I federal district court in New York
- shieging #s poticy of foreing directors tore-
tire bedore age 85 violated federal age-dis-
-crimination law. Under the policy, dires-
*tors had 10 retire by the #nd of the yearin
which they turnsd £2, or by the end of the
Tyéar i which they tirned 60 if they had
been on the firm's board for 15 years.
Previousiy, couris hud agreed with the
EEOC thal the mandaiory-resirement pol-
icy, was Hiegal, but ihe level 0T Samages i
- be paid by Jotnson & Higypins hade’t been
. eslaidishad,
The sertiement *'sépde 3 message tothe

[ S —

entire community bow gge dsarimnination
in any form £an be aa gypensive propost-
tion.” Ms, LeCount-MeClanahan said,

Harpara Perlmutter, a Marst & McLen-
pan spokeswoman, said the New York in-
surance-btokevage, invesimentananage-
ment and coasuiling cempany ks Vpleased
10 kave this matter behind v Johnson &
Higging was acquired by Marsk & Mclen-
nan i 1997, ang the refirement polity I
guestion hasn'y exitied for years, e
spokeswoman said.

Thie 25 million wi¥ be divided amang 12
retired Johasor & Higgins direcinrs on
whose behall the EEOC brought the case.
e drecters had contended they were Jue
mittions of dolizrs in back pay from the
firm: (hey will pach receive AMOUENS MRAE
Irig from $1.22 millon to 33.5% mlfkos.

Sotne retived Jahnson & Higwins diree
tors ave continulny [o pursue separate Ht-
gation sgzinst Marsh & Mrlennan and
other Johmsos & Higgins directors, alleg-
ing ey were cheated dut of their falr
share of ihe provestds when Marsh &
Mreiennan bought Johnson & Higping for
$1.8 bllion. Attorneys invoived in the fili-
gation couldn i be reachsd far rumment.

Justsce Department

Examnes Remedses
In the Microsoft Case

P 6 Ward STRETT JOURNAL Staff Roporrer

WASHINGTOR - The Justice Depart
ment is examiniag a kenad range of polen-
tal remedios in the Microseft Qorp. an
titrust case g has souphl advice [rom
otskde experts 1o svaluale thess options i
i prevalis in ihe tase, 3 department offi-
chal said,

Mlerosoft, however, has seid it expects
1o wins ihe cage and dismissed gpecalation
avout & pogsible remedy as premature and
upfair., The department spokeswomdn
calied any public speculation about 4 Tere
edy premature, noling that the U3 dis-
tries judype deciging the case, Thomas Per
tield Tackson, hasn't yet Tuled.

Twe Investment bLapks were ap
pronched I recent days [0 provie an
analysis of tiow o bresk up the company
and vzine it operations, ¥54 Todey re
ported yesterday. The Justice Department
spokeswoman aeknowledged that the de-
pariment zpproached Wall Street firm$ 10
evajuale 2 number of remedies, Bul the
said no one remedy had been singled out
and no investment banker has been re
tained. ' ;
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. THE WHITE HOUSE e et
WASHINGTON

December 17, 1998

MEETING WITH THE
PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS

DATE: - December 18, 1998

LOCATION: Cabinet Room

BRIEFING TIME: 5:15 pmto 5:45 pm

EVENT: 5:45 pmto 6:15 pm

FROM: Bruce Reed/Chris Jennings/Sandy Thurman

J
PURPOSE
[
You will be meeting with members of the President’s Advisory Council on HIV/AIDS

to diséuss the Administration’s progress in addressing the AIDS epidemic.
BACKGROUND

The (3:0unci1 requested a meeting with you to address its recommendations on ways to
improve the Administration’s response to the HIV/AIDS epidemic. The Council
recogr:lizes your commitment to improving HIV/AIDS care, research, and prevention.
They Support recent efforts to highlight international efforts to fight HIV/AIDS, the
new irilitialive on HIV/AIDS in the minority communities, and on increases in research
investfnems. However, the Council has been publicly critical of the Administration in
some areas, particularly its commitment to HI'V prevention. This meeting provides an
opportunity for you to personally reaffirm your commitment to the Council and the
seriou:sness with which you take the issue.

Questions from the Council will focus on four areas:

--  Access to Treatment; The Council will seek your leadership on expanding access Lo
treatment for indigent persons with HI'V who under current law must wait until they
reach a level of disability to qualify for Medicaid, which covers the treatments that
would likely have forestalled their progression to AIDS. Initial reviews, prompted by
a request by the Vice President, determined that such an expansion is not cost neutral
and therefore cannot be done administratively through a Medicaid 1115 waiver.
However, the Administration has worked extremely hard to expand access to
promising HIV/AIDS therapies by supporting substantial increases in the AIDS Drug
Assistance Program and advocating for the Jeffords-Kennedy legislation (which
includes a demonstration program that would allow states to define disability,
substantially increasing access to Medicaid by persons who would become disabled but



-

i‘wz eare}. Support of this legislation by the Council and the AIDS community would
be very beneficial, [Couneil presenter: Thomas Henderson]

?ré;mazing HIV Testing: Approximately 30% of persons infeeted with HIV do not
know they are infeeted, complicating prevention efforts and delaying helpful
treatments, The Council will ask for your suppert of a national “get tested” campaign
focusmg on higher-risk populations (yomh persons of color, women)., Thisisa
reasonahle proposal, and one which 1s already under consideration through the budget
prcicess [Couneil presenter: Alexander Robinson]

Vafcciz;e Research: Last spring, you announeed your desire to find a vaccine for HIV
'sa,itih':rz ten years, Two weeks ago, on World AIDS Day, vou announeed a 33%
mcrease in vacgine research funding at the NIH (up 847 million to $200 million), The
{L‘aan{:z% is highly supportive of vour ongoing leadership on this issue, but has some
cencem about the 18 months it is taking to find a direetor for NIH’s new vaceine
research center and about the need for increased inter-agency coordination. NIHM has
assured us that its progress on vaccine research has not been hampered by this vacancy
and that filling the position is a top priority for NIH Director Dr. Varmus, [Council
presenter: Helen Miramontes)

|
increased AIDS Funding: Funding for HIV/AIDS programs has more than doubled
during your Administration, with Ryan White funding up 266% and AIDS research up
67%. The Council is concerned that prevention and international funding have not
benefited from similar increases. CDC’s prevention budget is over $640 million and
has increased 34% since you took office, the Administration is focusing on insuring
z&at pravention funds are ysed effeetively and are targeted to those at highest risk. As
for. :nzermizonai funding, USAID's AIDS budget has increased 64% during your
;‘admm stration.  You also just announced on World AIDS Day a new $16 million
eff‘ozi 10 help develaping countries respond to the needs of children arphaned by
MDS Finally, may announce $479 million in Ryan White Title I grants to 50
mmmpohtan areas most heavily impacted by HIV/AIDS; these grants include extra
funds for minorities that are part of your recently announced mitiative on HZWA}{}S i
rac1al and ethinic minorities. [Council presenter: Regina Aragdn]

In you{ closing remarks (see attached talking points), you may highlight recert
Admin%szz‘aﬁen activities on HIV/AIDS, including:

Warid AIDS Day event at which you announced an AIDS orphan nitiative at USAID,
increased vaccine research funding from the NIH, and a delegation to Africa led by
Sandy Thurman,

Ivfirimrity initigtive annpuncement on Oclober 28th at which vou declared HIV/AIDS

to be an ongoing and severe crisis in racial and ethnic minorities and announced $156

|
3
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miflion in additional funding to address the crisis,

-« Historic HIV/AIDS funding achievements in the FY99 budget negotiations with
Congress.

- Strongly advocated for other policies that help people with HIV/AIDS, including an
enforceable patient bill of rights; the Jeffords-Kennedy legislation that aliows people
with disghilities - including people with AIDE -- to stay in or return to work; and
substantial increases in research funding at the NIH.

PARTICIPANTS

¥ igipants:
Bruce Reed
Virginia Appuzo
Karen Tramontano
Chris Jennings
Sandy Thirman
Richard Socarides

Drers ” _.
YOU

Sandy Thurman

Bruce Re%d

Virginia Appuzo

Karen Tramontano

Chris Jennings

Sandy Thurman

Richard Socarides

Dr. Scott Hitt, Council Chairperson
Members of the Council

PRESS PLAN

Paol still photographers at the top of meeting; single print reporter thereafter, Verbatim
transcript to be provided to press following meeting,

V. SEQUENCE OF EVENTS

«  Sandy Thurman will intraduce YOU 1o members of the Council.

- Dir Scott Hitt will meke a brief opening statement.

«  Council member Rabbi joseph Edelheit will provide an overview of the message of
the Council to you.
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-~ Four members of the Council will provide brief background statements and identify
specific issues on which they seek Administration action. (You will have the option
to seek clarification or respond~-see sttached Q & A}

w  YOU will make brief closing remiarks, thanking the Council for its hard work and
reaffirming your commitment to continuing the fight against AIDS--see attached
talking points.

REMARKS

Talking points provided by the Office of National AIDS Policy.
AT?‘&CHEMENTS

-~ Talking points for closing remarks.

- & A for discussion purposes.
-+ List of Council members and brief biographies.



Pregident’s Advisory Council on HIV/AIDS

Member List

CHAIR

R. Scott Hitt, M.D.

Dr, Hitt, is a physician at the Pacific Oaks Medical Group in Beverly Hills, California. He is the
Chair of PACHA.

RESENTERS ¢
Regina Aragén
Ms. Aragon serves as the Public Policy Director for the San Franaisce AIDS Foundation.  She was
an attendee of the 1995 White House Conference on AlDS.

Rabbi Joseph Edelheit
Rabbi Edelheit serves at the Temple Isragl in Minneapolis, Minnesota.

B. Thomas Henderson

Mr. Henderson, a person fiving with HIV, serves at the Texas General Land Office in Austin, Texas.
He has been active in AIDS and human rights issues for numerous years.
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Helen Miramo ntelfs, M.EN., RN, FAAN

Ms. Miramontes is an Associate Clinical Professor and Deputy Director of the International Center
for HIV/AIDS Research and Clinical Training in Nursing, at the School of Nursing at the
University of California at San Francisco. She has a son living with AIDS.

H. Alexander Robinson, MLB.A,, C.P.A,

Mr. Robinson, a person living with HIV, is a private consultant. He formerly served as the ACLU's
chief lobbyist for AIDS, gay/flesbran civil nghts, disability issues. He serves as the Co-Chair for
the Prevention Subcommittee of the PACHA.

Stephen Neal Abel, D.D.S,

Dr. Abel is the former Director of Dentistry at the Spellman Center of St. Clare's Hospital in New
York City. Dr! Abel now serves as the Oral Health Policy Liaison in the Office of the Medical
Director at the New York State Department of Healtb/AIDS Institute.
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Terje Anderson

Mr. Anderson is the Chair of the Health Resources Services Adninistration Advisory Committee and

is currently the Deputy Executive Director of the National Association of People with AIDS

{NAPWA}, He was an attendee of the 1995 White House Conference on AIDS,

Barbara Avanda Naranjo, Ph.D,, RN,



Dr. Aranda Naranjo serves at the University of the Incarnate Word, School of Nursing in San
Amonio, Texas. She was an aftendee of the 1995 White House Conference on AIDS,

Judith Billings, J.D.
Ms. Billings, 2 woman living with HIV, is the former superintendent of schools for a Washington
State school systern, She now serves at Targeted Alliances, Education Consulting Services.

Ambassador Charles W, Blackwell

Charles W, Blackwell is the founder of Native Affairs and Development Group and serves as i3
President and Director, He is also the Chickasaw National Ambassador to the Unted States of
America by appeintment of the Chickasaw Governor with confirmation by the Chickasaw
Legislature,

1

Nicholas Bollman [NOT ATTENDING]

Mr, Boliman is presently a Senior Program Director for the James Irvine Foundation, He was an
attendee of the 1995 White House Conference on AIDS,

Jerry Cade, M.D.

Dr. Cade, a person living with HIV, is the Co-Founder and Medical Director of University Medical
Center's HI'V Inpatient Unit and Outpatient Clinic in Las Vegas, Nevada. He was an attendee of
the 1995 White House Conference an AIDS.

Lynne M. Cooper, DLMIN,
Dr. Cooper has served as the President of Doorways, an interfaith AIDS residence program, for the
past ntne years. She is also the director of the National AIDS Housing Coalition Board,

Robert Fogel
Mr. Fogel is an attorney at Hilfiman and Fogel in Chicago, lilinois. He 13 the Chair of the
International Subcomnmnttes of the PACHA.

Debra Fmser-}lo;vze

Ms. Fraser-Howze is the founder/director of the National Black Leadership Commission on AIDS in
New York City. She is also the Co-Chair of the Racial Ethnic Populations Subcommitiee of the
PACHA.

Kathleen Gerus

Ms. Gerus, 2 person living with HIV, currently serves at the Midwest AIDS Prevention Project in
Sterling Heights; Michigan, She has served as co-chair of the Women's Advisory Committee of
the Natwonal Hemophilia Foundation,



Phyllis Greenberger

Ms. Greenberger is currently serving at the Society for the Advancement of Women’s Health
Research in Washington, D.C. She is the former Associate Director for Government Relations at
the American Psychiatric Association.

Nilsa Gutierrez, M.D., M.P.H,
Dr. Gutierrez is the former director of the New York State AIDS Institute, and 15 currently the
medical ziirecz_zor of the Health Care Financing Administration’s New York Regional Office,

Bob Hattoy i '
Mr, Hattoy, a person fiving with AIDS, currently serves as the White House Liaison at the U.S.
Depariment of Intenor,

Michael T. Isbell, 1.D.

Mr. isbell is the férmer deputy executive director of the (ay Men’s Health Crisis in New York City,
and currently practices law at a private law firm in New York City. He is the Co-Chair for the
Prevention Subcommittes of the PACHA.

Ronald Johnson

Mr. Johnson, a persan living with HIV, is currently managing director for public policy,
communications, and community relations at the Gay Men's Health Crisis in New York City.
He formerly served as the Citywide coerdinator for AIDS policy in the Office of the Mayor, City
of New York. 1

Jeremy Landaa |

Mr. Landau, a person living with HIV, resides in Santa Fe, New Mexico, He is currently the Chair
of the Prisons Subcommittee of the PACHA. He is the former director of the National Rural
AIDS Netwaork.

Alexandra Mary Levine, MLD. [NOT ATTENDING]

Dr. Levine serves as 2 Professor of Medicine, Chief of Hematology, and Medical Director at the
University of Southern California School of Medicine in Los Angeles, California, She isthe
Chair for the Research Subcommitiee of the PACHA,

Steve Lew

Mr. Lew, a person diving with HIV, is the Director of Research and Technical Assistance at the
Asian and Pacific Islander Wellness Center in San Francisco, He is the co-chair of San
Francisco’s Ryan White HIV Services Planning Council.

Miguel Milanes

Mr. Milanes is the former HIV/AIDS Program Coordinater and current Executive Assistant to the
District A{imzmsirator for Dade/Mounroe Counties (Miami), in the Office of HIV/AIDS Services,
Flonda De;}&nmem of Health.



Reverend Altagracia Perez, STM

Reverend Perez is currently serving at the Church of Saint Phillip the Evangelist in Los Angeles,
California. $he is also the Co-Chair for the Racial Ethnmic Populations Subcommuttee of the
PACHA.

Michael Rankin, M.D., M.P.H,
Dr. Rankin is Chief, Psychiatry and Mental Health Services, VA Northern California Health Care
System in San Francisco, California.
f

Debbie Runions
Ms. Runions is a person living with HEV, s a community advocate from Nashville, Tennessee, She
serves on zznm;emu& boards and advisory commissions.

Sean Sasser
Mr. Sasser, a person living with HIV, tested positive for HIV at the age of 19. He was an attendee
of the 1995 White House Conference on AIDS.

Benjamin Schaty, 1.D.

Mr. Schatz 15 currently executive director of the Gay and Leshian Medical Assocation m San
Francisco, California. He was a founder/director of the AIDS Civil Rights Project at the
National Gay Rights Advocates.

Richard Stafford
Mr. Staffard, a person living with HIV, is from Minneapeolis, Minnesota.

Denise Stokes

Ms. Stokes, a person fiving with HIV, is a community activist dedicated to HIV education,
awareness azzd§ prevention, Ms, Stokes Joined YOU as keynote speaker at the October White
House event announcing $156 million in funding targeted to African American and other
mingrity populations,

j
Bruce Weniger, M.D.
Dr. Weniger is a physician at the National Immunization Program in the federal Centers for Discase
Control and Prevention in Atlanta, Georgia.



PRESIDENT WILLIAM J. CLINTON
MEETING WITH THE
PRESIDENT'S ADVISORY COUNCIL ON HIV/AIDS
DECEMBER 18, 1398

Talking Points

Thank you for all of the good work that you have been doing,

Over the past six years, we have made a lot of progress, and I appreciate your recognition of
that. Together, we have steered resources toward research, prevention and treatment efforts
that have ;igtade an incredible difference in the lives of 50 many.

We all km}v there is anich more to do, in boosiing prevention and international support, and
in developing an HIV vaccine. T will make sure this vaccine remains a top priority for my
administration.

You've made a number of good suggestions, and I'm going to ask Sandy to help us move
forward on them,

You have a lot of friends and advocates here - the First Lady, the Vice President, Mrs. Gore,
Secretaries; Shalala and Cuomo, and certainly Sandy - who have done a tremendous amount
to increase awareness of AIDS. | want you to know that we will always be committed (o the
fight.

Together, we will beat this epidemic both here a1 home and arcund the world.
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December 16, 1998

MEETING WITH THE
PRESIDENT'S ADVISORY COUNCIL ON HIV/AIDS

‘ QUESTIONS AND ANSWERS
Current HHS guidelines encourage early treatment of HIV to forestall (he onset of
AIDS,iyet access to Medieaid coverage for that treatment is generally restricted 1o
these who have progressed to AIDS. How are you going to help increase access to
iwatm{ent?

This is a difficult challenge and we arg taking steps to address it. You kaow [ tried to
solve this problem with universal health care.

The Vice President has taken leadership i this area, asking HCFA (o look at solutions.
Unfortunately, what we thought might be fixed quickly has turned out to be more difficult
than expected. While we are gommitted to continuing our work to look at long term
responses, we've also been working on interim solutions:

= Sandy Thurman has set up an internal a3k force to develop solutions

+  we've succeeded in getting significant mcereases in the AIDS Drug Assistance
Program--$175 million (61%) increase in FY99--and the Ryan White CARE Act
overall--3271 million (23%) increase in FYS99 and 266% since FY93

« we strongly supported the Jeffords-Kennedy legislation, which includes a
demongtration program that helps states provide Medicaid coverage to people with
HIV before they get AIDS - I hope you'll continue to work with us to get legislation
like this passed in the coming year

= HCFA bas been working with States that are seeking to develop waivers {¢ expand
their coverage to people living with HIY, We have talked with HCF A, and they have
assured us that they will continue to aggressively provide support and assistance (o
States that want 1o develop demonsiration programs that work,

} recognize the need and promise you that 1 and the Vice President will stay on top of this
issue and do everything in our power 10 see that people with HIV don’t have 1o et sick
before they get treatment, .

We are concerned that our national effort 1o stop the spread of HIV is not working,
and that the number of new HIV infections in this country has stayed at 40,000 per
year. In addition, at least 30% of those that are HIV positive don’t know it, which
means ilwy arc likely 1o continue the activities that spread the infection. The
Council would like Lo recommend a new national “get tested” campaign to
mmun}ge people af risk to seck HIV counseling and testing services. Will you



support that request?

I think it sounds like a good idea. Let me ask Sandy to take a ook at the proposal and
give me her recommendations. | do believe we need to do a better job with our work on
prevention, not only for HIV bt for a variety of preventable dlnesses. Secretary Shalala
and Surgeon General Satcher have been focusing a great deal of energy on prevention,
pamcu!aﬁy in racial and ethnic minorities. Dr. Satcher has been helping to lead their Race
and Health Disparities mzzzame which includes HIV and AIDS as one of six targeted
ilinesses. :

Young people are also in need of greater attention, I believe that some of the impact of
the anti-drug campaign by our Office of Naticnal Drug Control Policy will help since the
abuse of drogs and alcohol plays a key role in young people taking risks with HIV.

Last March, you announced your commitment (o finding a vaccine for HIV within
ten years, That was 18 months ago. The Council is concerned that the effort to
develop a vaccine is not progressing fast enough. NIH has yet to hire a director for
iis new vaccine center and the different Federal agencies that are involved in vaccine
research aren’t coordinated. Will you encourage NIH Director Varmus to gei the
vzccimf; center dirvector position filled? Will you support Sandy Thurman’s office in
facilitating cross-agency coordination?

1 certainly appreciate the need for an HIV vaccine. This past World AIDS Day we did an
event here that focused on the international epidemic, and [ am just staggered by the
impact that AIDS is having on s many nations around the world. [ have asked Sandy to
g0 o Afrlca 1n January to look at the AIDS orphan issue and to report back to me with
recemmendancns on further actions we might consider. I know thal a vaccine is our best
and maybe only hope of stopping this terrible disease.

As for t%ze vaccine center dirgctor, we have talked with Dr. Varmus and he has assured us
that he is being very aggressive in his efforts o find just the right person for the posution.
Part of the delay has been his commiiment to finding the very best person. He also assures
us that the vaccing research effort has not been siowed down by this vacancy, and that in
fact they are very pleased with their progress. NIH is increasing its vaccine research
funding this year, up $47 million (33%) to $200 million. 1 also know that Dr. Nathanson,
the newdirector of the Office of AIDS Research at NIH, is very commutted to vaccine
z*esearr;h and is providing grea: leadership.

As for zhc interagency coordination, Sandy and Dr. Varmus have talked about that.
aaéers{ané that they re initiating regular vaccing research mecimgs that will be open to all
the d:f‘f“erem agencies, and the community groups working on this issue. [ will talk with
Sandy about this and see if there is more that we can do.



While we have had great success in AIDS funding with your leadership, the Council
is concerned that there ave still a great many unmet needs, We are particularly
concerned that HIV prevention activities at the CDC and international assistance
through USAID have not received needed increases. Will you commit to increasing
AIDS lunding in FY2000, particalarly in prevention and international relief?

We are working on developing the FY2000 budget now, so it is a work-in-progress. Ido
know that you have a great team of advocates at OMB. Jack Lew, Josh Gotbaum, Sylvia
’&Aatthews and Dan Mendelson are all committed to doing the best that we canin
szdress;ng the need for additional AIDS funding,

With respect 1o prevention funding, 1 can say that we fully understand the need o increase
and i im;}z‘ove our HIV prevention activities, and to pay particular atiention (o communities
of eolor, to women, and 1o young people who are at highest risk. 'We're taking a look not
only at the need for increased funding, but making sure that what we are already investing
ts being used most effectively.

As for international funding, we've gotten good support from USAID although I know
Brian Atwood woukd ike more. This is going to be a very challenging budget year for us,
and 1 don't want 1o be overly optimistic about our ability to repeat the kind of increases
we were able 10 obtan in FY99, Nevertheless, we will do our very best to support
appropriate funding levels for our international AIDS efforts, and the other AIDS
programs as well.

SELE%IT&ZI) HIV/AIDS FY29 Increase Inerease
INVESTMENTS from FY98  from FY93
Ryan White CARE Act $1.4 billion 3% 266%
AIDS Drug Assistance 54961 miltion 61% T87%*
HIV ?feventiou (CDCY $657 million - 504 34%
AIDS Research (NI} $1.8 billion 12% 67%
Vaccine Kesearch $206G million 33% i45%
Housing (HUD) $225 million (0% 125%
International (USAID) | SI31 million** 8% 64%

*since FY 90, when separuie program estublished
**includes $10 millior exmergency funding for AIDS orphan inttiative
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