
June, 1997 

MEMORANDUM TO THE PRESIDENT 

. FR: Bruce Reed 
. Sandy Thurman 
Chris Jennings 

RE: Status of Current AIDS Initiatives 

This memo provides a status report on all of your current AIDS initiatives, including your 
commitment to developing an AIDS vaccine in the next ten years, the Vice President's request 
for HCF A to assess the feasibility of a budget neutral waiver which would enable Medicaid to 
cover people with HIV before they become disabled enough to meet the current eligibility 
criteria allowing them to begin their treatment earlier, and the FDA's proposal to ensure that new 
drugs and biological products carry adequate pediatric labeling at the time of, or soon after, their 
approval. 

AIDS Vaccine 

Your Morgan State announcement to increase our commitment to develop an AIDS 
vaccine in the next ten years, has received overwhelmingly positive support both in the scientific 
community and in the AIDS community. (see attached list of supportive quotes).' As you know, 
some activists (mostly on the fringe of the AIDS community) and a few editorial writers have 
criticized your announcements. Their criticisms have been two-fold: 1) this commitment lacks 
the.necessary funding to increase the likelihood of the development of a vaccine; and 2) this 
commitment comes at the expense of much-needed funding for people who have already 
contracted HIV and from funding to prevent more people from contracting the virus. 

Both these criticisms are unfounded. You have increased funding for the AIDS vaccine 
by over 33% over the past two years. Moreover, Dr. Varmus and other experts in this area have 
stated that the current level of funding is adequate for their efforts. The real need, they argue, is 
for more collaboration in the scientific community, both among AIDS expertsand vaccine 
exp~rts. The initiatives you announced at Morgan State -- to open a AIDS vaccine center at NIH 
and to have the countries involved in the Denver Summit to increase their commitment to the 
development of the vaccine -- would do just that. 



You have an excellent record with regard to funding AIDS prevention and treatment. 
Your FY 1998 Budget proposes to spend $1 billion on Ryan White, an 168 percent increase over 
the FY 1993 Budget. You have also taken significant steps to increase support for State AIDS 
Drug Assistance Programs (ADAP), including proposing to budget amendments in 1996 - $52 
million in FY 1996 and $65 million in FY 1997 -- to increase funding for ADAP which provides . . 

access to medicine for people with HIV who are not covered by Medicaid but do not have access 
to private health care coverage. Your FY 1998 proposes $167 million for ADAP, and we are 
currently reviewing proposals to offer another budget amendment. 

. To get these messages across to the AIDS' community and others, Sandy Thurman is 
arranging meetings with the AIDS community and Dr. Varmus, and we are also working with 
UNAIDS to write an editorial for either The New York Times or The Washington Post which 
discusses the real need for an AIDS vaccine. 

We are also making significant progress with regard to the three initiatives you 
aIUlOunced at Morgan State: 

AIDS Vaccine Center. Dr. Varmus is currently assembling the committee to select the 
new Director of the AIDS vaccine center. He hopes to announce the Director in 
approximately three months. They plan to announce the status of the center along with 
the new Director and hope to open it shortly thereafter. We are having ongoing 
discussions with them about their plans for the center and about any possible events we 
might want to announce surrounding its opening . 

. Commitment of the Nations at the G-7 in Denver. We have reviewed the language on 
the AIDS vaccine in the Communique for the Summit and believe that itis quite strong. 
Dr. Varmus is following up with his counterparts in various nations to encourage them to 
actively participate in this international commitment. So far,we have received positive 
responses from Canada, England, Japan, and Italy, and Dr. Varmus is still involved in 
negotiations with the remaining nations. We are with Dr. Baltimore, the head of the 

. Committee on the AIDS Vaccine, Dr.' Paul and others at NIH to determine the best way 
for these nations to state their commitment to collaborate on this issue, and also on the 
most appropriate way t6 announce this commitment at Denver. 

Meeting with the Pharmaceutical Industry. To respond to your call to increase the 
level of involvement of the pharmaceutical industry, we are working with Dr. Baltimore 
to determine what the best r:ole the Administration can play to increase theirinvolvement. . 
Possible options include, ?????? 

Medicaid Demonstration for Protease Inhibitors 

In April, the Vice President announced that he was asking HCF A look into the feasibility of 
doing a budget neutral demonstration to allow people with HIV to receive Medicaid coverage so 
that can began receiving protease inhibitors before they reach the current disability requirement. 
This not only will help prolong the lives of thousands of people with HIV, as most experts 



believe that earlier treatment is far more effective, but many believe in the long-run it could be 
cost-effective as Medicaid covers the high costs of many AIDS patients during the last and 
costliest years of their lives. 

The Department plans to send its analysis to the Vice President this week. However, this 
analysis concludes that this initiative is not budget neutral. This leaves us with a number of 
options, all of which are laid out in the HHS report including: (1) waiving the budget neutrality 
requirement for this Medicaid demonstration. (This has the obvious disadvantage of undermining 
our position that all Medicaid waivers should be budget neutral and will undoubtably encourage 
numerous groups and states to apply for waivers that no longer meet the neutrality test); (2) 
asking HHS to offer this proposal as legislation, which could potentially be added in the budget 
legislation or through another legislative vehicle. This has the advantage of allowing a cost 
associated with this initiative but could be politically difficult given the sensitive politics 
surrounding Medicaid savings in the budget; and (3) the Vice President could say that the 
Department had met his goals by assessing the feasibility of this demonstration and since they 
have determined that it is not budget rieutral thatthe Administration will not support this 
initiative at this time. The obvious problem with this alternative is the widespread press 
coverage this issue has already received, including a story by Robert Pear in this Sunday's New 
York Times. 

Pediatric AIDS 

Finally, we are looking at the possibility of announcing the FDA's proposal for new regulations 
to address the lack of pediatric use information by requiring, for the first time, that applications 
for certain new drug and biological products contain pediatric data. While children suffer from 
most of the same diseases as adults, and, by necessity, are treated with most of the same drugs as 
adults. The majority of new drugs and biological products, however, have not been tested on 
pediatric populations. As a result,' product labeling frequently fails to provide directions for safe 
and effective use in children, despite widespread use. 

In recent years, FDA has undertaken several initiatives to encourage the voluntary addition of 
pediatric use of information to drug labels, including implementing a "Pediatric Plan" designed 
to focus attention on and encourage voluntary development of pediatric date during drug 
development. FDA has also issued a rule that allows pediatric use information to appear on the 
label on the basis of substantially less date then before. However, these efforts have not resulted 
in significant gain, particularly with respect to the new drugs entering the marketplace. 

Under the new proposal, the FDA would require pediatric studies of a marketed drug when the 
drug was widely used in children or offers significant therapeutic advantage to children and the 
lack of adequate labeling poses significant risks to children or additional information is needed tol 

'permit safe and effective use. Pediatric studies could be delayed until sufficient data were 
collected in adults. 

The AIDS community strongly supports this initiative. However, there are some at the 
Department who believes that this initiative could undermine FDA reform, as Senator Dodd 
opposes any administrative action on this issue. (Status??) He wants this top be handled through 
legislation and has threatened to oppose FDA reform if we move forward on this issue. 



TO: Nancy-Ann 

FR: Sarah 

RE: My Notes on AIDS Vaccine Meetings 

Status of the Vaccine: Scientists currently have a number of different ongoing tests including, 
on humans, extremely promising testing in monkeys, as well as in the laboratory. None oftliese 
tests are currently ready to go to trial. The testing, particularly in monkeys looks very promising, 
although there is some controversy surrounding the ethics of this testing because there are 
cloning issues involved. 

Time-Scale: Neither Dr Varmus, Dr. Paul, or Dr. Baltimore wanted to give a specific time 
frame for when an AIDS vaccine might be available. They are quite c~rtain that a viable vaccine 
will not be ready during the President's second term and maybe not even within the next seven to 
eight years. They do not want to be held accountable to any specific date that the President 
would announce. 

How important is finding a vaccine? All of the scientists agreed that finding an AIDS vaccine 
should be a top priority for NIH and the public health community. While protease inhibitors are 
now successfully treating thousands of AIDS patients, the drug is prohibitively expensive. It will 
continue to be too expensive. and an inappropriate drug for many AIDS/HIV patients in this' 
country and for an even higher percentage of the population in third world countries. 

Where do scientists believe the President could be most useful? The first issue that was . 
addressed was whether the President should allocate more resources towards developing a 
vaccine. NIH is extremely committed to stepping up efforts to move towards a vaccine. They 
curr~ntly only allocate a small portion of its AIDS budget to research on the vaccine. However, 
Dr. Paul said that they intend to commit a larger portion of their budget to the vacinne next year. 

NIH scientists agreed that increasing our investments in developing an AIDS vaccine will help 
make important strides to developing a vaccine within the shortest possible time frame. This will 
be particularly useful when scientists get to the stage where they are ready to begin clinical trials, 
which can be extremely expensive. They agreed that an increase of $50 million and $100 million 
would be necessary to make an substantial difference in current efforts at NIH. 

. . 
Dr. Varmus suggested that a budget amendment that would be specifically allocated to funding 
an AIDS vaccine would help NIH reach its funding goals. However, he also noted that this kind 
of an amendment may be difficult given the political environment in the Appropriations 
committee, which is extremely supportive ofNIH but somewhat reluctant to increase what they 
believe is an already excessive AIDS budget. 

.'\, 

, ;.... 
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Other ways the President could move forward a vac'cine .. While the President will not be able 
to take any actions that will lead to the discovery of the AIDS vaccine in his term or even in any 
definable time, NIH scientists believe.that he could do a number of things to boostthis 
development. 

1) Dr. Varmus, Dr. Baltimore and Dr. Paul all strongly believed that the Administration may". 
want 

, 

to market the development of an AIDS vacinne as an international issue that is in the 
interest of our national security. In the absence of a viable vaccine, AIDS will severely damage 
the health and the economy of many countries, including India, Russia, and many African , 
nations. They believe that President Clinton can help make America the world leader in this 

. .' 

. fight to eradicate this disease. 

They suggested that the President may want to consider bringing scientists in this area with him 
on a possible trip to Africa or any other nation facing large increases in people with HIV!AIDS 
and highlight the United States commitment to this issue. ' 

They also recommended that perhaps the State Department shouldc6nsider funding some bfthe ' ' 
possible additional investments to vaccine research. Using funding from outside of the NIH 
budget would help circumvent the problem Dr. Varmus would face with the Congress if we were 
to propose additional money for this issue in the NIH budget. . 

There was also some interest in characterizing this issue as part of a larger problem of infectious 
diseases. Dr. Paul suggested that we might lump the AIDS vaccine along with the need for better 
protection against tuberculosis and malaria. 

2) Involving the Industry. Both Dr. Varmus and Dr. Paul believed that the President could help 
the industry beco~e more invested in this issue. Since the, industry often funds clinical trials and 
in certain stages of the development of a vaccine, it would be extremely helpful in the President 
would indicate his deep commitment to this issue to elevate the level of interest. This would also 
help increase the expectation for success. They believe this would urge the industry to 'step up 
their level of involvement and at the same time provide an opportunity for the Administration to 
improve our relationship with the industry. They were very supportive of the idea of a 

, . Presidential event with the industry. . 

3) Bully Pulpit. They also believe that a few Presidential events where the President 

communicates that this developing a viable vacinne is indeed ahigh priority for this. 

Administration would help raise interest and awareness of this issue both in the scientific 

community, the business community, and with the public. 


Helping people with HIVIAIDS 
They also thought we should consider the fact that finding a viable vaccine may not be the 
highest priority for people with HIV/AIDS, who are the most vocal and well organized on this 
issue, since a vaccine will notnecessarily cure AIDS. H9,wever, NIH scientists believe that there 
may be a possibility that we will first discover a vaccine that lowers the level of HIV to the point 
where it cannot be transmitted andwhere one could live with it. They recommended that we 



consider this in our message since it may alleviate some concerns that a vaccine will come at the· 
expense of the cure. 
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MEMORANDUM FOR THE PRESID~ 

rROK: Donna E. Shalala-~ ~~ 
SUBJECT: AIDS Vaccine Development 

Recent advances in biomedical research supported by the National 
Institutes of Health (NIH) have created new opportunities 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 ar'ea of HIV/AIDS. This era of important
scientific progress and renewed hope for the possibility of an 
AIDS vaccine provides a unique opportunity for you to consider 
ways to further this critical scientific endeavor. 

To sustain this progress and capitalize on new scientific 
opportunities, we have increased the NIH budget for AIDS vaccine 
research by 33.6 percent over the past two years to nearly $150 
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 NIH AIDS Vaccine Research 
committee, chaired by Nobel Laureate Dr. David Baltimore, to 
provide leadership and guidance to an intensified comprehensive 
search for an AIDS vaccine. 

A safe and effective AIDS vaccine is a global public health 
imperative. More than 29 million men, women, 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. Without an effective vaccine, 
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 
development, and restate the unwavering commitment of the United 
States to develop a preventive vaccine: 
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Page 2 - Hemorandum for the President 

10 U.8. 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 has ,been discussed by the 
representatives who are organizinq the summit agenda, and 
proposed language for the final summit communique has been 
prepared and approved by the "Sherpas. I. 

The proposal calls for the eight participating nations to make a 
political commitment to provide, in their own countries, the 
investments necessary to accelerate research toward the 
development of an HIV/AIDS vaccine as a scientific and public
health priority. In the Communique, the nations also will pledge 
to work together to enhance international scientific cooperation 
and collaboration in this global initiative, and to wo~,with the 
Joint United National Program on AIDS (UNAIDS) to addres's the 
legal and ethical issues related to vaccine testing. 

To facilitate this scientific collaboration, our proposal also 
calls for meetings of key scientists from the nations 
participating in the Summit and from other nations integral to 
AIDS vaccine development. These meetings would take place in 
concert with that of the NIH AIDS Vaccine Research Committee, 
chaired by Dr. David Baltimore. This joint group will discuss 
research progress, identify scientific gaps and opportunities,
design collaborative programs 'aimed at utilizing the unique 
scientific and clinical resources of each participant, and share 
scientific information related to the development of AIDS vaccine 
candidates for worldwide use. At the recommendation of the 
"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 Bouse Briefinqby Eey scientists on Progress towards a 
Vaccine. The report of.a year-long evaluation by roore than 100 
eminent scientists, known as the Levine Report, called for a 
reinVigorated 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 to 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.s. and at international sites. 

3. Announcement. of New NIH AIDS 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 iromunoloqy not 
previously applied to vaccine development. You could announce 
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Page 3 -H~morandum 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 
thro~ghout the country. 

4. Announcement of Awards for Hew NIH AIDS Vaccine Innovation 
Grants. NIH has recently established a new funding mechanism, 
the "Innovation Grant Program for Approaches in AIDS Vaccine 
Research." In 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 scientists 
on hand. . 

s. 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. 

6.Presi4ential Address. This is an opportune moment for you to 
deliver a'major address on our continuing national 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 conjunction 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 to working with you on these initiatives to speed 
the pace of progress toward the development of a safe and 
effective AIDS vaccine. Although no one can 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 

May ,18, 1997 

TO: Bruce Reed, Elena Kagan 

FR: Chris Jennings and Sarah Bianchi 

RE: Background Information on porus Announcement on AIDS Vaccine and Genetic 
Screening 

Attached are the materials that were used in yesterday's commencement address at Morgan State 
including: 

(1) One-page fact sheet on AIDS vaccine 

'(2) Questions and answers on AIDS vaccine 

(3) National and International Trends on AIDS 

(4) One-page fact sheet on genetic screening 

(5) Questions and answers on genetic screening 

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

(7) List of Members and Groups who support the Slaughter legislation. 



THE PRESIDENT INTRODUCES INITIATIVES TO FULFILL HIS COMMITMENT TO 

DEVELOP AN AIDS VACCINE 


Today President Clinton challenged the nation to commit itself to the goal of developing an AIDS vaccine 
within the next ten years. The President also announced a number of important initiatives to help fulfill this 
commitment, including high-level international collaboration, a dedicated research center for AIDS vaccine 
research at the National Institutes of Health (NIH), and outreach to scientists, pharmaceutical companies, and 
patient advocates to maximize the involvement of both the private and public sectors in the development of 
an AIDS vaccine. The President has already taken steps to enhance the possibility of developing an AIDS . 

. vaccine by increasing funding for NIH vaccine research and development over 33 percent in the last two 
years. The initiatives the President announced today, which build on an exceptional commitment to develop 
better ways to prevent, diagnose, treat, and eventually cure AIDS, include: 

• 	 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 vaccine center, which will be 
fully operational within the next several months, is uniting outstanding scientists in immunology, 
virology, and vaccinology to join in a highly-collaborative effort to develop an AIDS vaccine. 
Bringing together a broad array of researchers in an intensely-focused environment has been a . 
. successful way of developing vaccines in the past 

• 	 A Global AIDS Vaccine Research Initiative. The United States is proposing 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. The proposal calls for each nation to make a· 
commitment to provide the necessary investments in their country to accelerate research toward the 
development of an HIV/AIDS vaccine as a scientific and public health priority. Joint meetings ofkey 
scientists from participating nations will address research progress, identity scientific gaps and 
opportunities, and design collaborative programs. 

• 	 A Challenge to Pharmaceutical Manufacture Industry to Invest in Innovative Research to 
Develop an AIDS Vaccine. We can·only be successful 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 important goaL 

Background on HIV/AIDS. HIV/AIDS remains a global 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 last year. Without an effective vaccine, AIDS will soon overtake tuberculosis and 
malaria as the leading cause of death among persons between 25-44 years of age. Between 650,000-900,000 
Americans are estimated to be living with HIV disease, and over 300,000 Americans have already died from 
AIDS. 

Clinton Administration Accomplishments on HIV/AIDS. The Clinton Administration has made a 
sustained commitment to addressing the HIV epidemic through investments in prevention, research and 
treatment. 

• 	 Increased funding for the NIH vaccine by 33 percent. Funding for NIH vaccine research and 
development has increased over 33 percent in the last two years -- from $111.1 million in FY 1996 to 
$148 million proposed in the President's FY 1998 budget. 

• 	 Funding for AIDS research, prevention and care increased by more than 50 percent in the first 
four years of the Clinton Administration. Funding for AIDS 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 approval of new AIDS drugs has greatly accelerated, 
with 16 new AIDS drugs and two diagnostic tests. 



AIDS VACCINE Q&AS 


Q: 	 DOESN'T THE PRESIDENT'S CHALLENGE RING HOLLOW SINCE YOU 
ARE NOT INVESTING ANY NEW RESOURCES DEVELOPING AN AIDS 
VACCINE? 

A: 	 The President has committed additional resources to developing an AIDS vaccine. In the 
last two years, he has increased funding for the AIDS vaccine by 33 percent and his FY 
1998 budget increases spending for AIDS vaccine research by $17 million. 

Moreover, scientists have informed the President that it is not only money that we need to 
meet the challenge of finding an AIDS vaccine, but that we also n~ed to promote 
collaboration between experts in this area. That is why the President has announced that 
there will be a new AIDS Vaccine Center at NIH which will unite scientists in 
immunology, virology, and vaccinology to join in a highly collaborative effort to develop 
an AIDS vaccine. 

That is also why is he calling on the leaders of the eight major industrialized nations 
meeting at the Denver summit in June to support a worldwide AIDS vaccine research 
initiative. These important initiatives are what scientists believe we need to do to fully 
commit ourselves to the goal of developing an AIDS vaccine. 

Q: 	 IN 1985, MARGARET HECKLER PREDICTED 'fHAT WE WOULD HAVE AN 
A1DS VACCINE IN TWO YEARS. THAT WAS OVER TEN YEARS AGO. 
MOREOVER, 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 
CANDEVELOP AN AIDS VACCINE IN A DECADE? 

A: 	 We know much more about the AIDS virus today than we knew in 1985 or even in 1995. 
Recent scientific advances have taught a great deal about how the AIDS virus infiltrates 
the human and begins 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 many credible scientists and medical researchers who are believe that it is not a 
question of whether we will ever get an AIDS vaccine but when. The scientific leaders at 
the National Institutes of Health have said that are extremely encouraged by recent 
progress in the AIDS vaccine and believe that the development of a vaccine is feasible .. 
In fact, there were numerous presentations at the conference that spoke about the 
tremendous progress we have made in the AIDS vaccine development and in vaccine 
development in general. 



The President announced today that we should commit ourselves to developing an AIDS 
vaccine in the next ten years. He acknowledged that there are no guarantees. But he 
believes that we should commit our energy, our focus, and the efforts from our greatest 
minds to finding an AIDS vaccine. 

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

A: All of the costs for developing an AIDS vaccine are being paid for by NIH's existing 
budget. NIH has already increased funding for AIDS vaccine research by 33 percent in 
the last two years -- from $111 million in FY 1996 to $148 million proposed in the 
President's FY 1998 budget. The President's FY 1998 budget alone calls for a $17 
million increase. 

Q: IF WE ARE INVESTING MORE TO DEVELOP AN AID VACCINE AREN'T WE 
TAKING AWAY FROM INVESTMENTS ON TREATING PEOPLE WHO 
ALREADY SUFFER FROM THIS DISEASE? 

A: Since he took office, the President has made an extraordinary commitment to 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 
AIDS Drug Assistance Programs (ADAP), which help low-income people purchase 
nel:!ded therapies, has tripled, while funding for the Ryan White CARE Act increased 158 
percent. . The President believes that we need to continue to increase our investments in 
all of these areas and his FY 1998 budget reflects that commitment, with additional 
investments in AIDS research, prevention and care. 

Q: THE BALANCED BUDGET AGREEMENT CALLS FOR CAPS ON 
DISCRETIONARY DOMESTIC SPENDING. WON'T ADDITIONAL FUNDING 
FOR AN AIDS VACCINE MEAN LESS FOR OTHER IMPORTANT 
PRIORITIES? WHY NOT EXPEND THIS KIND OF ENERGY AND 
RESOURCES ON A CURE FOR BREAST CANCER OR HEART DISEASE OR 
DIABETES? 

A: This Administration has made a strong improving biomedical research an extremely. 
important priority. We have increased investments in biomedical research at the National 
Institutes of Health by an impressive 16 percent since the President took office. 

These additional investments has been used to increase. investments in biomedical 
research in a number of important areas. For example, funding for breast cancer research 
has increased by 76 percent since the President took office. 

D,:!veloping an AIDS vaccine is one important priority in our investments in biomedical 
research. Without an effective vaccine, AIDS will soon take over as the leading cause of 



death for persons between.the ages of25 and 44. Between 650,00 and 900,000 Americans 
are estimated 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 AIDS, these treatments 
. are not always effective and are often prohibitively expensive both for Americans and 
throughout the world. Also scientists at NIH believe that it is only a matter of time before 
we develop an AIDS vaccine. Increasing our commitment to developing a vaccine could 
make an enormous difference and save millions qflives both in this country and 
throughout the world. .' 



ST ATISTICS ON THE AIDS EPIDEMIC 


National Trends 

• 	 Between 650,000 and900,000 Americans are living with HIV. 

• 	 Since the AIDS epidemic began 500,000 Americans have been reported with AIDS -­
300,000 have died. 

• 	 An estimated 40,000 to 60,000 Americans ar:e being infected with HIV each year. 

• 	 It is the leading cause of death among Americans aged 25 to 44. 

• 	 Women now comprise 14% of people with AIDS. If the current trends continue, an 
estimated 80,000 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 reported. 

• 	 One in four new HIV infections in the U.S. occur among people under the age of 21. 
Between 27 and 54 Americans under the age of21 are infected with HIV each day. 

• 	 People ofcolor have been disproportionately impacted by AIDS. As of October 1995, 38 
percent of newly reported AIDS cases were with people of color 

International Trends 

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

• 	 In 1995, 1.1 million adults and 350,000 children in the world died ofAIDS. 

• 	 It has been estimated in some countries in sub saharan Africa that life expectancy has 
decreased by up to twenty years because of the AIDS epidemic. 

• 	 In 1992, in South Africa 2% ofall women who came in for prenatal treatment were HIV 
positive and 'that number is up to 14%. 

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



PREVENTING INSURANCE DISCRIMINATION BASED 

ON GENETIC INFORMATION· 


In his commencement address at Morgan State University today, the President highlighted the great 
potential and possible perils of recent advances in genetic research, To address widespread concerns 
about potential abuses, the President Clinton called upon Congress to pass bipartisan legislation that 
would prohibit insurance companies from using genetic information to determine premium rates or 
eligibility for health plans. 

ADVANCES IN SCIENCE: POTENTIALS AND PERILS 

Genetic testing has the potential to identify hidden genetic disorders and spur early treatment. Tests 
. for genetic predisposition to certain diseases and conditions -- such as Huntington's disease and certain 

types of breast cancer -- are already available and more genetic tes,ts are on the horizon. But genetic 
testing also can be used by insurance companies and others to discriminate and stigmatize groups of 
people. We know that genetic information has been used to discriminate against people in the past. 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. Studies have shown that many Americans are 
extremely concerned with the possibility that their genetic makeup will be used to discriminate against 
them or a member of their family. 

ADDITIONAL PROTECTIONS NEEDED 

The new legislation will build on the important anti-discrimination insurance laws in the Health 

Insurance Portability and Accountability Act of 1996 (HIP AA). It would strengthen HIP AAby 

ensuring that in lill cases genetic information will not be inappropriately used or disclosed by health 

plans. This would not only apply to health plans covered under ERISA but also provides blanket 

protections for all Americans who purchase individual policies. 


More than a dozen states have already enacted laws to restrict the use of genetic information in health 
insurance and at 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 to a lack of uniformity 
across the nation as to whether and how genetic information may be used by health plans. 

BUILDING ON THE EXISTING BIPARTISAN LEGISLATION 

Several bills have been introduced in this Congress, which prohibit health plans from requesting or 

using genetic information as abasis to deny health care coverage or raise premiums. The President 

believes that the bipartisan legislation introduced by Rep. Louise Slaughter, H.R. 306, represents a 

strong foundation for this much-needed reform. The Slaughter bill contains strict protections against 

disclosure of an individual's genetic information by health plans. The President looks forward to 

working with Rep. Slaughter and other members in both parties to pass legislation on this important 

issue in this Congress. 




QUESTIONS AND ANSWERS ON GENETIC TESTING 


Q: 	 DIDN'T WE ALREADY TAKE CARE OF THIS PR.OBLEM IN THE 
KASSEBAUM-KENNEDY HEALTH REFORM LEGISLATION? 

A: 	 The Kassebaum-Kennedy legislation did take important steps to prevent health insurers 
from discriminating on the basis of genetic information. However, this legislation builds 
on these provisions in three important areas: (1) prevents insurers in the individual market 
from discriminating on the basis of genetic information (2) assures the premiums setting 
is in no way based on genetic information both in the group and individual market; and 
(3) prevents insurance from disclosing genetic information. 

• 	 Access in the Individual Market. The Kassebaum-Kennedy law says that 
employers may not use genetic information as a pre-existing condition unless the 
illness associated with the pre-existing condition has already been diagnosed. In 
that case, the health plan could deny health care coverage for a maximum of 
twelve months. 

However, Kassebaum-Kennedy did not address the issue of genetic information 
for Americans who are part of the individual insurance market. This legislation 
would take the next step by protecting Americans who have an health insurance in 
the individual market from being denied health care coverage based on their 
genetic information. 

• 	 Affordability in the Individual and the Group Market. The Kassebaum­
Kennedy legislation did not address the issue of affordability in the insurance 
market. Thus it does not prevent insurers from increasing group premium rates 
based on knowledge about genetic information. (It would prevent health plans 
from charging an individual higher premiums based on their genetic information). 

This new legislation would prevent health plans from setting premium rates based 
on genetic information, both in group health plans and in the individual market. 

• 	 Disclosing Genetic Information. This new legislation would also prevent health 
plans from releasing genetic information. If genetic information from health plans 
were accessible, it would make it much easier for other parties (probably 
employers and other non-health insurers) to misuse this information. 

Q: 	 AREN'T LOTS OF STATES TAKING ACTION ON THIS ISSUE. WHY DO WE 
NEED FEDERAL LEGISLATION? 

A: 	 More than a dozen states have taken actiqn in this area and 31 more have proposed 
legislation. others have introduced legislation in 1997. However, state legislation is 
insufficient to solve this problem. The variability among state bills will lead to a lack of 



uniformity across the nation as to whether and how genetic information may be used by 
health plans. Moreover, Employer Retirement Income Security Act (ERISA) exempts 
self-funded plans from state insurance laws. Thus even if states enact legislation to build 
on Kassebaum-Kennedy legislation, a large fraction of the popUlation in self-funded plans 
would not be protected. 

Q: IS THERE ANY EVIDENCE THAT INSURANCE COMPANIES ARE 
DISCRIMINATING AGAINST PEOPLE WITH A GENETIC PREDISPOSITION 
TO A DISEASE? 

A: Medical researchers and physicians have reported that people are refusing to get genetic 
testing or to participate in medical research because they fear that this information could· 
be used against them or a member of their family. We know that genetic information has 
been used to discriminate against people in the past. 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. We also know that a leading reason women refuse genetic 
testing for breast cancer is because they fear that insurance companies may deny health 
care coverage for either themselves or members of their families or charge excessively 
high premiums. Moreover, 22 percent of people who live in families where someone has 
a genetic disorder report that they have been discriminated against by an insurance plan. 
(Lapham et aI., Oct 1996). 

Q: HOW WAS GENETIC TESTING USED IN THE 1970s TO DISCRIMINATE 
AGAINST AFRICAN-AMERICANS? 

A: Genetic testing was used both by employers and health insurance plans to discriminate 
against African-Americans who had one or two altered copies of the sickle cell gene. 
There were newborn screening programs, pre-employment tests done, and other 
widespread screening done to test for this genetic disorder. However, most people 
mistakenly believed that if an individual had at least one altered gene, they would likely 
develop sickle cell anemia. In fact, both of the genes must be altered to be vulnerable to 
this disorder. 

Q: THERE ARE LOTS OF BILLS OUT ON THE HILL ON THIS ISSUE. WHY 
DOES THE PRESIDENT LIKE THE ONE INTRODUCED BY 
REPRESENTATIVE SLAUGHTER? 

A: The Slaughter Bill is based on the joint recom~endations made by the National Institutes 
of Health' Sl Working Group on Ethical, Legal, Social Implications of Human Genome 
Research (ELSI Working Group) and the National Action Plan on Breast Cancer 
(NAPBC) to address the issue ofgenetic discrimination and health insurance. It 
addresses all of the central issues: using genetic information to deny or limit any 
coverage; establishing premium payments based on genetic information or an 
individual's request for genetic information; and disclosure of genetic information. 



Q: HOW MUCH WOULD THIS LEGISLATION COST? 

A: We do not have any formal estimates on how much this legislation would cost. However, 
states who have enacted legislation in this area have not experienced any major costs. 
associated with this. 

Q: HOW MANY AMERICANS WOULD BE AFFECTED BY THIS LEGISLATION? 

A: This legislation would protect all Americans from having to pay higher premiums based 
on genetic information and from having their genetic information disclosed. 



Genetk Screening Protection Legislation Would: 

1 ) Prohibit insurers and other health plans from using genetic information, or an 
individual's request for genetic services, to deny or limit any coverage or 
establish eligibility for insurance. 

2) Prohibit health plans from establishing differential rates or premium 
payments for individual insurance policies or group-wide plans based on 
genetic information. 

3) Prohibit health plans from requesting or requiring collection or disclosure of 
genetic information. 

4) Prohibit health plans or other holders of genetic information from releasing 
genetic information without prior written authorization of the individual. 



AIDS VACCINE Q&AS 


Q: 	 DOESN'T THE PRESIDENT'S CHALLENGE RING HOLLOW SINCE YOU 
ARE NOT INVESTING ANY NEW RESOURCES DEVELOPING AN AIDS 
VACCINE? 

A: 	 The President has committed additional resources to developing an AIDS vaccine. In the 
last two years, he has increased funding for the AIDS vaccine by 33 percent and his FY 
1998 budget increases spending for AIDS vaccine research by $17 million. 

Moreover, scientists have informed the President that it is not only money that we need to 
mee:t the challenge of finding an AIDS vaccine, but that we also n~ed to promote 
collaboration between experts in this area. That is why the President has announced that 
there will be a new AIDS Vaccine Center at NIH which will unite scientists in 
immunology, virology, and vaccinology to join in a highly collaborative effort to develop 
an AIDS vaccine. 

That is also why is he calling on the leaders of the eight major industrialized nations 
meeting at the Denver summit in June to support a worldwide AIDS vaccine research· 
initiative. These important initiatives are what scientists believe we need to do to fully 
commit ourselves to the goal of developing an AIDS vaccine. 

Q: 	 IN 1985, MARGARET HECKLER PREDICTED THAT WE WOULD HAVE AN 
AIDS VACCINE IN TWO YEARS. THAT WAS OVER TEN YEARS AGO. 
MOREOVER, 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? 

A: 	 We know much more about the AIDS virus today than we knew in 1985 or even in 1995. 
Recent scientific advances have taught a great deal about how the AIDS virus infiltrates 
the human and begins to destroy the human immune system. We have developed a whole 
new series ofdrugs that inhabit the reproduction of the AIDS virus. 

There are many credible scientists and medical researchers who are believe that it is not a 
question of whether we will ever get an AIDS vaccine but when. The scientific leaders at 
the National Institutes of Health have said that are extremely encouraged by recent 
progress in the AIDS vaccine and believe that the development of a vaccine is feasible. 
In fact, there were numerous presentations at the conference that spoke about the 
tremendous progress we have made in the AIDS vaccine development and in vaccine 
development in general. 



The President announced today that we should commit ourselves to developing an AIDS 
vaccine in the next ten years. He acknowledged that there are no guarantees. But he 
believes that we should commit our energy, our focus, and the efforts from our greatest 
minds to finding an AIDS vaccine. 

Q: HOW ARE THE INITIATIVES THE PRESIDENT ANNOUNCEn-TODA Y 
BEING PAID FOR? ARE THEY A PART OF THE BALANCED BUDGET 
AGREEMENT? 

A: All of the costs for developing an AIDS vaccine are being paid for by NIH's existing 
budget. NIH has already increased funding for AIDS vaccine research by 33 percent in 
the last two years -- from $111 million in FY 1996 to $148 million proposed in the 
President's FY 1998 budget. The President's FY 1998 budget alone calls for a $17 
niillion increase. 

Q: IF WE ARE INVESTING MORE TO DEVELOP AN AID VACCINE AREN'T WE 
TAKING AWAY FROM INVESTMENTS ON TREATING PEOPLE WHO 
ALREADY SUFFER FROM THIS DISEASE? 

A: Since he took office, the President has made an extraordinary commitment to 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 
AIDS 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 believes that we need to continue to increase our investments in 
all of these areas and his FY 1998 budget reflects that commitment, with additional 
investments in AIDS research, prevention and care. 

Q: THE BALANCED BUDGET AGREEMENT CALLS FOR CAPS ON 
DISCRETIONARY DOMESTIC SPENDING. WON'T ADDITIONAL FUNDING 
FOR AN AIDS V ACCINE MEAN LESS FOR OTHER IMPORTANT 
PRIORITIES? WHY NOT EXPEND THIS KIND OF ENERGY AND 
RESOURCES ON A CURE FOR BREAST CANCER OR HEART DISEASE OR 
DIABETES? 

A: This Administration has made a strong improving biomedical research an extremely 
important priority. We have'increased investments in biomedical research at the National 
Institutes of Health by an impressive 16 percent since the President took office. 

These additional investments has been used to increase.investments in biomedical 
research in a number of important areas. For example, funding for breast cancer research 
has increased by 76 percent since the President took office. 

Developing an AIDS vaccine is one important priority in our investments in biomedical 
research. Without an effective vaccine, AIDS will soon take over as the leading cause of 



death for persons between.the ages of25 and 44. Between 650,00 and 900,000 Americans 
are estimated 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 AIDS, these treatments 
. are not always effective and are often prohibitively expensive both for Americans and 
throughout the world. Also scientists at NIH believe that it is only a matter of time before 
we develop an AIDS vaccine. Increasing our commitment to developing a vaccine could 
make an enormous difference and save millions oflives both in this country and 
throughout the world. -'.' 



STATISTICS ON THE AIDS EPIDEMIC 

National Tr,ends 

• 	 Between 650,000 and 900,000 Americans are living with HIV. 

• 	 Since the AIDS epidemic began 500,000 Americans have ,been reported with AIDS -­
300,000 have died. 

• 	 An estimated 40,000 to 60,000 Americans a~e being infected with HIV each year. 

• 	 It is the leading cause ofdeath among Americans aged 25 to 44. 

• 	 Women now comprise 14% of people with AIDS. If the current trends continue, an 
estimated 80,000 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 reported. 

• 	 One in four new HIV infections in the U.S. occur among people under the age of 21. 
Between 27 and 54 Americans under the age of21 are infected with HIV each day. 

• 	 People of color have been disproportionately impacted by AIDS. As of October 1995, 38 
percent of newly reported AIDS cases were with people ofcolor 

International Trends 

• 	 More .than 29 million men, women and children around the world have been infected with 
'. 

HIV -- more than 3 million infections occurring within the last year. 

• 	 In 1995, 1.1 million adults and 350,000 children in the world died of AIDS. 

• 	 It has been estimated in some countries in subsaharan Africa that life expectancy has 
decreased by up to twenty years because of the AIDS epidemic. 

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

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



PREVENTING INSURANCE DISCRIMINATION BASED 

ON GENETIC INFORMATION '. 


{ 

In his commencement address at Morgan State University today, the President highlighted the great 
potential and possible perils of recent advances in genetic research. To address widespread concerns 
about potential abuses, the President Clinton called upon Congress to pass bipartisan legislation that 
would prohibit insurance companies from using genetic information to determine premium rates or 
eligibility for health plans. 

ADVANCES IN SCIENCE: POTENTIALS AND PERILS 

Genetic testing has the potential to identifY hidden genetic disorders and spur early treatment. Tests 
for genetic predisposition to certain diseases and conditions -- such as Huntirigton's disease and certain 
types of breast cancer -- are already available and more genetic tests are on the horizon. But genetic 
testing also can be used by insurance companies and others to discriminate and stigmatize groups of 
people. We know that genetic information has been used to discriminate against people in the past. 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. Studies have shown that many Americans are 
extremely concerned with the possibility that their genetic makeup will be used to discriminate against 
them or a member of their family. 

ADDITIONAL PROTECTIONS NEEDED 

The new legislation will build on the important anti-discrimination insurance laws in the Health 
Insurance Portability and Accountability Act of 1996 (HIPAA). It would strengthen HIPAAby 
ensuring that in all. cases genetic information will not be inappropriately used or disclosed by health 
plans. This would not only apply to health plans covered under ERlSA but 'also provides blanket 
protections for all Americans who purchase individual policies. 

More than a dozen states have already enacted laws to restrict the use of genetic information in health 
insurance and at 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 to a lack of uniformity 
across the nation as to whether and how genetic information may be used by health plans. 

BUILDING ON THE EXISTING BIPARTISAN LEGISLATION 

Several bills have been introduced in this Congress, which prohibit health plans from requesting or 
using genetic infonnation as abasis to deny health care coverage or raise premiums. The President 
believes that the bipartisan legislation introduced by Rep. Louise Slaughter, H.R. 306, represents a 
strong foundation for this much-needed reform. The Slaughter bill contains strict protections against 
disclosure of an individual's genetic information by health plans. The President looks forward to 
working with Rep. Slaughter and other members in both parties to pass legislation on this important 
issue in this Congress. 



QUESTIONS AND ANSWERS ON GENETIC TESTING 


Q: 	 DIDN'T WE ALREADY TAKE CARE OF THIS PROBLEM IN THE 
KASSEBAUM-KENNEDY HEALTH REFORM LEGISLATION? 

A: 	 The Kassebaum-Kennedy legislation did take important steps to prevent health insurers 
from discriminating on the basis of genetic information. However, this legislation builds 
on these provisions in three important areas: (1) prevents insurers in the individual market 
from discriminating on the basis of genetic information (2) assures the premiums setting 
is in no way based on genetic information both in the group and individual market; and 
(3) prevents insurance from disclosing genetic information. 

• 	 Access in the Individual Market. The Kassebaum-Kennedy law says that 
employers may not use genetic information as a pre-existing condition unless the 
illness associated with the pre-existing condition has already been diagnosed. In 
that case, the health plan could deny health care coverage for a maximum of 
twelve months. 

However, Kassebaum-Kennedy did not address the issue of genetic information 
for Americans who are part of the individual insurance market. This legislation 
would take the next step by protecting Americans who have an health insurance in 
the individual market from being denied health care coverage based on their 
genetic information. 

• 	 Affordability in the Individual and the Group Market. The Kassebaum­
Kennedy legislation did not address t.he issue of affordability in the insurance 
market. Thus it does not prevent insurers from increasing group premium rates 
based on knowledge about genetic information. (It would prevent health plans 
from charging an individual higher premiums based on their genetic information). 

This new legislation would prevent health plans from setting premium rates based 
on genetic information, both in group health plans and in the individual market. 

• 	 Disclosing Genetic Information. This new legislation would also prevent health 
plans from releasing genetic information. If genetic information from health plans 
were accessible, it would make it much easier for other parties (probably 

. employers and other non-health insurers) to misuse this information. 

Q: 	 AREN'T LOTS OF STATES TAKING ACTION ON THIS ISSUE. WHY DO WE 
NEED FEDERAL LEGISLATION? 

A: 	 More than a dozen states have taken action in this area and 31 more have proposed 
legislation. others have introduced legislation in 1997. However, state legislation is 
insufficient to solve this problem. The variability among state bills will lead to a lack of 



uniformity across the nation as to whether and how genetic information may be used by 
health plans. Moreover, Employer Retirement Income Security Act (ERISA) exempts 
self-funded plans from state insurance laws. Thus even if states enact legislation to build" 
on Kassebaum-Kennedy legislation, a large fraction of the population in self-funded plans 
would not be protected. 

Q: IS THERE ANY EVIDENCE THAT INSURANCE COMPANIES ARE 
DISCRIMINATING AGAINST PEOPLE WITH A GENETIC PREDISPOSITION 
TO A DISEASE? 

A: Medical researchers and physicians have reported that people are refusing to get genetic 
testing or to participate in medical research because they fear that this information could" 
be used against them or a member of their family. We know that genetic information has 
been used to discriminate against people in the past. 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. We also know that a leading reason women refuse genetic 
testing for breast cancer is because they fear that insurance companies may deny health 
care coverage for either themselves or members of their families or charge excessively 
high premiums. Moreover, 22 percent of people who live in families where someone has 
a genetic disorder report that they have been discriminated against by an insurance plan. 
(Lapham et al., Science, Oct 1996). 

Q: HOW WAS GENETIC TESTING USED IN THE 19708 TO DISCRIMINATE 
AGAINST AFRICAN-AMERICANS? 

A: Genetic testing was used both by employers and health insurance plans to discriminate 
against African-Americans who had one or two altered copies of the sickle cell gene. 
There were newborn screening programs, pre-employment tests done, and other 
widespread screening done to test for this genetic disorder. However, most people 
mistakenly believed that if an individual had at least one altered gene, they would likely 
develop sickle cell anemia. In fact, both of the genes must be altered to be vulnerable to 
this disorder. 

Q: THERE ARE LOTS OF BILLS OUT ON THE HILL ON THIS ISSUE. WHY 
DOES THE PRESIDENT LIKE THE ONE INTRODUCED BY 
REPRlH:SENTATIVE SLAUGHTER? 

A: The Slaughter Bill is based on the jointrecommendations made by the National Institutes 
of Health's, Working Group on Ethical, Legal, Social Implications of Human Genome 
Research (ELSI Working Group) and the National Action Plan on Breast Cancer 
(NAPBC) to address the issue of genetic discrimination and health insurance. It 
addresses all of the central issues: using genetic information to deny or limit any 
coverage; establishing premium payments based on genetic information or an 
individual's request forgenetic information; and disclosure of genetic information. 



Q: HOW MUCH WOULD THIS LEGISLATION COST? 

A: We do not have any formal estimates on how much this legislation would cost. However, 
states who have enacted legislation in this area have not experienced any major costs. 
associated with this. 

Q: HOW MANY AMERICANS WOULD BE AFFECTED BY THIS LEGISLATION? 

A: This legislation would protect all Americans from having to pay higher premiums based 
on genetic information and from having their genetic information disclosed. 



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

"AIDS Action Council is anxious to work with you to ensure that this era ofhope--raised to a 
new level by your call to re-energize our nation is searchfor an AIDS vaccine--touches the life of 
every American living with, and affected by, HIVandAIDS." 

--. AIDS Action Council 5/20/97 

"The President has set a difficult goal for the research community, but NIH is ready to bring its 
scientific expertise and resources into play. ..recent advances in immunology andvirology have 
increased optimism that (creating an AIDS vaccine) can be done. " 

-- Dr. Harold H. Varmus, NIH Director 

"The International AIDS epidemic will oilly be overcome by the development ofan effective HIV 
vaccine, and American science has a critical role to play in developing one. But this vaccine can 
be made only ifthe scientific community receives strong support from the federal government to 
overcome the very real obstacles that will exist for years to come. The President's intellectual 
endorsement ofour efforts is very welcomf!. " 

-- David D. Ho, M.D. 

"For millions ofpeople at-risk for HW infection across the globe, the simple knowledge that the 
greatest nation on earth will lead the effort to develop a preventive vaccine is very powerful. " 

. -- National Association of People With AIDS 5/21/97 

"Your extraordinary leadership in setting the goal for the development o/an AIDS vaccine in the 
next ten years merits sincere praise. Mr. President, we pledge UNAIDS to work with you... in the 
forefront ofthis crusade against AIDS. " 

-- UNAIDS 5/20/97 

HI am absolutely convinced that we will have a vaccine (for AIDS) that is safe and effective. " 

--.Dr. Anthony Fauci, National Institute .ofHealth 5/19/97 


"It's like polio in the iron lung days. People were overjoyed to have the iron lungs, but that was 
no way to live ifyou had the opportunity to be protected So protection is the right response. " 

-- David Baltimore, chairman of the NIH Vaccine Commission 5/19/97 



"I like the idea ofsetting a goal. " , 

-- Robert C. Gallo, co-discoverer of HIV 5/19/97 


"We salute your use ofthe Presidency to keep issues related to the worldwide AIDSpandemic at 
the forefront ... We acknowledge the importance ofa targeted initiative fot vaccine development 
and recognize that a vaccine is critical to preventing new infections in youth and adults at risk 
for infection. " 

--Cities Advocating Emergency AIDS Relief 5119/97 

"The IA VI strongly supports your call for an urgent increased and time-bound effort to develop 
safe and effective HIV vaccines. We also applaud your plans to call for the leaders ofthe G-7 
countries and Russia to join the US. in a global effort to create a vaccine. " . 

-- International AIDS Vaccine Initiative 5/19/97 

"There are still many unexplored or only partly explored avenues ofresearch that could lead to 
an effective vaccine within a few years... Our planned research institute will be eager to 
participate with the Us. gowirnment in its effort to speed up the development ofan AIDS 
vaccine. " 

-'- Luc Montagnier;discoverer of the virus that causes AIDS and head of the 
Swiss-based World Foundation for AIDS Research 

"Mr. President, AMFAR strongly supports your goal to develop a successful vaccinefor the 
prevention ofHIV infection by the year 2007. We believe that this is a realistic goal. ..AMFAR 
will provide grant support for selected promising research projects ... We hope to join with the ' 
federal government in fUrther increasing 'our financial commitment until, like smallpox and 
polio, HIV infection is brought under full control throughout the world. " 

-- The American Foundation for AIDS Research (AMP AR) 

"The development ofa vaccine against AIDS will be an accomplishment ofthe greatest 
importance to humankind. Advances in biomedical research supported by the National Institutes 
ofHealth have created new opportunities and.encouragement in our search for an effective AIDS 
vaccine. The NIH is committed to allocating the resources necessary to move us forward. J1 

-- Dr. William E. Paul, Director of Office of AIDS Research of NIH 



0' 


J ( 

transmission in specific populations: the study of the natural history ofmV-related disease in 
women, men, adolescents, and children; and the study of transmission from mother to infant. New 
challenges ,md scientific opportunities in this area require investigation. Study is needed of new 
mv strains and subtypes in the United States that may impact transmission rates and disease 
progressIon. 

Women and AIDS 
Participants in Women's Interagency UIV Study 

NIH has placed high priority 
on studies focused on mv Seropositive mv Seronegative 
women and AIDS and on (2054 women) (568 women) 
characterizing clinical 
rnanifestations of HIV RacelEthnici tv 
specific to women. The White 18% 15% 
Women's Interagency HIV African American 56% 54% 
Study (WIHS). a major LatinalHispanic 23% 28% 
study conducted by several Other 2% 3% 
NIH Institutes and Centers 
in collaboration with other Exposure CategorY 
DHHS agencies. is IV drug use 34% 28% 
investigating the nature and Heterosexual risk 42% 26% 
rate of disease progression Blood transfusion risk 4% 3% 
in women to better No identified risk 20% 43% 
characterize the clinical 
manifestations of HIV 
infection in women. 
determine the effects of 
therapeutic regimens. and identify the sociocultural and health-care-access factors that affect 
disease outc:omes in women. 

For exarnpl,!. adolescent females exposed to HIV and other sexually transmitted infections may be 
at higher risk of infection because of the immaturity of the cells of the genital tract. Research to 
develop chemical and barrier methods. including topical microbic ides. is critical to help women 
prevent transmission of HIV and other sexually transmitted infections. 

NIH supports theHIV Network for Prevention Trials (HIVNET) in preparation for vaccine and 
other prevention trials of biomedical and behavioral interventions. This ne~ork has already 
begun to evaluate SID treatments. microbicides. and perinatal interventions with antiretrovirals 
and immunotherapy. as well as other behavioral and biomedical interventions. Another area of 
p'rimary prevention research is focusing on developing new or improved means of reducing 
perinatal transmission. with particular emphasis on methods appropriate to the developing world. 
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Disease Progression 

Studies of HIV disease progression are critical for determining how InV causes destruction of the 
immune system and subsequent illness. These studies, perfonned in the United States as well as in 
other countries that may exhibit different patterns of the epidemic, afford scientists the opportunity 
to describe the biologic, psychological, clinical, socioeconomic, and medical-care-access 
consequences of HIV infection and HIV -associated disease. NIH is supporting research on 
individuals who (1) do not become infected despite repeated exposure toInV, (2) appear to show 
clearing of the virus after ini~ial documented infection, (3) manifest infection without 
immunologic progression (long-term nonprogressors), and (4) maintain stable clinical state even 
with prolonged immunosuppression (long-term survivors). 

TRAINING, INFRASTRUCTURE, AND INFORMATION DISSEMINATION_ 


NIH will continue to support training of domestic and international biomedical and behavioral 
. researchers to conduct AIDS-related research and improve facilities and equipment for the conduct 
of AIDS rese:arch. The NIH Loan Repayment Program (LRP) was mandated by Congress under 
Public-Law 100-607 in 1988 and was authorized to encourage healthprofessionals.to engage in 
AIDS-related research,at the NIH. The FY 1999 request includes $1,000,000 for this program. 
The dissemination of state-of-the-art research findings for domestic and international audiences 
also continues to be an important goal. 

Conclusion 

In summary. the FY 1999 NIH AIDS research plan arid budget request is framed on the scientific 
priorities included in the findings and recommendation of the NIH AIDS Research Program 
Evaluation. The process to develop this plan and budget involved an intensive outside evaluation 
of the NIH by hundreds of scientific experts and community representatives and a deliberative and 
comprehensive implementation of their recommendations. Because of the legislative authorities 
provided to OAR for planning and budgeting for AIDS research, it has been possible to set new 
scientific priorities and to resbape and restructure 'the research enterprise toward our goal of 
preventing and curing AIDS. 
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Office of AIDS Research: Rationale for the Budget Request 

The President's budget request for the 
NIH Office ofAIDS Research-which 
includes all AIDS funding for the 
Institutes and Centers of the NIH- is 
$1,730,796,000, a 7.7 percent 
increase over the FY 1998 Estimate of 
$1,607,053,000. This budget.will be 
utilized to intensify AIDS research 
. efforts in priority areas set forth in 
this budget This proposed increase 
will ensure that new scientific 
opportunities can be exploited and 
that the development and evaluation 
of new therapies, vaccines. and 
behavioral interventions will be 
enhanced. 

Overall Budget Policy 

Funding Levels by Fiscal Year 
~.~------------------------------
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The major priorities of the FY 1999 Plan for HIV/AIDS Research are addressed under each 
research area: Vaccine Research; Etiology and Pathogenesis Research; Therapeutics Research; 
Behavioral and Social Sciences Research: and Natural History and Epidemiology Research: 
Training arId Infrastructure; and Information Dissemination. The follo\\ing chartdisplays the 
percent increase of the FY 1999 Presidl.!nt·s Budget o\'er the FY 1998 Estimate in each of the 
research areas: 

FY 1999 AIDS Estimate 
Percent Change from FY 1998 by Research Area 

Vaccine Reseach 11~'".----------­
Etiology and Pathogenesis •••••••••1I01'ro· 

____522" . 
Therapeutics Research 


Behavioral and Social Sciences ••••••••s,""· 

Natural History and Epidemiology 

Training and Infrastructure _206... 

Information Dissemination 

0,00% 5.00% . 10.00% 15.00% 20.00% 
Percent Change 

?&..4 



Puql0se.and Method of Operation 


The Office of. 

AIDS Research has 

continued the 


FY 1999 AIDS Bud'get Mechanismpractice, started in 

FY 1994, of 
 (Dollars in Millions) 

increasing the .' 


Otha i?c:sc:an:h 

percentage of the 
 $44 Research Centers 
budget directed 
towards 

. irtvestigato,r 
initiated research. 
As seen iri the 

, adjacent"chart. 
research project Research Project Grants : 


, 5988 

grants constitute~ 


57 percent of the 

AlPS'budget. 


In recent- )'e:ars~ the 

551
NIH has foil lowed a 

policy 'of providing 
only inflationary" 
increases to the 
average,cost of competing RPGs. The FY 1999 President"s Budget Request provides a 
significant increase in our investment in medical research. and allows for real expansion in the 
scope ofreseatch undertaken in RPGs by providing competing RPGs an average cost increase of 
10 percent over FY 1998 average costs. This increase "ill enable researchers to explore 
promising discoveries through in~'esunent in instrumentation. animal models. and other high-cost 
grant components. It will also encourage the most promising new researchers to enter 
biomedical. research by ,expanding support for new researchers. To attract high quality new 
researchers and provide efTectiye research support. in FY 1999. NIH will continue th,e ,transition 
begun late i.n FY 1998. toreplacethe First Independent Research Support and Transition Award 
(R29) as thl:! primary mechanism 'of support for new researchers "ith the traditional (RO I) > 
research grant. New traditionalre'Searchgrants average approximately $200.000 annually and 
can compete for renewal. in contrast to FIRST awards. which limit funding to $75,000 annual 
direct costs for five years. Support for individual noncompeting R,PGs 'Will increase by 3 percent 

. on average over FY 1998 levels.' ' . ' , 

5136' . 

Intnmural Rc:sc:an:h 
, 5)90 

Res. Mgt. &:. Suppon 
$60",-, ' . .,. ~ 

'\.<. ­ , 

All.Otha 

RAD Cootncts 
$234 

These promises for advancement in !'1ledical research are dependent on a continuing supply of 
new investigators "ith new ideas.> Stipends for young trainees have not keptpace 'With increases 
in the cost of living.: The FY 1999President's Budget Request provides a one-time stipend 
increase of25 percent for National Research Service Award (NRSA) fellows, to bring NIH 
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stipends closer to recommendations made by the National Academy of Sciences in their report on 
training programs: Meeting the Nation's Needs for Biomedical and Behavioral Scientists. Ai the 
current time. NRSA predoctoral fellows receive an annual stipend of$II,700 and entry level 
postdoctoral fellows receive $21.000. This increase in stipends will provide an annual stipend of 
$14,600 for predoctoral fellows and $26,200 for entry level postdoctoral fellows. 

FY 1999 AI DS Estimate' 
Percent Change from FY .1998 by Mechanism 

Research Project Grants ••••~ 

Research Centers' 

Other Research " I ImD 
Research Training' : I 11m3 

R&D Contracts " I 'am 
Intramural 

Research Mgt. & Support~ 
---------------------~--------~ 

0.00% 5.00% 10.00% 15.00% 20.00% 
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NATIONAL INSTITUTES OF HEALTH 

Office of AIDS Researc::h 

Summary by MechanISm 


FY 1997 FY 1998 FY 1999 
MECHANISM Budget Authority Esbmate Est.mate

No-.­Research Grants: No. Amount No. Amount Amount 
~.--. 

B.esearc::h Projects 
Noncompeting 1.644 $602.168.000 1.760 $666.985.000 1.840 5665.17'3.000 
Administrativl! supplementals (148) 13.587.000 (75) 7.948.000 (70) 9.505.000 
Competing: 

Renewal 196 68.482.000 247 73.252.000 333 105.359.000 

New 434 133.718.000 513 139.643.000 614 164;449.000 

Supplemental 9 1.371.000 5 564.000 9 745.000 

Subtotal. competing 639 203.571.000 765 213.459.000 956 290.553.000 


IS~~B~IRIS;:.:·;:.,;TI:...:.,.:..:R:--::::,==___--'-____" 106 19-,4S.?:000__.!!L__2_~,-2~.OOO___1.~1.__.~}il8002_ 
Subtotal. RPGs 2.389-" 838.783.000 2.642 909.638.000. 2.917 987.939.000 

ReseardlCenters 

Specialized/comprehensive 29 53.013.000 29 57.066.000 30 61.211.000 

Clinical resea,ch 35.541.000 36.522.000 37.983.000 

BIotechnology 2.296.000 2.555.000 3.055.000 

Comparative medione 10 25.121.000 12 25.949.000 12 26.449.000 

~~se,a!~ Centers.i!l Mino~~l!lutions___ . " 5.961.000 6.569.000 7.794.000 
._Su~t.Qt~L~n.!.ers _ 39 1?!:.9~2)~OQ_._•. _ 41-'-=.!2,866.1.QOQ=~:~~_ '42" 1~:49?:.~ 

OtherReseard'l 
Research careers 166 14.522.000 166 15.179.000 164 15,737.000 
Cancer educaIJon 149.000 323.000 373.000 
Cooperative dinlcal research 3 5.710.000 3 5.631.000 3 .8.705.000 
Biomedical research support 1 918.000 659.000 659.000 
Minonty biomedical research support 582.000 631.000 6&4.000 
Other 33 13.320.000 36 15.724.000 38 17.439.000 

SUbtotaf.· Ot~r'ResearCh --- ~- 203 35.201.000 205 38.147.000 205 43.597.~_
Tota(Researcti'GrantS .........._-- . «. 


2.631 995.916.000 2.888 1.076446.000 3.164 1. 168028.000 

Training FTTPs FTTF; FTTPI 
IndiVidual awards 82 2.097.000 90 2430.000 90 2.640.000 
Institutional awards 729 21452.000 750 21.737.000 780 25882.000 
Total. Training 811 23.549.000 640 24.167.000 810 28.722.000 

Research & development contrads 216 219.186.000 216 213.550.000 222 233.508.000 
(SBIRISTIR) (2) (200.000) (51 (1450.000) (61 (1.500.000) 

Intramural resl~arch 165921,000 179197.000 189.618.000 

Research management and support 57.515000 58 186 000 59.596.000 

Cancer prevenIJon & control 

ConstNdlon 

Library of Medicine 3.365.000 3.371.000 3.472.000 

Office of the DtredOl' 35561000 40536000 41752000 
Sublotal 1.501.073.000 1.)9)4!IJ.000 1.724.696.000 

BUildings and Faoll!Jes 11.600.000 6.100.000 
(CRC Repla~menl) 
(VaCCIne Faolrty) (1 1.600.000) (6.100.000) 
(Infrastructure ) 
Total8udQut Authority 1501073000 1607053000 1730796000 
Cllmcal Tnals) (325904000) 1340618(00) 43734410001 
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NATIONAL INSTITUTES OF HEALTH 


Office of AIDS Research 


B..udget Authority by Activity 

, (dollars in thousands) 

FY 1997 FY 1998 FY 1999 
Research Area, Actual Estimate Estimate Chanqe 

Natural History and Epidemiology $214.861 $216.798 $226.367 $9.569 

Etiology and Pathogenesis 438.663 482,385 526,140 43.755 

Therapeutics I 444.382 457.818 481.722 23.904 

Vaccines 

Behavioral and Social Science 

130,173 153.042 179.891 26,849 

Research 201,954 215.135 232,737 17,602 

Training a,nd Infrastructure 52.059 65.807 66.228 421 

Information Dissemination, '18.33'5 16.986 17.711 ,725 

Total obligations '1.500.427 1.607.971 ' 1.730,796 122.825 

Unobligated balance. available 
start of year (660) , (918) - 918 

Unobligat,ed balance. available 
end of Yl:!ar 918 - - -

Unobligated balance 
lapsing 388 - - -

Total, Budget 
Authority 1.501.073 1.607.053 1.730.796 123.743 
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NATIONAL INSTITUTES OF HEALTH 


Office of AIDS Research 


SummarvofCham:!es 


1998 Estimated budget authority $1,607.053,000 
1999 Estimated budget authority 1,730,796,000 

NetchanQe 123743 000 

1998 Current 
Estimate Base ChanQe from Base 

Budget Budget 
Authority Authority 

Changes; 
A. Built-in: 

1. Intramural research: 
a. Within grade increase 41,599,000 5611,000 
b. Annualization of January 

1998 pay increase 41.599,000 259.000 
c. January 1999 pay increase 41.599.000 986.000 
d. Payment for centrally fumished seNices 34,334,000 1,032,000 
e. Increased cost of laboratory supplies, 

materials and other expenses 103,204,000 2057 000 
Subtotal 4,945,000 

2. Research Management and Support: 
a. Within grade increase 27,815,000 403,000 
b. Annualization of January 

1998 pay increase 27,615.000 168,000 
c. January 1999 pay increase 27,815,000 647.000 
d. Payment for centrally fumished seNices 6,967,000 210,000 
e. Increased cost of laboratory supplies, 

materials. and other expenses 23.404.000 428.000 
Subtotal 1,856,000 

" 

Subtotal. Built-in 6.801.000 
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NATIONAL INSTITUTES OF HEALTH 


Office ofAIDS Research 

Summary 0 fChan~es-contlnued 

1998 Current 
Estimate Base ChanQe from Base 

No. Amount No. Amount 
B. Program: 

1. Research projects grants: 
a. Noncompeting 1,760 $674,933.000 80 ($255,000 
b. Competing 765 213,459.000 191 77,094,000 
c. SBIRISTTR 117 21.246,000 4 1,462.000 

Total 2,642 909,638,000 275 78,301,000 

2. Centers 41 128,661.000 1 7,831,000 

3. Other research 205 38,147,000 - 5,450.000 

4. Re$earch training 840 24.167,000 30 4.555,000 

5. 	 Rei:;earch and development 

contracts 
 216 213.550,000 6 19,958,000 

6. Intramural research 179,197,000 	 5,476,000 

7. Research management and support 58,186,000 	 (446,000 

8. Office of AIDS Research 40,536,000 	 1.216,000 

9. National Library of Medicine 3,371,000 	 101,000 

10. 	 Buildinas and Facilities 11.600.000 	 (5500.000 

116,942000Subtotal. prCQram 

Total changes 1.607 053.000 	 123.743.000 

Note: Includes funds to support personnel included in the individual Institutes and Centers of the NIH. 

1, t\ 
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National Institutes of Health 


Office of AIDS Research 


HIV/AIDS Funding by Institute and Center 


I nstitute/Center 
FY 1997 
Actual 

FY 1998 
Estimate 

FY 1999 
Estimate 

NCI 
NHLBI 
NIOR 
NIOOK 
NINOS 
NIAIO 
NIGMS 
NICHO 
NEI 
NIEHS 
NIA 
NIAMS 
NIOCD 
NIMH 
NIOA 
NIAAA 
NINR 
NHGRI 
NCRR 
FIC 
NLM 
00 
B&F 

$224,733,000 
61,577,000 
12,932.000 
12,718.000 
24,825.000 

647,709,000 
27.695.000 
64.369.000 

9,450.000 
6,489.000 
1.854.000 
4.273,000 
1.820,000 

96,906.000 
160,832,000 

11.051,000 
5,500,000 
3.001.000 

74,101,000 
10.312,000 
3.365,000 

35,561.000 
-

$226,414,000 
63.602,000 
13,493,000 
15.382.000 
26.343,000 

701,469,000 
28,694.000 
67,485.000 

9.655.000 
·6.552,000 
1,910.000 
4,391.000 
1,838,000 

100.878,000 
167,398.000 

14,453.000 
5.554,000 
3.047.000 

82,377,000 
10.611..000 
3.371.000 

40.536.000 
11.600,000 

$240,206,000 
68.010.000 
14,898,000 
16,843,000 
28,633,000 

766,217,000 
30,555,000 
72,260,000 
. ~,945.000 

6.749.000 
1.967.000 
4,523.000 
1,893.000 

107,904.000 
181.170.000 

15,487.000 
5.921,000 
3.138,000 

91.848.000 
11,305.000 
3,472.000 

41,752.000 
6.100,000 

TOTAL 1.501.073.000 1.607.053.000 1 730.796.000 
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NATIONAL INSTITUTES OF HEALTH 


OFFICE OF AIDS RESEARCH 


BUDGET AUTHORITY BY OBJECT 


FY 1998 FY 1999 Increase or 
Obiect Class Estimate Estimate Decrease 

11.1 Full·Tlme Permanent $45.208.000 $50.224,000 $5,016,000 
11.3 Other than Full·Time Permanent 8.447.000 9,386,000 939,000 
11.5 Other Personnel Compensation 2,523,000 2,814.000 291,000 
11.8 Special Personnel Services Payments 4787000 5401.000 614000 
11.9 Total Personnel Compensation 60 965 000 67825.000 6,860 000 
12.0 Civilian Personnel Benefits 13,345,000 15,109,000 1,764,000 
130 Benefits for Former Personnel 15.000 18000 3.000 

Subtotal Pay Costs 74325000 82952.000 8,627,000 
21.0 Travel & Transportation of Persons 2.986.000 3,085,000 99,000 
22.0 Transportation of Things 456,000 480,000 24,000 
23 1 Rental Payments to GSA 1,727,000 1,779,000 52,000 
23.2 Rental Payments to Others 1,172.000 1,320,000 148.000 
233 CommunIcations. Utilities & 

Miscellaneous Charges 3.826.000 3.997.000 171.000 
24.0 Printing & Reproduction 885.000 929.000 44.000 
25.1 Consulting Services 15.529,000 9.952.000 (5.577,000 
25.2 Other Services 52.181.000 53.946,000 1.765.000 
253 Purchase of Goods & Services from 

Government Accounts 97.480.000 99.032.000 1,552.000 
254 Opmatlon & Maintenance of Facilities 38.842.000 37.384.000 (1.458,000 
255 Research & Development Contracts 166.133,000 186,418.000 20,285,000 
256 Medical Care 863.000 885.000 22.000 
257 OPE!ratlon & Maintenance of Equipment 1.631.000 1.660.000 , 29,000 
258 Subsistance & SUDPort of Persons 0 0 0 
25.0 Subtotal Other Contractual Services 372659 000 389277 000 16618000 
260 Supplies & Matenals 24.295,000 25,044.000 749.000 
310 EqUipment 12.780.000 13,422.000 642.000 
320 Land and Structures 11.000 11.000 .0 
330 Investments & Loans 80.651.00.0 90.080.000 . 9,429.000 
410 Grants. SubSidIes & Contributions 1.031 ~072,OOO 1.118.202.000 87,130.000 
420 Insurance Claims & Indemnities 200.000 210,000 . 10.000 
430 Interest & Dividends' 8.000 8.000 0 
440 Refunds a 0 0 

Subtotal Non.Pay Costs 1 532.728 000 1647,844 000 115.116 000 

Total Budget AuthOrity 1607053 000 1 730.796 000 123743 000 

Note Indudes funds to support personnel Included In the Institutes and Centers of the NIH. 
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NATIONAL INSTITUTES OF HEALTH 


OFFICE OF AIDS RESEARCH 


ADMINISTRATIVE COSTS 


FY 1998 FY 1999 
Estimate Estimate Change 

Personnel Cc)mpensation: 
Full-Time Permanent (11.1) $45.208.000 $50.224.000 $5.016.. 000 
Other Than Full-Time Permanent (11.3) 8.447,000 9.386.000 939.000 
Other Personnel Compensation (11.5) 2.523.000 2.814,000 291.000 
Special Personnel Services Payments (11.8) 4.787.000 5.401.000 : 614.000 

Total Personnel Compensation (11.9) 60.965,000 67.825.000 6,860,000 
Civilian Personnel Benefits (12.0) 13.345.000 15.109.000 1.764.000 
Benefits to Former Personnel (13.0) 15.000 18.000 3.000 
Subtotal Pay Costs 74325.000 82952.000 8627,000 
Travel (21.0) 2.986.000 3.085.000 I 99.000 
Transportation of Things (22.0) 456.000 480.000 24.090 
Rental Payments to Others (23.2) 1.172.000 1.320.000 148.000 
Communications. Utilities and 

Miscellaneous Charges (23.3) 3.826.000 3;997.000 171.000 
Printing and Reproduction (24.0) 885.000 . 929.000 . 44.000 
Other Contractual Services: 
Advisory and Assistance Services (25.1) 15.529.000 9.952.000 . {5.577.000 
Other Servicf:!s (25.2) 52.181.000 53.946.000 1.765.000 
Purchases from Govt. Accounts (25.3) 65.782.000 65.047.000 . {735.000 
Operation & lVIaintenance of Facililties (25.4) 2.064.000 2.131.000 67.000 
Operation & lVIaintenance of Equipment (25.7 1.631.000 1.660.000 29.000 
Subsistence & Support of Persons (258) 0 0 0 

Subtotal, Other Contractual Services 137.187.000 132736000 (4451 000 
Supplies and Matenals (26.0) 24.210.000 24.953.000 743.000 
Subtotal Non-Pav Costs 170722.000 167.500.000 (3.222.000 

Total Administrative Costs 245047000 250452000 5 ~05.000 

Note: Includes funds to support personnel included in the Institutes and Centers of the NIH. 
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NATIONAL INSTITIITES OF HEALTH 

Office of ..U])S Research 

SIGNIFICANT ITEMS IN HOUSE APPROPRIATIONS CO:MMITTEEREPORT 

FY 1998 House Appropriations Committee Report Language (H. Rpt.1 05-205) 

AIDS Funding· Consistent ~ith the philosophy outlined above, the Committee has again chosen 
not to eannark a specific dollar amount for AIDS research and has not provided a single 
appropriation for the Office ofAIDS Research. In relying on NIH's recommendations for the 
allocation ofthe total funding provided by the Committee, the Committee understands that. it 
would be NIH's intenttoallocate approximately $1,574 million to AIDS-related research~ The 
Committee intends that the funds allocated for AIDS should be spent in a manner fully consistent 
""ith the AIDS research plan developed by the Office of AIDS Research and expects the Director 

. ofNIH to use the full authority ofhis office to ensure that this occurs. The Committee has 
pro\<ided the Director of the Office of AIDS Research, jointly \\-1th the Director ofNIH, transfer 
authority to reallocate up to three percent of funds designated for AIDS research among 
Institutes, subject to nonna! reprogramming procedures. The Committee encourages NIH to use 
this authority whenever it believes that an adjustment in the allocation ofAIDS funding between 
Institutes is appropriate to achieve scientific objectives or to facilitate promising research efforts. 
The Committee wants to make clear that it continues to support the Office ofAIDS Research 
(OAR)~ its leadership, and its coordinated budget planning process and that it expects the 
individual institutes, centers and divisions to fully cooperate v.'ith OAR's work. The Committee 
has provided funding for the OAR v.ithin the Office of the Director and intends that the OAR 
\\<i11 maintain its current structure and responsibilities, including the allocation of an emergency 
discretionary fund. (p. 61) 

Action t.'\lcen or to be taken 

The OAR has allocated all monies for AIDS·related research to the Institutes and Centers in 
accordance with the scientific priorities and objectives of the FY 1998 NIH Plan for HIV -Related 
Research. 

Office ofAIDS Research- The Committee further commends NiH for establishing the intramural 
Vaccine Research Center (VRC) dedicated to the discovery and development ofan .AIDS 
vaccine. The immunological methodologies required in this effort have the potential to advance 
the development of vaccines against other new or re.emerging infectious diseases. The 
Committee looks forward to hearing ofprogress made in this area. Should additional funds be 
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required for the VRC in fiscal year 1998, the Conunittee encourages OAR to identify funds for 
this purpose, either through the OAR Discretionary Fund or through the use of the three percent 
transfer authority. (p. 96) 

Action taken or to be taken 

The OAR has identified $11,600,000 ofAIDS funds for the Vaccine Research Facility, 
the Non-AIDS budget contains $5,357,000 for this facility, providing a total of$16,957,000 in 
FY 1998. The FY 1999 request contains $6,100,000 in the OAR appropriation that will be 
transferred to the Buildings and Facilities account for the Vaccine Research Facility. The Non­
AIDS budget contains $3,043,000 for this facility, providing a total of$9,143,000 in FY 1999. 
The NIH does not anticipate the need for additional funds at this time. 
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NATIONAL INSTITUTES OF HEALTH 


Office of AIDS Research 


Authorizing Legislation 


PHSAcU US. Code 1998 Amount 1998 1999 Amount 1999 Budget 
Other Citation Citation Authorized Estimate Authorized Estimate 

Research and 
Investigation 

Office of AIDS Research 

Disaetionary Fund 

National Research 
Service Awardl 

.' 

Section 301 ' 42§241 

Title XXIII 
Section 2353 (d) (1) 42§300cc-40bld) 

Title XXUI 
Section 2356 (g) 42§3OOcc-43(9) 

Section "87Id) 42§288Id) 

Indefinite 

aJ 

aJ 

aJ 

_. 

-. 

-

-­

Indefinite 

bl 

bl 

bl 

$1.692.074.000 

i 
, 

10,000,000 
, 

28,722,000 

Total BudQet Authority -.­ -­ 1 730796000 

W 
::"'") 

aJ Funding provided under Departmentl of Labor. Health and Human Services. Education. and Related Agendes Appropriations Act, 1998 (P.l. 105·78). 


bI Reauthorizing legillation will be lubmitted I 
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NATIONAL INSTITUTES OF HEALTH 


OffiCe of AIDS Research 


Appropriation History 


Fiscal 
Year 

Budget Estimate 
to Congress 11 

House 
Allowance 

Senate 
Allowance Appropriation 

1995 

1995 Rescission 

1996 

1997 

1998 

1999 

$1.379.052.000 

1.407.824.000 

1.431.908.000 

1.540.765.000 

1.730,796.000 

$1.337.606.000 

31 

31 

31 

$1,337.606.000 

1.382,861,000 

1.460.312.000 

51 

"~"; 

$1.335.421.000 2J 

(1,851,000) 

41 

41 

41 

11 Includes all amounts associated with the Natibnallnstitutes of Health AIDS Research Program. 

2J Excludes procurement reform. rent. and salary and expense reductions of $2.185.000. 

31 The House did not provide separate funding for HIV/AIDS activities, The funds to support these 
activities are included in the appropriations of the Institutes and Centers. ' 

41 The Conferees did not provide separate funding for HIV/AIDS activities The funds to support 
these activities are included in the appropnations of the Institutes and Centers. 

51 The Senate did not provide separate funding for HIV/AIDS actIVities. The funds to support these 
activities are included in the appropriations of the Institutes and Centers. 
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T Health Division tit 
Office of Management and Budget 

Executive Office of the President 


Washington, DC 20503 


Please route to: 
Decision needed 

, Please sign
Nancy-Ann Min 	 Per your request 

Please comment 
For your information 

With informational copies for: 
BC, RT, GA, HPS ChronSubject: 	 Shalala Announcement of $100 

million for AIDS Protection 

Ph: 202/395-4926. Vikki waChino1A~From: Fax: 202/395·3910 
Room: 117026 

On Tuesday, Secretary Shalala announced at the AIDS ~onference in Vancouver that 
NIH and CDC would spend $100 million over four years to develop topical microbicide 
creams to protect women from HN. 

We called ASMB staff to ask what prompted this announcement. They told us that 
Patsy Fleming had initially contacted a division of the National Institute of Allergy and 
Infectious Diseases (NIAID) and suggested spending an additional $10 million above the 
approximately $23 million NIH spends annually on topical microbicides. ASMB staff were 
not clear on how the issue developed after Patsy contacted NIAID, but believe that at some 
point the Secretary's office got involved and the end result is that NIH spending on topical 
'microbicides will remain relatively unchanged from the $23 million figure, or about $100 
million over four years. 

The news wire story and HHS press release announcing the $100 million are attached. 



Date: 07/09/96 Time: 16:49 
AU.S. Pledges $100 Million to Find HIV-Killing Creams 

VANCOUVER, British Columbia (AP) The u.s. government pledged 
$100 million Tuesday to help develop virus-killing cream~ that 

'would let women protect themselves from AIDS without relying on 
their partners. 

The goal is to create alternat,ives to condoms that women can use 
without men's permission especially creams that protect against 
HIV but would still allow them to get pregnant. 

Donna E. Shalala, U.S. secretary of health and ,human services, 
said the National Institutes of Health and the Centers for Disease 
Control and Prevention will, spend the $100 million over the next 
four years to speed development of such products. 

"Today, too often, women must rely solely on their male partner 
for protection from HIV. And in too many cases, that means no 
protection at all," she said at the 11th International Conference 
on AIDS. • 

The CDC's Dr. Bruce Weniger said such strategies are especially 
needed in Asia, where men often become infected by prostitutes and 
then bring the virus home to their wives. These women are often 
unable or unwilling to insist ,that their husbands use condoms. 

, "Women ~eed some product 'they can use that will protect them 
without their sex partner's knowledge or consent," he said. 

Worldwide, 40 percent of the 21 million peopl infected with HIV 
are women. Most of them caught theyirus through heterosexual 
intercourse. 

Dr. Christopher Elias of the Population Councili based in 
Bangkok, Thailand, said that even if new HIV-killing products are 
developed, condoms will remain the cornerstone of AIDS prevention, 
since they are highly effective. 

"~egotiating consistent condom use, however, is not always 
feasible for many women," he said. 

He also said the new products might provide alternatives to 
condoms for oral and ahal sex for both heterosexual and homos~xual 
couples, although they have not been tested for those purposes. 

Because of the time needed to check the safety and effectiveness 
of vaginal chemicals, Elias said it is unlikely any new products 
will reach the market before the end of the decade. 

Several major studies are under way in Africa 'of nonoxynol-9, 
the familiar over-the-counter spermicide, to see if it also stops 
HIV, as many believe. 

But because nonoxynol-9 irritates the vaginal lining, some worry 
that it might actually increase the risk of AIDS, especially if 
used several times a day by those who have frequent sex, such as 
prostitutes. 

Reformulated versions of other proven sperm killers, such as the 
antiseptic chlorhexidine, are also being considered, in part 
because they are less irritating. 

Elias s,aid other possible products being developed include: 
C31G, a mixture of two surfactants a type of', detergent by 

disrupting cell membranes, appears to be better than nonoxynol-9 
against the bacteria chlamydia. Early safety testing is under way. 

Buffering agents that keep acid levels in the vagina high may 

I. 
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December 17, ·1998 

MEETING WITH THE 

PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS 


. DATE: December 18, 1998 
LOCATION:. Cabinet Room 
BRIEFING TIME: 5:15 pm to 5:45 pm 
EVENT: 5:45 pm to 6:15 pm 
FROM: Bruce Reed/Chris Jennings/Sandy Thurman 

PURPOSE 

You will be meeting with members of the President's Advisory Council on HIV / AIDS 
to discuss the Administration's progress in addressing the AIDS epidemic. 

BACKGROUND 

The Council requested a meeting with you to address its recommendations on ways to 
improve the Administration's response to the HIV/AIDS epidemic. The Council 
recognizes your commitment to improving HIV / AIDS care, research, and prevention. 
They support recent efforts to highlight international efforts to fight HIV / AIDS, the 

. new initiative on HIV / AIDS in minority communities, and increases in research 
investments. However, the Council has been publicly critical of the Administration in 
some areas, particularly the Administration's commitment to HIV prevention. This 

. m~eting provides an opportunity for you to personally reaffirm your commitment to the 
Council and your seriousness about the issue. 

Questions from the Council will focus on four areas: 

Access to Treatment: The Council will seek your leadership on expanding access to 
treatment for indigent persons with HIV 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 section 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 passage of 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 for care). Support of this legislation by the-Council and the AIDS community 
would be very beneficial. [Council presenter: Thomas Henderson] 

Vaccine Research: Last spring, you announced your desire to find a vaccine for HIV 
within ten years. Two weeks ago, on World AIDS Day, you announced a 33% 
increase in vaccine research funding at the NIH (up $47 million to $200 million): The 

, Council is highly supportive of your ongoing leadership on this issue, but has some 
concern about the 18 months it has taken so far to find a director for NIH's new 
vaccine research center and about the need for increased inter-agency coordination. 
NIH 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] 


Promoting HIV Testing: Approximately 30% of persons infected with HIV do not 
know they are infected, complicating prevention efforts and delaying helpful 
treatments. The Council will ask for your support of a national "get tested" campaign' 
focusing on higher-risk populations (youth, persons of color, women). This is a 
reasonable proposal, and one which is already under consideration through the budget 
process. [Council presenter: Alexander Robinson] 

Increased AIDS Funding: Funding for HIV IAIDS 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 ensuring 
that prevention funds are used effectively and are targeted to those at highest risk. As 
for international funding, USAID's AIDS budget has increased 64% during your 
Administration. You also just announced on World AIDS Day a new $10 million 
effort to help developing countries respond to the needs of children orphaned by 
AIDS. Finally, you can also announce the release of$479 'million in Ryan White 
Title I grants (FYI999) to 50 metropolitan areas that are most heavily impacted by 
HIV/AIDS; these grants include extra funds for minorities that are part of your 
recently announced initiative on HIV/AIDS in racial and ethnic minorities. [Council 
presenters: Regina Aragon and Mike Isbell] 

In your closing remarks; you may highlight recent Administration activities on 
HIVIAIDS, including: 

World AIDS Day event at which you announced an AIDS orphan initiative at 
USAID; increased vaccine research funding from the NIH, and a delegation to Africa 
led by Sandy Thurman. 
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Minority initiative announcement on October 28th at which you declared HIV / AIDS 
to be an ongoing and severe crisis'in racial and ethnic minorities and announced $156 
million in additional funding to address, the crisis. 

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

Other initiatives including an enforceable patient bill of rights~ the Jeffords-Kennedy 
legislation that allows people with disabilities -- including people with AIDS -- to 
stay in or return to work; and substantial increases in research funding at the NIH. 

III. P ARTICIP ANTS 

Briefing Participants: 

Bruce Reed 

Virginia Appuzo 

Karen Tramontano 

Chris Jennings 


. Sandy Thurman 

Richard Socarides 


Program Participants: 
YOU 
Sandy Thurman 

Bruce Reed 

Virginia Appuzo 

Karen Tramontano 

Chris Jennings 

Sandy Thurman 

Richard Socarides 

Dr. Scott Hitt, Council Chairperson 

Members of the Council 


IV. PRESS PLAN 

Pool still photographers at the top ofmeeti'ng; single print reporter thereafter. Verbatim 
transcript to be provided to press following meeting. 
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V. SEQUENCE OF EVENTS 

Sandy Thunnan will introduce YOU to members of the Council. 
Dr. Scott Hitt will make a brief opening statement. 

-- Council member Rabbi Joseph Edelheit will provide an overview of the message of the 
Council to you. 
-- . 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 attached Q & A.) 
-- YOU will make b.rief closing remarks, thanking the Council for its hard work and 
reaffirming your commitment to continuing the fight against AIDS--see attached talking points. 

VI. REMARKS 

Talking points provided by the Office ofNational AIDS Policy. 

VII. ATTACHMENTS 

. Q & A for discussion purposes. 

List of Council members and brief biographies. 
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President'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 ofPACHA. 

PRESENTERS (in order) 
Rabbi Joseph Edelheit 
Rabbi Edelheit serves at the Temple Israel in Minneapolis, Minnesota. 

B. Thomas Henderson 
Mr. Henderson, a person living with HIV, serves at the Texas General Land Office in Au~tin, 
Texas. He has been active in AIDS and human rights issues for numerous years. 

Helen Miramontes, M.S.N., R.N., FAAN 
Ms. Miramontes is an Associate Clinical Professor and Deputy Director of the International Center 
for HIV IAIDS 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, M.B.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, gayllesbian civiirights, disability issues. He serves as the Co-Chair for the 
Prevention Subcommittee of the P ACHA. 

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

Michael T. Isbell, J.D. 
Mr. Isbell is the former deputy executive director of the Gay 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 Subcommittee of the P ACHA. 

ATTENHEES 

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 Health! AIDS Institute. 

I· 
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Terje Anderson 
Mr. Anderson is the Chair bfthe Health Resources Services Administration 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 Aranda Naranjo, Ph.D., R.N. 
Dr. Aranda Naranjo serves at the University of the Incarnate Word, School ofNursing in San 
Antonio, Texas. She was an attendee of the 1995 White House Conference on AIDS. 

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

Ambassador Charles W. Blackwell 
Charles W. Blackwell is the founder ofNative Affairs and Development Group and serves as its 
President and Director. He is also the Chickasaw National Ambassador to the United States of 
America by appointment of the Chickasaw Governor with confirmation by the Chickasaw 
Legislature. 

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

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

Robert Fogel 
Mr. Fogel is an attorney at Hilfman and Fogel in Chicago,Illinois. He is the Chair of the 
International Subcommittee of the P ACHA. 

Debra Fraser-Howze 
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 Subcommittee of the 
PACHA. 
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Kathleen Gerus 
Ms. Gems, a 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 
National 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 AssociateDirector 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 is currently the 
medical director of the Health Care Financing Administration's New York Regional Office. 

Bob Hattoy. . 
Mr. Hattoy, a person living with AIDS, currently serves as the White House Liaison at the U.S. 
Department of Interior. 

Ronald Johnson 
Mr. Johnson, a person 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 coordinator for AIDS policy in the Office of the Mayor, City of 
New York. 

Jeremy Landau 
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 
Network . 

. Steve Lew 
Mr. Lew, a person living withHIV, is the Director of Research and Technical Assistance at the 
Asian and Pacific Islander Wel1ness 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 Coordinator and current Executive Assistant to the 
District Administrator for Dade/Monroe Counties (Miami), in the Office ofHIV/AIDS Services, 
Florida Department ofHealth.. 

Reverend Altagracia Perez, STM 
Reverend Perez is currently serving at the Church of Saint Phillip the Evangelist in Los Angeles, 
California. She is also the Co-Chair for the Racial Ethnic Populations Subcommittee of the· 
P ACHA. Rev. Perez gave an opening prayer at the 1996 Democratic National Convention. 
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Michael Rani<.ip, M.D., M.P.H. , 
Dr.·Ranldn'fs t:hiefrE?sycThiatry and Mental Health Services, VA Northern California Health Care 

, System in San FranCisco, California, .... "'-'":.; / ~l " 

Debbie Runions::.~. ~,.:. .,-,J,,,, ' " '.' ' i :r~'" '-;:',.,' 
': ,'; ., \lVis;."R~ni0ns 'is; a~'pei~J) living with HIV, is a c6mmUriitY·.ad,\ocat~ frqw:t'JCl~4:vil,l~" Tenp.r.~~ee.~ She "'"10­

.~ . ," .,.~: ~erveson numeroasPQards and advisory commissions, Ms. Runions spoke as a person 1ivirig\vith 
:: Hl~at the 1 Q96 Democratic National Convention. . ~ 

. ;.,!:t .. ':: ";'''''''j',t;;* ~/ j f'r~ ., " ,' ,;"' .. ' I' ..: ._'\ _,_ . ","" \ t,;'P,F' .. ' 
r ." ~ '\i ···'f "'-~' ~-" .~_.7 \ I'!'-' 

, Sean Sasser 
Mr. Sasser, a person living with):,?:IV, tested positive for HIV at the age of 19. H~ was an attendee 
otthe 1995.WVi!e I;I(;)U.~e,,9,on(Me~.c~:0~ A,IDS:.) {", .. ,.,,} ..... : '.'; ~.,,~... : ',?: .', ". 

'.' 

Benjamin Schat.z, J.D. i .. ' ; j " '., , 

Mr. Schatz rs.;c~dently e~ec~ti;;{'pirectbr'o'fth~'G~/ind LesDi~m"N1edical Association in San 
,f,ra:hcisco, ·Callfornia. He was a''founaet/directot'of the, AIDS:.Civil Rights Project at the National 

. Gay Rights Advocates. ' .. , ,;".1 : .. ' 

Richard Stafford " " .Mr, Stafford, a P~F§.oh liyi,ng with ,,HI,,;, is {roll! MjI.1n.e~p'g~is, 1y1ipnespta;. " 

\ 
, 
:. 

Denise Stokes i./,.i ~ ," s', ", ',' '",'(1•• 

Ms, Stokes, a person living with HIV, is a community activist dedicated to HI\! education, 
awareness and prevention. Ms. Stokes joined YQU 

" 
'as
. 

keynote, speaker at.JJ:le October White House 
"""~~ . • ~ ~ '. I 

event announcing $156 million in funding targeted to African American and other minority 
populations. 

\. ",.' 

Bruce Weniger, M.D. ': .' ':').'" . '. ".', '~, '1' 
Dr. Weniger: is a phxsician at the National ImmunizationJl.(ogram i.J;l the federal Centers for Disease 

~ ~~ •.". i. .~':. .,' ;,', ' •• ,. 1 ~t \. ;,-:'... "",,- ~~ .tf~.:; " ..... ,",,' 'f~
Control arid PreventlOn In Atlanta, Ge'orgIa. .,,;. ~ - " 

.., .. !'" ...... . ~ 
+ '.1'\".1 {' • 1~~" ,.,)I, "1 • I'~ ... ~ •. • 

, , 
~' " • .t r,,( I.... '~'''~ '. 

" 
, . 
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PRESIDENT CLINTON UNVEILS $479 MILLION IN NEW AIDS GRANTS, 


MEETS WITH PRESIDENTIAL ADVISORY COUNCIL ON HIVIAIDS 

December 18, 1998 


Today, President Clinton announced the release of $479 million in new Ryan White funding to 
improve primary health care and supportive services for people with HIV/AIDS. The President 
unveiled these grants in a meeting with his Advisory Council on HIV/AIDS to hear a report on their 
work and to seek their advice on ways to improve the Nation's response to the HIV/AIDS epidemic. 
Today the President is: 

./ 	 Announcing new Title I grants,for Ryan White. The President announced that $479 
million in grants are being released today under Title I of the Ryan White CARE Act to fund 
primary health care and supportive services for people living with HIV/AIDS. These grants 
serve low-income individuals and families in 50 eligible metropolitan areas hardest hit by the 
AIDS epidemic. These grants include special funds targeting African Americans and other 
racial and' ethnic minorities. 

Working with the community to improve the Nation's response to HIV/AIDS. The 
President, accompanied by Sandra Thurman, Director of the Office of National AIDS Policy, 
met with his Advisory Council on' HIV/AIDS to hear a report on their work and their advice 
on ways to improve the Nation's response to the HIV/AIDS epidemic. The President urged 
the Council to work with Congress to take new steps in the fight against HIV/AIDS, including 
passing a strong enforceable patients' bill of rights, passing legislation, such as that 
proposed by Senators Jeffords and Kennedy that helps people with disabilities access 
affordable health care coverage so they can return to work, and enhancing efforts to find an 
AIDS vaccine. 

The President'sAdvisory Council on HIV/AIDS was created by the President in 1995 to 
provide guidance on ,the Nation's efforts to care for those living with HIV/AIDS, to stop the 
spread of the disease, and to improve vaccine and treatment research. It is chaired by Dr. 
Scott Hitt, a physician from Los Angeles specializing in AIDS care. The Council has 35 
members, 13 of which are HIV-positive and 13 of which are persons of color. They come 
from around the cou~try, sharing a broad range of perspectives that reflect the diversity of 
the epidemic . 

./ 	 Building on recent efforts to address the HIVIAIDS epidemic. Today's activities build on 
a deep ongoing commitment by the Clinton/Gore Administration to respond to the AIDS 
crisis both in the United States and across the world. The Administration has fought for 
other critical investments in HIV/AIDS. In the last few months alone, the President: 

• 	 Unveiled new initiative on World AIDS Day 1998to address crisis of AIDS 
orPhans and international HIV/AIDS. The President joined Secretary Albright and 
USAID Administrator Atwood to unveil a new initiative including: a 12 percent 
increase in NIH AIDS research funding, $200 million (a 33 percent increase) in HIV 
vaccine research, a $10 million effort to address the growing crisis of AIDS orphans 
in developing nations, and a fact-finding delegation to Africa by Sandra Thurman, 
Director of the Office of National AIDS Policy. 
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• 	 Declared HIV/AIDS in racial and ethnic minority communities to be a severe 

and ongoing health care crisis and unveiled a new $156 million initiative to 
address this problem, including crisis response teams, enhanced prevention 
efforts, and assistance in accessing state-of-the-art therapies all targeted toward 
ethnic and racial minorities in communities across the country; 

• 	 Worked with Congress to secure historic increases in a wide range of effective 
HIV/AIDS programs. Increases this year alone include: a $262 million increase in 
the Ryan White CARE Act; a 12 percent increase in AIDS research funding at the 
NIH, a $32 million increase in HIV prevention programs at the CDC; and a $21 
million increase in the Housing Opportunities for People With AIDS program at HUD. 

,f 	 A solid record of progress in HIV/AIDS. The Clinton/Gore Administration has a proud 
record of accomplishment iii its response to HIV/AIDS, including: 

• 	 Increasing funding for major HIVIAIDS programs by over 100 percent: 

a 266 percent increase in the Ryan White CARE Act 
a 67 percent increase in AIDS research at the National Institutes of Health 
a ,125 percent increase in the Housing Opportunities for People With AIDS 
(HOPWA) program at HUD . 
a 64 percent increase in international AIDS funding at the U.S. Agency for 
International Development (USAID), and ' 
a 34 percent increase in HIV prevention at the Centers for Disease Control and 
Prevention (CDC) 

• 	 Protecting Medicaid and Social Security. The President fought to preserve the 
guarantee of coverage under Medicaid, which serves more than 50 percent of, 
people living with AIDS -,. and 92 percent of children with AIDS -- who rely on 
Medicaid for health coverage. He also revised eligibility rules for Social Security 
Disability Insurance to increase the number of HIV-positive persons who qualify for 
benefits. 

• 	 Focusing National Efforts on an AIDS Vaccine. In May of, 1997, the Pre'sident 
challenged the nation to develop an AIDS vaccine within the next ten yea·rs. He 
announced a number of initiatives to help fulfill this goal, including: dedicating an 
AIDS vaccine research center at the'Nationallnstitutes of Health and encouraging 
domestic and international collaboration among governments, medical communities 
and service organizations. On World AIDS Day 1998; the President announced 
$200 million in funding for vaccine research at the NIH, a $47 million (33 percent) , 
increase over the previous fiscal year. ' , 
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TO: 

Ambassador Dick Holbrooke - USUN 
Gene Sperling - White House 

--+~ Steve Riccetti - White House 
Jim Steinberg - NSC 
Linda Ricci - OMB Communications 
John Hamre/Jim Bodner - OSD 
Tim Geithener - Treasury 
White House AIDS Policy Office 
Ken Bernard - NSC 
Gayle Smith - NSC 
Joe Papovich - USTR 
Susan Rice - DOS/AF 
Dave Beier - OVP 

/ 
FROM: 

\ 
RICK SAUNDERS, OVP/NSA 

SUBJECT: Draft of the Vice President's Remarks to the UNSC 
On HIV/AIDS in Africa 

The Vice President will be making two sets of remarks at the UN Security Council on 
Monday. January 10. The first will be an overview of emerging security challenges 
confronting the'world community in the new century. The second will address the 
particular problem of HIV/AIDS in Africa. 

Attached is a draft ofthe seCond speech. Please review it for substance and relay any 
comments you mayhave to the Office of the Vice President by 5:00 p.m. today. Phone 
comments to Jim Babbitt (456-9513) or send written comments via fax to 456-9500. 

The first speech is still being written. It will be coordinated separately. 

Attachment: 

Draft speech text 
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Vice President Al Gore 
, U.N. Security Co~ncil 

Statement on AIDS in Africa 
January 10,2000 

Mr. Secretary General, Members of the Security Council, Distinguished Guests, 
and, in particular, Honored Delegates from the Nations of Africa: 

"HIVIAIDSis not someone else's problem. It is my problem. It is your problem. 
By allowing it to' spread, we face the danger that... our youth will not reach adulthood. 
Their education will be wasted. The economy will shrink. There will be a large number 
of sick people whom the healthy will not be able to maintain." 

Mr. Secretary and Members of the Council: These are not my words. They 
were not uttered in the United States or the United Nations. They were spoken by my 
friend, President Thabo Mbeki of South Africa, as he declared South Africa's Partnership 
Against AIDS more than a year ago. 

~ . 

Mr. Secretary; those are President Mbeki's words; but they eouid be mine, yours 
or any of ours. Indeed they should be. And they should be spoken not only in South 
Africa; not only in Africa, but all across the earth. In Africa, the scale of the crisis may 
be greater, the infrastructure weaker, and the people poorer than in countries like my 
own, but the threat is real for all oftis. AIDS cuts across the lines that divide us, and, we 
owe each other .the commitment to join together and intensify our battle all around the 
world - especially where the scourge is greatest. 

. . 
Morethan twelve million Africans have already died - one quarter of them 

children. Twenty million more men, women, and children 'are now infected. Each day, 
11,000 more mothers, fathers, and children become HIV positive - more than half of 
them under the age of25. 

AIDS 'has crossed beyond the borders of a humanitarian crisis to become a 
security crisis for nations of sub-Saharan Africa - because it threatens not just the citizens 
of those nations, it threatens the very institutions that define and defend those nations. 

This dise~ 'strikes at the workforce, undercutting the economic strength nations 
need to fight'the crisis. It strikes at'parents - undercutting the unifying force of family. 
It strikes at teachers, undercutting efforts to educate the younger generation and help 
them lift themselves out of poverty. It strikes at the military, undercutting the means of 
maintaining order and keeping peace .. 

The United States is profoundly concerned by the threat AIDS poses to Africa. ' 
Ofcourse, I must painfully admit that we have not progressed as much as we would like 
fighting our own battle against AIDS in the United States. Our most recent Surgeon 
General's report tells us we have not overcome the ignorance and indifference that lead to' 

-j< ',. 
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the spread of AIDS. So we continue to study the success of others to add to our 
experience, just as we seek to share our own knowledge with others. 

As Vice President, I have traveled four times to sub-Saharan Africa. I have taken 

with me top U.S. Health officials, AIDS specialists, corporate l~aders, physicians - to 

help share America's best ideas on fighting this disease. We have met with African 

leaders and heard their ideas, their concerns, and their-difficulties in facing the raging 

crisis of AIDS. 


I have found it inspiring tosee so many leaders, health care workers, mothers and 
fathers bringing fresh energy and attention to this fight. The scale, of the crisis is great, 
but so is Africa's determination. All across the continent there are people in high places 
and low taking the initiative to fight for the lives of people they love. Ten years ago, 
Uganda suffered what was believed to be the world's highest infeclion rates. Today­
because the whole society has mobilized to end the stigm~, urge prevention, and change ­
behavior -- they are now recording dramatic drops in infection rates. Hereis the proof. 
Working together, we can save millions oflives and tum back the tide of this disease.' 

- , 

-We know thatthe most powerful line ofdef~nseagainst this disease is prevention. 
That is why the United States commits a substantiaf share of our AIDS funding ~o 
edu~ation and preve'ntion efforts worldwide.,... to help break d'own the barriers against 
discussing this disease. And that is why this Security Council meeting is so irriportant; 
because today we, are putting the AIDS crisis at the very, top of the world's agenda. ­
Addressing the disease here, before the eyes and ears of the world, sends an unmistakable _ 
message that we must end the stigma of AIDS. We must discuss AIDS not in whispers, 
in private meetings, in tones ofsecrecy_and shame, but right here in one of the great 
forums of the world, loudly and boldly, with a sense of urgency and concern and 
compassi~n. , Until we end the stigma, our effortsto end the disease are doomed at the 
start. 

We also need to do more to provide effective treatment when prevention is no 

longer an option. This means not only medicine; it means better health care delivery 

systems to monitor-arid manage treatment. The United States is especially committed to 

breaking the cycle of infection at one critical point - perhaps its most heartbreaking point 

-- at the moment of mother and child transmission. 


Our ultimate hope is to prevent this disease by vacCination, and'we continue to 
invest billions in research. But we need to do more to harness the power of the private 
sector. Last September, in his 'speech to the UN General Assembly, President Clinton 

-noted that only two percent of all biomedical research is devoted to the major killers in ­
the developing world. He cQmmitted' America to~ an effort to accelerate the development 
and delivery of vaccines for malaria, TB, AIDS and other diseases disproportionately 
-affecting the developing world. I will have more to say about that in a moment 

We believe this three-part strategy of prevention, treatment, and search for a' 

vaccine is the right apprQach to take against-th,is ~isease, atid we have contriputed more 


2_ 
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than a billion dollars to fund these initiatives worldwide - more than half earmarked for 
sub-Saharan Africa. But the crisis is growing, and so must our commitment. 

Last year, I was privileged to announce a broad new initiative to increase the U.S. 
" ", 

commitment to international AIDS ·programs by $100 million. This largest-ever increase 
in U.S. resources doubled our commitment to fight AIDS in Africa. Today, I am 
honored to announce an American effort to take the fight further. The budget we will 
send to Congress next month will include an additional increase of$1 00 million for an 
annual total of $325 million to fund our worldwide fight against AIDS. ' 

This new funding will: .' 

" 

- finance programs to reduce the stigma and prevent the spread ofAIDS; 
. - reduce mother and child transmission; , 
'- support home and community based care for people with AIDS; 
- provide conimunity-baseq care for children orphaned by AIDS; 

. - and strengthen prevention and treatment infrastructure 

. . ~t the same time, I would also like to announce that the budget we will send to , 
Congress next month will also include $50 million as a U.S. contribution to the Purchase 
Fund of the Global Alliance for Vaccines and Immunizations. This contribution - a 
fulfillment of President Clinton" s promise last September - will help fund research, 
production, and distribution of vaccines for the whole range ofdiseases that especially 
afflict developing nationE), : . ' , 

: ~ . ,. .\ 


"., ' 

,/ , .I would also like to armounce today an initiative to promote an ~xpanded public 

private partnership in the battle agai~st AIDS. In the next few months, I will convene a 
meeting of US business leaders active in Africa to develop a set ofvoltintary principles 
for corporate' conduct in the age ofAIDS. This effort has the potential to establish the 

" workplace,a~a, venue for pro~otiJig the education and prevention of AIDS, Clearly the 
. corporate sector has an economic interest in fighting the spread of AIDS in their own' 

. . workforces and in the markets for their goods and services. I look forward to working 
. , ' with them t~ forge the pubIlc-private partnership so vital for fighting this disease. 

• '. '.1 ... _" .' ••• ' • '. •.' ". . ~ ~ . 

J '~ould also like to add that in America's effort to' address the AIDS crisis, we 
found it was essential to confront it in the rank and file of our Armed Forces. Secretary 
of Defense Cohen and General Shelton are eager to share o~r experience and join in the 
fight against AIDS in America's military contacts with our African counterparts. 

.• • T' .'" 

,! ' 

, We are also world~g to help poor countries gain access to affordable medicines, 
including those for HIV/AIDS treatment. Last month, the President announced a new 
approach that will ensure that we take public health crises into account when applying 
U.S. trade policy. [placeholder for USTR language]. 

These initiatives are part of America's ongoing effort to intensify our global battle 
against AIDS, but no nation can wIn this war on its own. Last June, in Cologne, we 

<,', . 

, .:.-,". 
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joined our 0-7 partners in endorsing the Cologne Debt Initiative, a landmark decision 
dedicating faster and deeper debt relief for heavily indebted poor countries, with the 
savings to be tied to poverty reduction - specifically including the battle against AIDS. 

Any serious effort to fight AIDS must also help fight the poverty that speeds the 
spread of AIDS. The United States will continue to work with our 0-7 partners to make 
'sure greater attention and resources are brought to bear in this fight. I challenge aU those 
nations who enjoy wealth and health in the world to match America's increasing 
.commitment to those nations in greater need of both - particularly those nations 
struggling under a staggering AIDS burden: 

As we work to increase the funds available to fight AIDS, we also have to work to 
increase the impact of those futids. In July of this year, the global community will gather 
in Durban, South Africa to participate in the XIII International AIDS Conference. We 
know hundreds of examples of inspiring efforts to fight AIDS all around the world. But 
right now, they amount to isolated efforts, not Ii focused assault. We need every separate 
initiative by local, national, regional, and global organizations, to be knitted together in a ' 
way that takes maximum advantage of their synergy' and success. Thts mission of the 
Durban Conferenc~every bit as vital as increasing funding, because it will decide how 
many lives we can save with our funding. [Before the conference, the United States will 
conduct a senior internal review ofour own worldwide response to AIDS, and engage in 
discussions with Africa's leaders, to ensure thai our approach makes the greatest possible 
impact in advancing our common efforts to overcome the scourge of AIDS.]' 

, , The AIDS ~risis is one of the most devastating challenges ever to confront the 
world community. ,Archbishop Desmond Tutu -- who joined us in Washington last 
summer as we announced our AIDS fllnding increase -- has called this a holy war. For 
all our friends here and around the world 'willing to wage and to win this war -- let us take, 
heart from the words ofSouth African poet, Mongane Wally Serote: 

,,' , ". ;'f,' \ ..... 

, i';e;;ie';"ber;;{' '" ,,' , ' 

the passion ofour hearts 
, ~. _." 

the blinding ache andpain 
when we heard the hysterical sobs, 
ofour little children crying against fate ..... 

. .-.' , 

" .. " 
we heard these. we knew them. we absorbed them, 

but we su~gedforward 

knowing that life is a promise, and that that promise is us .... " 


. ,:.. ,-, . . , .';" 

That proinise is us. We here in this room - representing billions around the 
, - . 

world -- we are the promise of hope and of change. We have the knowledge, the 
compassion, th~ means, and the moral duty to make a difference. . . . 

We must make the promise and keep the promise to wage a wider war against this 
disease -- so that when the story oftheAIDS crisis is told to future generations, the moral . '. ,-­" 

4 
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of that story will be the power of the human spirit to unite behind a common cause, defeat 
a common foe, and advance the health, the happiness, and the harmony of ail humankind. 

May God bless all the families who have suffered from this 'disease. MayGod 
bless our united efforts to end it forever. 

o 

, y, 

." ' 
, .," 
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July 1S~ 1997 
Chris lClUungs ," 
Depuly A~~istant To The President toor Health Policy 

The White House, 1600 Pennsylvania Ave, 

Washingtun, D. C. 20S00 


Dear MI. Jennings: 

. I lutvc; ~pent hundreds ufhours researching AinS vaccines and r ihought that you might be intereSt' 
to learn tlull it /TIlly be a small. biutech company, CHL·SCI Corp~rnon located. in AJe~an~riQ, VA, t. at 
actuall), may h41f(; lla\l Ut::>l AIDS vaccIne candidate and may he fir;. to test theIr vaccine Iil a phase I 
preventive: AIDS vac(;inc: llhd. It i:i po~sible that a prevemlve AIU~ \.·:ccme may be developed long befqre 
Pre"ident Clinton " t"n year deiluliuc. I'll J(.ive you a call sometime nex' week l:O we can talk about this. I'

I 

. Tn Into MayPrcsidcnt Clinton nlAdc II ",:vllllluunc:m that the US w(uld develop a "R~VENT1VE A!IpS 
VACCING within ten ycura. One of the basic prolJlc:U1~ to overcome ;:1 developing a ~llccessti.11 preventit;e 
AIDS vaccine is that the human inununodefit;icnc.y ~UU:> (tIIV) and especi'.lJy the viruses' surfacp. proteins hare 
a very hj~ mutation rate. Since almost all ofthc: present AIDS ya~ine C::'ididates are designed tn "re('.o~" 
surface protein targeLs, their high mutation rate unfonum.! ::ly fT:':(CS these vaccine targets rapi41y 
"unreeosni:.e.abll;!iI. Clinical trial resulls to date on prevc:ntiw: /.rDS Y~,:i1es have been so discGIJraging t~at 
mn~ nfthe companies now developing AIDS vaccines have 5'.'· itched .·";us hoping to gain som::: success by 
testing thE!ir vRccine. candidates as a therapeutic trcntmcnt fa. J fj\' or' iDS pl1LiC:IllS. 

Another basic. problem lu overcome in developing a :;ue,;c3sLd pr::;vcntive AIDS vaccine is HIV's grefit 
·variability. There are nine (9) different HIV-l subtypes for which colkctively well vvcr 100 different HJjV 
strains have now heen r.haracterized. The surface protein variuoii::y bClv,een diff~rellt ~ulJtype srrains can~e 
50% or greater, "heretore HTY variability greatly compounds the "rcwgnitiou" problem making t e 
development ofa hroad eftective preventive AIDS vaccine even m'.:re di<lcl.llt. Almost all preventatIve AI S 
vaccine candidates to date have shown very minimal, ifany, pro[':cLioD"hen tC:iLeU against a dilTeren( straIn 
(from which the AIDS v8('cine c.andidate is derived) ofthe HIV·l 3ubl)': t 13 (th~ pleoominant subtYpe in t~e 
US and Western Europe). .... .' I 

The ~urpo~e for thi~ letter j!!, to jntor~ you that a eo,:,p::y tr,nt : :'ollow ~ a sLo~k Iilla.Iys! (Oneoft.~e 
few comparues lilill workmg on a prevenllve AlDS vacclf1e). reu;nti:·' announced whal I beEeve may e 
"breakthrough" resultli, Their vaccine candidate has shown th;;; ~:r to ,'ccognize the "col1~c:n!Su 5 sequenc " 
offOUT ofthc: nine major HIY·) subtypes' A. R (:. and E. As r,o:d ab,'.vc, subtype Dis pu:uor:unam in (he 
US and Westem Europe amJ is also found in parts ofThailand ""I~ L'2il. Subtype C is predoUlin:'fll in Afiida 
and India nnd is also found iu pans ofAsia and BrazIl.· . \. 

This is one of the few Vlcvc::mive AIDS vaccine canfkL::t~ '. not based on 1IIV ~urijt,;r; protei 
targ~ id~tification. Instead "HGP-JO", this vaccine ca.ndidak, 2 well conserved prot>,:} s en 
£neDtid.!Ufrom the INTERNAL pi' HIY-l CORE PROTEIN. Uf."·j Wi ". :,roteins have a lower mdation rat· 



·' 

than the virus's surface proteins and there are fewer identified ':: _ ::nt }!1V-1 . core protein Sli 2.ins (than surtace 
protein strains) for the nine different HIV-l sUbtypes. \ 

eEL-SCI Corporation, the company testing HGP-30, :s lac,,: .:d Alexandria VA. Tt:2ms number 5 ~ 7 
(on pages 2 - 4) of the enclosed June 4th six page CEl·SCi update: :;Jort provide more in~.·onn8tion on tlhis 
promising HIV-l preventive AIDS vaccine candidate. I 

CEL-SCl should begin a phase II preventive AIDS vseine dinicaJ trial during Q4 in Africa. ~he 
Company could be in a position to know whether they will COfT"tfi'::::nCt a much larger phase III clinical tria1l~ 
l.uJy or Au~ust of next year. This could put them ahead ofP::~:eur·~Aerieux-Connaught. the wholly owr1ed 
vaccine unit ofRhone-Poulenc Inc., a multibillion dollar French p:, iTI,,::eutical company, Whl::::h in early Ju~e, 
announced the beginning ora phase 11 preventive AIDS vaccin~ tr)a} h~:re in the US which is scheduled to If'st 
for two years. 

. , 

1f)'ou would like further dClails, please contact CEL-SCl erectly at (703) 549<~29J. Mr. Ge It 
Kersten is the CEO. . 

Dennis R. Roth 

Enclosure: Six page updale report on CEL·SCI Corporation dated .::ne 4,1997 
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CONTINUED STRON(;' RlJY RF£OMMENUATIO>J - eEL-SCI CORPORATION 
Suirable Por Risk Orienled InvC$wrs A~le To T()!::r;lI~ .)l::"tantial Price Volatility 

CkJ:jin, Price $4.25 Jur...: 4. 1'997 . 
Denni6 R. Roth (703) 893-8080: LL~.ffi~JlQ;i 759·7873 

AMF.X: IlIV rYX1i::Q ::!te! MM P.PS 
51 Wack runic; S2.7S. 14 ~7~ 19~);','. :Q.4M ($O.8~) 

1:l M.,nlh T .... "" I'd" 110 - "' 1'.1)'(,::\ ::'LJ22 (50.98) 
share. Qulald POtfloat IO.2MiIl7.SMU 
Dllar TN..I. 30 day- 141,300 
Inatl_ul!oris/Mgmt. Own 1,.IS,. 
l'..oh &. IRv.lAnn. burR rale: $6.lhuill$S Mi1(3/31) 

Mark..., (".lip $43.3) Million 

r.lUh/~h..re $0.67 

"""Ill! T\:'nu Deh~ $ ·0­

---------------------.-'--.....--------------1-­
eeL·!:;"1 HAS MADE ENCOURAGING PROURESS ON M:,:<Y !7RC ;..ITS· SINCn OUR FEBRUARY' 
RECOMMENDATION. WE EXPECT THF. STOCK'S PRICE 'j'G ~o':::GJ.! APPRECIATING AS CLINICAL 
RnSULTS BEOlN TO COME IN oveR. THE NIi\T Ci MONTHS i'f;·;!.1 T;{E NEW MULTOONE ID::o\D AND ECK 
CANCER Cl ..INICAL TRTALI'ROTOCOL RECENTLYTNITlATC3.i ]:'~ rSP...;EL AND FROM 'I'H!::: HIV MIlT. KlNJ! 
r:1.1NICAL TRIAL NOW ENROLLING IN CALIFORNIA AT T::E AlD~. ReSEARCH ALLIANCE. 

I. Phase [II[ ClInlcal Trial Protocol.Recently BeI!YD In IsrMI, L 
R~i:Ult; ftom Uti!; hcud"nd neck cancer pn)\l.?C91 should \:lor '{.Jj:·:tJ:~~.:-::~. It shoulCJ Only taKe :;boUl four eek.1O 

per patient tn as..y.~!:: lumor re.spon.~e to MuJtilcine treatment. Othi:!r ;.,i"'i'I'.iJC· of this prolvrol arc;: (1) j.:!ticlIl etC sidOIl' 

mould hi:: easier becltuse il addresses a much hroadtlr palienl popul:;;j'.ln '::;;:,prdmately 80% of aU plltiencs dillgno with 
head and neck cancel' have: either liLage 2,3. or 4 tumors). (2) Ihe ;)i,)tU':;,J sl::lUla~... that these patienll r:.'\,j;"~-.r.-"&~_ 
any rrior treatment (rnJiation. chcrnothcfl.lPj' or. surgery) for Ihd::::f.... r. sc :J1elr immune systems are n~uch morel inlact 
than j~ the cas.! fllf Ihr: aJvanced cancer patient... enrolled in the Ca:-,:;.;'i:JL.;. Shead allu ut\;k cancer ttial (t~gun Q3 '96). 
Ten patienlS wiU be enrt)l]i!d at thi~ ('.enter. 

Al2prwUmall..:ll1WQ THIRDS QfJ.lIC wurlUs malignant ru:n.: :HC,:'C Tr.:::) BIG to be sucijcally r~r";~:::~~f In 
pilot phase lin Florida intra61ate h~d and neck cancer trial in fuUi ,,::c:.c.d :u;ad and neck cancer patientS~ three 
patients e1.p¢I'ienccd sil.7flitir,llnllumur shrinkage in the tirst. few '..';,..;;i·~~. P:,c:cnts 1 and 2 , aflel' 63 do)'~ or 3 cy les of 
Multikh.: trcaanem, experienced maximum wmor regrt'.~nn(lfresp..-c;jvelJ' 82"~ and 94". The endpoints for this rc nlly 
beb'Ull phn..'lC 1111 c1inicallrial is I.('l d~III\JIIS1r4t.e drug safety and rumi)I·:;:;:'.'''l.<,:' :"" Multilcine. treatment. T,; date, M tikine 
ha~ h('~,n very "'-"lll tolerated in the advoncc<.l head and neck caUCCr ;" :::;:::: ':'t: '::d, Head and neck c.ance:_i~"'-\:,h::..U.&.I..w;..Wlo:jU 
prevalent form of can(~er wilh <;00 000 new annual cases wQrld':.iJ.,~, . I 

2. Enrollment Is UIIYlCI way At AIDS keSEARCH ALLIANCE':' i '.·~E:~ For HIV Patienw Who \'i,-~ 
MultiJcine'1i Immun~ Boo!ltim: Thcra~ To Their Present Comt>i",;:~_ . c.;,al HIV ODIe Re_ns 1i' 

The AIDS ReSEARCH ALT.TANCE has received a sicni::,.·' i~UJ1:>....:::r of rcsponse$ rl'~~ Hl\~ padents . won. 
comhination anti·viral HJV drug therapy. This study will enroll:,; • "·'.c·, ";')0 mu,c;1 have stabIlized C)4 <.:.ell wu IS or, 
(lver 400. Th~ endpoints of this trial ale twofold. Tn see if MuWk:·; . i 

• Is well tolerated in HTV I'<tti'mu, 
I 

- elln GlirnululC an im:rCdl>C ill CD4 cell coum (a SUcrO~3'. :" ,,', ,:r ' '~ (w~.r3.l1 immune sys~m :.trength) at.cr/or 1 

ht-.~tici<11 increases ill other immune cell types. 



3. 	 The 24 HIV patient PhMe JIll HOP-3Q Ther;meudc Cllnic:,L[ i;'.:J.lilWill Be Sho(tl)' Com'pb)~j~I1.luu.~~~_ 
With Some Of These Patienlc; Receiving An As.!sJitionaq~:Q"'~I;· !:,~~:n Of HGP-lQ SUp'p!eu;,,-,-·il~........-......Ioo.Io.t+-L.o&.Il" 

Cytoldne Adluvilnt. OM-CSF (granuJogylt/macrophaf:e £OI:,I;.<'J .. ,;,; mtL,:ltiD~ faclOr called nLe\.l:~"",';n:=,.1M__" <.L.Z~&+I'lIl.D::'" 

By lmm\.l\Cx Corporation. . 

There have been a numher of studies that have demonstr2!:;~ ~i;-.; synergy of GM-CSF with \:.ccines. 
according to d1e AIDS ReSEARCH ALLIANCE In Iheir Winter/Spr:;.;; 'n ,edition of Searchli&;ht. page 23, -r«,cent 

In a 

have demonstrated the abililY of r~combinam (synthetically pro:!lJ:::<: G!, -CSt· fa increase the efficacy of pepti 
tumor vaccines." OM-CSF primes dendridc cells, which are the i1'$ e:ff','jent antigen presenting ulls (APes), 
recognize foreign antigen ani, at the same time, OM..cSF also inc;':.:,.::: th, nwnber of APCs. Ther:fore, it is ho 
this novel vaccine adjuvalll will il\4;r~ the immunogenlcity of He",· :'; .;tirJating an immune re~p:,:;:se 1hat is be r ablo 
tu recngni7.e Ihe hwuan immunodeficiency virus (HIV). Majori:y,::,' "'~ hy ,·\merican Home Producs, Immune" (I NX.., 
$35.25) is a Seattle, WA based biotech company with estimated (I; ,". ';; $;" L:s of approximately $16) million. s trial· 
,shuuld C(,lmmence monly. r..ach patient will receive j boOster shot '.' 'iP-:') along with GM-eSp. 
ll' he ~ompleted during lhe faU of '97. ' 

4. 	Phas:; I Prostate CCUllXir Clinigd Trial Continues Mdt The PCr.":.'ii') , 
,During Q4 '97, 

The pha...: I trial scheduled to enroll up 10 15 prostate C;:;;;~.: ,a',::l', who had failed honno;;;,1 therapy con' ueS.l 
We hc1icve that a pha.<;e II prosta~e cancer trial may be commenc,'".; c, :, • ": ,; • 97. The current trial i 3 ~ing condu ted at 
the Thomas Jefferson Medical Center in Philadelphia, Prostatt . is >-; second most prevaJen. c..ancer in men 

S. HGP-30 AIDS Vaccine Candidate Produc\,s Antibodies ThL. ' ' " Four'Major my Subt, .~~ 

On May 4, at the 9th Annual Mteting of dIe Nativnal Cu..,?,:;:;,~ V" :.dne Development GrouF'~ held at NIH, CEL· 
SCI presented evidence thai its HGP-3Q vaccine candidate indy:;g,::':;I;l'v::Ues in humans and in mi(,:·~ • 
correspondingregion.~Qffouruifferent major HIV-l !\uhtypes or :,i,<: 3, C and E. All HTV·l :~ulates belong 
of two &fO!.U2~. The "M" group has eighl HIV-! subtypes and the ",Y D,U;' has only ODe "outlier" subtype. Each 0 
major HIV-J ~types has a numrer of diff~rent "strains" (the nw'nt.;; ,:.,' ;;;.r2::,s indicated below as of i 994 are those trains, 
for which protein sequences ha\l~ been analyzed). ' 

. 

Tht:study is ex -ted, 
" 

" A Phase U Prostate Ce~~~''''''~'''''_I--I-L.&Ui~~ 

SUBTYPE 
A 

STRAINS 
31 

COUNTRIES IN WIW.. ' • ,,;~3: ;'PES PREDOMINATE 
Parts of Africa 

B 26 Domimot in me US, \\\::'~ ,EL:")pe and fOUnd in parts (;~ Thailand and ruil 
,C 1 Dominant in Africa &I:::! i,. :',ri' iound in partS of Asia 3~j Brazil 
D 10 Part::; vf Africa 
E 31 Parts of Africa and Th2.' 
F 4 Parts of Africa 
0, 3 Pans of Africa 
H 2, ParIS of Africa 
0 3 Parts of Africa (the • c'" 

eEL-SCl's HGP·3Q AIDS "'Hl.:cire candidate is a synthetic COP)' ,: , 

of the pI' HIV-l core protein from subtype B, SF2 strain (one 

, eEL ,SCI la.'1t yearannounl!ed thal HGP-30 produced a iS~: 
a 1.1% bpontaneous prote~tion rate against challenge by i:I,differen;~:: 
from which the HGP-3Q amino acid seguence is deriyed. l::1!.2.:: 

2 

. Ii types A and E have the :r:rle gag p17 
c,: '.:: r...sus seque.Dce) 

,n;;) acid sequence or pePL . 
.• :.::ir:', insubtype B)~ 

' .!,rate in a hu-PBL-SClD ::lOUSC: model 
. 't;Jcype B (the LA! srrair',i."",'::d.LI..IW¥...IIe...::L.foII1.IIIUl 

',; candjdate has shOWPi ,'""r i:..:J'~iIIiIo\W"""""1Il..& 1 



1I 

to see a strong antibody r-:'ponsc ge ratc4 

o1hol! 
Trus IS an m:::;~·'Hion rnll eEL, 

sllftCrcnt mv str'din•.Itt alone it 78% lIDulwfion rare rlls ~~J:ecia1ly 

hy CELrSCI':I HOP-30 :;uhunlt symhtlic'vaccioo candi<1a1e that is cr'.; ,::;t;:c (:mtibodif.s produced biLj .....eU) wi 

major urv o"btypc., or <:ladc.ll which prcdlJmill411; ill u~lcr CIJU;:c: i ')0 '![' . ~ conlineniS. 

~CI.'~ J.rCP-10 VIll:cine candiaa~ may coufer vr;ry bruad prolCc .. '.:~ ii: .• IV preventivc vaccine. 

mmracling HIV froman HGP~30 immunizaU2n, 

) 


. I 
'T1te ~boyc c!iscl.l33Cd antibody ~fu:..... Jt:4\;\ivilY agalIl!it!he ill!: :;:11 HI',· i A. H. l: aDd h suhtype~ '.v;;s accom Iisbe4 


again.~ th.-.'JI:'. SUbty~l" "S;!JflSeOSUS" !leqwences. The 1Xll13Cn.w.s segur .:: fer C·:ll of thCllC ~ubtypes corres;:;:;nds to I:h sarnA 

, 30 amino add sequence of the HTY-lp-17 l'Ote protein rt::presente.: ;'Gt?3~ (for subtype D, ~trilin SF2:,. nle cu nsua 
~U(;ncc ihr each major subtype is COIl~Lructed by using thl!. amin(; •. (fep::s.enti!d by each of the 30 c:;pitallc~ ) mu 
1lI!I5Qr moot fuomcnQ)' (thi cadi vf UIC 30 POliltions) conslClering J .• •.....•. :: ::,IS'. ::g strain.q undl!.r p.ach subty:.c. Note t thaI 

. individual amino acid!: of th~ different HIY subtype COrt.'5CD.'iW ~.;,;r '.:' ::n an: underlined Indicates': variance' thall 
suhtype's consen.I:UIl St''(pJenrl'.from thto spedfic ami.rx.l acid found :.1 : . ".: ) :~tion in IIGP-lO. 111e p;::.~(I!.age va . nOli! ! 

laJtgcU from 10% to 33% for this sequence in the.~ nther Sllbtyp: '.';. , .. face protein amino acid (s") 3Cqucn hay~ 
been shown to vary lIy 9~ much ItS 50%, or hleher. Therefore •.. dit',;.!! HGP-3D. based 00 a c<:'J:"-:.r.·~LS~~SZ 
of the Q17 core (,(olein, luI!; a hctlCr cbance of P(o\e\(~/I~ agj!iwt r;; . ;'Jb~s than other Am:> v 
ba!'t'.(t on HTY wrface protein sequences, 

HGP-3Q'~ J.l17 Amino AcId Sequen!(e SimiJa('it.Y Tv Tbe CQW{flS.'.!·>.Q!..t:r.'s For The HIV-l A, B, C L·..Joj..~~1QIiIJ 

86 . 90 !)~ 100 ,.' I) ll~ . 

HGP·30 YSVHQRIDVKUTKHALEK I [~ . ;<~F:SKKKA 

Subtype B YCVHQKIEVKDTKEALEKj' ... '.' ,~' :SKKKA 10 

Subtype; C YCVHKQIHVRTJTKEALVl'.l) .-.IQQKI .3 

Subtypes A & E :lYC,VHQRIEVKDTKEALDKl'{(}:<;.SQQKJ: . ..7 i ~ 

, Tho ,>the, imponant """;d"....,, ;" ",,""uti 10 OmlJarlIY Q';"..w, ,,' ;, ",CjWlDCe, is nnviowdy lki'~ I 

of the particular amino add sequence t;~lecled, Whal immyn; ;..c;'.' :.~ iI I8Ink:u!ar tJeotJde 5eQ;'i"i''' , 

bwnans? HOP·30 contain." two cytnrnxic" ('ell areas or epi!Qp<:; (, "lIB." 93 ·101 and ~~~.;: wilh the laaer 1 

being id~lltiCicU as wmmonlQ my sero, l'Iositiye lODe term nnn-['~. . .; well as T4 (CD4) helper " C(:J1 and cell ! 

(antibody) epitopc~. HOP-30 was Ihe nrst AIDS vaccine ca::·:: ...•. 'JL':·.unent the production of C C;& + (tar eted) ~ 
(':)'rnrOJ:il~ JciJler T cells (Proc. of the Nat. AClidcmy of Sciences, ~:. I. :.:1:·. has been shown 10 irulucr: rtil"kidie.s 'ch~ 

reo.lgnizc HGl'-30 and HIV·J p17 in ELISA assays. Continuing :.:. ". r:un diffc:rem suur\:eS indicalC,; u.l3l,Of 
VI imary JX.lssible Immune re~p()nses; . t I 

I, An antibody or humt)rd rc.spon,~, I 
ONLY ONE, at any giVl:(D time. r; !be nOMfNANT irimiuDe re.:ilOr.<'. .00<%::;(; mY su~fl.llly iuvcu.!e;,; die host's FCIIS. 
it ill heyond the reach uf almos[ aljantlbody defense.I:, Only Wi.li, ·-;lIer :-:ell or an antibody dcpcn,:L:.';! -:dl rue4la1&:d a 
cyrl)to,ucity (ADCC) rC!lp()[l.~C can the HrV il1{c\:lt\u cells thaI are :<;""'i; ::t)Uf('.e of DeW mv virior>" ~ rg~tef1 and 4 
t:restrOyed!>ill tMt th~ hrn:l'lI immune sy:;lIlm can onoc again gaIn ~lC '.';j . :1.Qsl.AIDS researcbers OC:.,'i'. that a killer i 
T cdl re1lWIlSe ili necessary tOr long (~rm ~'Ul"lli"al for my pi!::.'·r':rc HGP·30 is itO ell,celle[;' .z,',,;.::.YEN1ra ; 
AIDS VACCINE caodiuatc: by\[iluse h; . . . . /. i 

• J.tllS IWt) KILLER T CELL cpitopcti and gellCl<itc:S an:: . .S iooicative ofan AnCe :.:;-:.nst!, 
.• Has a "L1MlTI!O" mutation rate givins it the obility tv . " .. willi It number of ditferen: t: 1 Y suh 

3 



t",.1t,JU

""""·....,u. 

l' 
6. 	CW1!reactivity Bel'Aecn HGP-3Q Immunized Aniwal And Hu;;,'lLSer.\'"a And The four my A, r~, C. and E S~bt:¢let 

WaF. Time De,pendent And Reactivity Wall Increased In Thy,' ., ":-dels By The Use Of O1,';::r Ne-wet vacfim ' 
Adjuvants That Are Currently Being Testeq As Part Of Oth:::. . formulatiQIlS To Preyer LOWr DJ~ ~ 

HGP.30, to increase its ~jz:e ani inUllWl)geniciry, uses a c;::'... ,- ('<t:· ;lole Limpet Hemocyani;, KLH") and \Alum;C 

currently the only FDA approved adjuvant, After receiving two 1·1·· . -"~I i, Ul1unizatiOJ'lS on days 0 a; ( 14, mice gerjeratect 
&ro.ss reactive antibodies in a time dePendent manner with the high:: .. '::~~.)'~ rates for some HIV S1.J;t~··pes or Clad:i.bei~ 
better at 42 days than at 28. With HGP-30, the highest levels of ;:itxxJ);ross reactivity compared ") controls 'NCr'" for~ 

• 	 Human sera (4 subjects): HIV suhrypes A, Band Ear.: to a ;::mewhat lower degree to ':= ! 

• 	 Muuse ser!! (27 mice, 6·7 per subgroup); HIV subtyp'~' 8, C ''''ith lower but significant :'(~sponses to A ~B~ 

HGP·30's ahility to specifically gcrerate antibody isotypes IgG2a;c:' '.c;y/,:Odies) and IgG3 (hUI112L ,:odbcd.1es) iJiC3.tes. 
that this vaccine candidaI' 'Will irpuC( a de~ired cell mediatet;l irru:n~~i~:~'i':, HOP·30's ability to c.' I..'.::':> react ....ith~rum 
containing the different HIV·l !iubtypes A. B, C, and B indicates \:.' ·,0 will iMuce a desired :.<.:1 me.dlate4 iD~DUIllQ~ 
response with at least four of HIV·I's most si~ificant suh!y;: ').f these four subtypes i. i;'.:j C predo~inate' 
r~pectively in the US arxi Western EyrQpe (subtype Bl amI Afrj';,:i 
in parts of Africa, Asia, Thailand and BraziL 

'(rubt1:pe Cl. 
. 

Subtypes.!,. 8 and E arelfound; 
. I ~ 

Newli!r and more immunogenic (but not yet approved) ad) '. ,3 n~ !.' ve been tested in a numb::,' of Y8ccine c inic.al 1 
aials over the last five years. These new vaccine adjuvants ma), b·. f-'pro ..'d by the FDA and could:.:: uaed' . ~ 
booster injections. eEL-SCI tested two of the newer adjuvant:: ( . :,:~d c.· alum) in mice that had;~:c...i',-,:\'_.......,~~~ 
HGP-30IKI,H immynizations with th~ vaccine CODStruCts; 

Monophm;phale lipiu MPV'(S/E) by Ribi [rrununocl',:::'... :i Inc. and 	 t· 
N<'lVoSl)mCS~ Nonphospholipid liposome by Novava~ i '~~ or supplemented with L .j A or Vita 'n E, i 

Isutype antibody analysis ::>howed that Ribi's MPL~ (SE) g~ner3[';": . . 'gJ1t:f IgG2a response fo, J:i Y subtypes • B, j 

C and E than alWn. Novasomes, supplemented with Vitamin E, prl' .::J (/ .... the be&1 results with an,::dy isotype 2a l 

cross reacting with ~1Jhtypes Band C and lOa lower degree for s"-:)~ /, and E compared to alum . ...;.\,"""lIIL/ILo....IiI_....,...I!t:II: 

adjuvant for HOP-30t did hest at generating both IeG2a in mk,: G,' Jg.G:' . .1 humans with HIV §ubt; ~~. 

To :;.umrnarizc, eEL-SCI's HGP-30 HIV vaccin~ candie" .. ;:.1 S/;,:Jletic peptide copy of am::::, c.cids 86 • 1!15 of' 

the pl7 core protein from subtype B; strain SF2) appears caDat>I~_.,< ~::::TLG.;n~ an antibody re~pol\.~. ".I~~broadJy~ss ' 
react~ (~uccessfy!(y hinds) with "Qrrel!opondin, "consensus" gn~,V ..:',y p17 core protem <kr;:af;r2IrUb~1fIY.:! . 
SUbtypes A. Sf C and E that vary from HGP·30 by up to }:::~ . " ....•. ::,18 to the human serurr, ;::.:::;s, HLA antigen. 
di",lbutinn apparendy did not playa f.ctorin subtype anuMy co,y. 1 

_'': •.::ountry" population that • have dift rent 1 

;,':i,: Assuming all goes wei!": 0,: foreign base i 
::v;r C9~uct an HIV Pi ~:\.3P ~ 
This wuuld have to tr;:, :,'(00 as a nUher 
:ommunicy considering ··:~-·SCl's si aoo ~ 

... very large phannaceuci:" :~'()mpanies i the 
·::;ur-Merieux ConnaugL, ,.... oame a fo . 

I4 
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8. A Summary Qt· eEL.SCI'lI PrWu<j§ And Scheduled CHnb' 
\ 

CEL-SCI'lJ th~c tcchnv!ogles help the lmrilune S)'~Tl:!m fic more offec:!l....ely: I 
MJ.'LTlK~ 1:-; a mixture. of rmturally produec:U c)'wldne$ ':'1::': •:crc["; . ~ore closely resemble~ I.tl:- C: 'u)lcine t'x (i~ 
n:rms (If Iypt:S and proportion) generally produced by a h:!.-1h.·<-" pcrs·.' .S Inununc ~ponse. • 

! 

HGP-mAIDS ~iCClNE CA!jDlDATE. I~ IS potem1aJ pn:veno\ ..:. ,...;\:C..i;;' 'therapeutic trealment ~gnin;l H..\~. 9~=:~ 
ha.'\ been 1e.'\led In over 60 patients. halso IS the onJy AlPS Vee,'. :.:::: ..::),:. "!.r.~ve shown crotecgon il:Hi:, J 

b.x II Uifrerem strain ('l1..WY and Ihp.level of prolection (78 %; it .... ; . ;.~ \lIe lr.ighcst prQ(ecrioll..kY··l.::,er pu~ljsbed; 
in the bu-pm .-scm lIIiC!; rn~ . l i 

lEA. P S. 77Wa.ji6f!dliPilex:.Yvi&enrrrwwlrmSyy(!:c".":. -.'!J.NJUGATES: [sa "Platf,,1'rrl Te~lo8Y·~ 
lIlat COMBINES a synthetic antigenjc peptide (tIUlt is II «i! . ~ '.$ lC12iJQpe which trigger,; U",'=\itk sijr:W' 
jmmunogenh: response) with a synthetic Lizand (binding F~i . '.; '",ill $CLOCTIYELY STI>fl)_>\T.E ~ T!:U· 
cell roooiAted. 8. TII2 hUlllQnd antibody Qr a mixed TH IW, ...0J.Ir '. re~2PS§. Administered ::If.:'QuellIl ,like ; 
v:u~dne.s. L.E,A.P.S. Heteroconjugate:s may plUviue a r,~·.,,:-:~ c,~ .rooucl,\ to tr:~u and/or pr~\/f.:.~ van ty of) 
difficult 10 treat or c1nlg resil:tant diseases !."Uoh liS H!V/AjDS;,~}c, .nplex, malaria, aoo tuhew.k,:>. . ~1

TBbic S!:!lI!lIl.1frlzlng MulUkine'· and HGP·,Vl.C.'h' .~ In Progress Or Plmtox< 

Prwucu 
Disease 

Mllhikin~I'M~ 
Head &. rer.1c 
canc¢J' 

Head & neck 
cancer 

HIV 

1--. 

Prostate Cane. 

HOI·-32··.. 
HIV 

HIV/AIDS 

10---. 

Vaccmeor 
TIlerapeutic 

·Thcra~\ltic 

Therapeutic 

Thera~utic 

·tberapeutic 

Vac. Booster 
GM/CSF 

Vacciuc 

Clinical Trial 
Classification 

Phase flU 
failed chcmoth. 
r:.dialll. ~'Urgery 

Phase fill 
no J)rior trealml 

Phase I used in 
cvmhinam. willi 
."nll-viral dru.!>:\ 

Phose 1 

Phase I 
Booster Extensn 

Phase n 

# of PQticnl.:! 

# ofCen~:--; 

~·.M"_· 

Up!.(l 30:: 
up tu 5 
Cel'lll:r 

,-_.... 

t.!n r",tiec:' 

/4 -AIDS 
Res. Alli ~ :' 

up 11:1 15 
noo ('em,:·, 

....~-

6·9 palie!:::; 

~O • in 
One center 

.-,,_ .. ~ 

I 

, 

J. 
I!i Estimated sturt date 
""" Granll':d Call1lui;iIn HPB approvlli :3/95 and U. S. FDA IND S·:::.!.; .·ad & neck: and prosLllIC 0. _..' ;udy: I 
"'..... Clinical trials have I-een ~onducted und~r a Cplifurnia roc:;! J ' .•': ·.intrastate apnroyal I 1 

f 

t IIn addition to the above cliukal trialS. CElrSCl will ('(Impi",,·: ;:" .~ ~tient H?P-30 ~lv~nDS, !)haseilln
Iherareurk dinical trial that te.Stcd the $itte')' Iud immune boosti!l: c; i ',·30 In HIV Infected Indl..-du.::;s. ~ ~ 
l'ho\lld be reMrted ~"mp.'im~ during the next 60 - 20 dj1'(s. 

! 1 
On luftC 5th eeL-SCI Began Trawne Un The Arn".,i"a~,:~" ;::;i Under Ths: New Symt.;,'.:..).~x.:: I 

.. " . 

1. Of ProJec~ . L0cati°l
'.. Start Compo Date 
.~ 

I 
c. 

" ,.",.,l .. c· ....:.dafU S . '98 
.'1 
~ t 

! 

,." 

1 
I 

9i Q4 '97 israel 
•, 
i 

97 Q4 '97 u. S. t I 

j 

'5 Q4'91 u. s.1 i 
I 

'7­ Q4 '97 lJ. S.I 
\.' 


"j ,. 
 /,;'ricaQ2 '99 I 



-- -- .__ . -_." -_ ..__._---._. 
Any n.ocummeodarion CXlI~ in lbis report mAy !W( be luitabJ" IN 

Mt'ftU. hu bwn obtAinod from 50UI ...". bolieved to be reliable. it.'; 

Meyera-Pollock.KobbiDs. Inc.. !'My ma.k.. markets and effC:>:1 1r". 
rV

COl1l1llondatiQwllClllill, ur bave pollitionll ill tho securilie.l< m,""',.: 
eummtly perfonning fUWlcilll ~oru:ul'i.n, ac.....i'e5 fIJI Ill!; i66uer c::' ,:,' 

". 

Pnlb:k.R..thill... , Inc. nllty have /XlSltions and aftfd lnwsadiOO8 in :}., '0' 
;1;,' 

ml may Mt"IIe A.t: d.ireotofll of ~u.;;h i.s~lle:l. MliriO(lltj in(ormatJ(lO i: ;; ,< 
'" \: 

IU'e S\J.I)joct to ..:fwll:e witfnu nntw.e. The II.Uf.bor or h.iB CJj"Dt~ u" LM~:.' . 
. . ,....froDl thoir f"'I~itioll fllJiII lime 10 lime. 
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,1compl.e.eoeeB c«4QOC bo ro::;. :1.:.;:';,;.;:d. 

:",CludiDg tl'lUl..8actiona cnotra.:" Co illly 
.or optiofl6 wiw ~poct rherc:f,) ::,;:..1 is 
;s. In aMirioon, e-mployeora o{ ~.h~.~a. 
·:rtiuns of t!le issuer mwtior,;d ",'!'in 
rC<{U06t W opiniOIlli e),jJl'I:ISs~j l.::-ein 
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R.e.cent advances in biomedical research supporu:d by the National Instiru~ of Health (NIH) 
have cre.atod new opportUnities and enc:ouragemern in our search for an cffecti.,-,e vac::cine 
acafnst H1V infection. These advances an: a direct result of our sustained invC3tmcnt in both 
basic scientific resea.rch and clini.cal investigation in the 8lQ of HIV/AtDS. This era of 
imponant scientific progress and renew" hope for tho possibility of an AIDS vaccine 
provides an unique opportunity for you to consider \Vays I'D further this cntic:aJ scientific 
endeavor. 

T~ sustain this progress and eaphatizc on new sc;ic:ruific opporrunltics. we have inae.a.sed the 
NIH budget for AIDS vaccine research by 33.6 pen:eftt over the past two years to nearly 
51S0 million in (he fiscal. yCM 1998 prQPO&CCl budget. Rec:cnily. NIH also established & new 
NIH AIDS Vaccine Re.scarch Committee. chaired by NobeJ Laureate Dr. David Baltimore of 
MIT, to provide leadership and guidance to an inW1sified c:omprehensi,ve search (or an AIDS 
vaceine. 

A safe and effeoU\fe AIDS vaccine is a global public health impe.rative. More than 2.9 
million mcn, women, and chiJdRtl around the: world have been infcered withHIV. More 
than 3 million of these infections oc:c:urred in just tfi= past year. with nea.rly.9Scr, in the 
poorest parts of the world. Without an effectivc va.cciflC. AIDS will soon ovcrta.ke 

.. tuberculosis and malaria as the leading infectious cause of death in the world. 5ven in the 
U.,S., \lrhcre new and effective anti..HIV Iherapie$ are available, complacency is not an 
option. HIV is capable of m!Jtating and becoming n:.sistant 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 seve:al options for a strong Presidentialltatement on this priority that will serve to 
ga.lvaniz.e the worldwide scientific community, renew the commitment of the pharmaceutical 
industry to AIDS vaccine development, and rest::lte the unwavering commhment of the UniteA:f 
States to develop a preYefltive vac:c:inc! 

1. Presidentu.1 Address. This is an opportune moment for you to Cletive:t a major address 
on our continuing national commitment to endin~ the AIDS epidemic with the ultimate goal 
of developlng a preventiv~ Yaccin.e. This could be the foeus of one of your upcoming 
commencement addresses or It cmJld be done In c;onjunction wilh (he announcement of new 
initiative.!. A goad site (or such an Ilddress c::ould be. the Nationallnstlcutes of Health c:arnPIJS 
in Bethesda. MD. 
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2. White House MeetirBI to Challenge Industry. Another option would be to c:onn:ne a 
me.eringat the White House, to folJow·upameedng held by the Vic::e Pn:sident last year, 
bringing together leading coycmment scientislS and CBOs of vaccine manufacturers. to .seck 
solutions to ~ncems that ha\'c deccrrc:d Ihe suscaincd part1<:ipation af these companies in HIV 
va.ccinc d~]Qprnent. IUch as cost af development, potential market. and legal liability 
i:£suei. 

3. AnDDun~eut or New NIH AIDS Vac.cine Laborator". We are prepared 10 II:Stablish a 
dedl.catcd intramural HIV vacci,u~ research lind dcye]opmcnt center on !he NIH campu.s, a 
major new initiative capitaliz.ing an remarkable advances in immunology not proriously . 
applied to vaa;ine development. You could announce this initiative with die Ic:adctahip of 
the NlH AIDS vaccine research proeram in auendancc. In addition. you CG~ld visit one af 
several university-based vaccine labs supporu:.d by NIH throughout the country. including the 
UnIversity of A.la.bama. Univusity of Washington, and Vanderbilt. 

4. Announcement of Awards for New NIH AIDS Vaccine Innovation Grants. NIH has 
recently esrablished a new funding mechanism to encourage noyel research In AIDS vaccines. 
This n'cw -Jnnovalion Grant Program far Appro""hc.s in AIDS Vaccine R.c.se:azch- will award 
grants totaling $6· million later this year. You could announce these crants with those 
scientists on hand. 

S. V.S. Ptop0$8.1 for an Internationa) AIDS Vaccine Research Initiatil'eat Denver 
Summit. Al the Denver Summit in June, the U.S, will propose that the Bight nations make 
the political cammltmenl~ provide. in their·cwn cauntries. the investments nec.eslilll')' to 
accelerate reJca.rchtoward the devclopmc::nt of an AIDS vaccine as a. scientific and public 
health priorit)'. We wi11 also propose that the u.s. NIH AIDS Va.cclne Re$e.1lI'ch Committcc, 
chaired by Nobel Laurealc Dr. David Baltimo~. serwc as thD convener of 'V8.ClCine 
researchers from around the world to discuss progn::ss.Jn research., identify sr:lcnlific gaps 
and opportunities. design collaborative programs, and share sc:ientific information. The . 

.DiT~tor of NIH is already contacting his ccunterpilU in the eight nations 10 sc.ek their 
( I:Onsultation regarding chis initiativc. Thit \Ifill be«lme part or the Communique of the 

Summit, and you c.ould highlight this initiative as part of the Summit agreements. 

6. While House Briefing by Key Sdentists on Ptogre5.i towards a Vaccine. The repon 
of a year-long evaluation by more thim 100 eminent sc:ir.ntists. known as the LcvineReport. 
called for a reinvigorated and re5tTuctun:d NIH AIDS vaccine research program. The NTH 
has taken a number of ~teps to make AIDS vaccine re.sca.rch a top priority. including the 
initiation of studics to te.'lt a new vaccine strategy. You could invite the key scientists to . 

brief you at the White House or at NIH regardin: re5earch progress and prospects for the 
future. If CUtTent rc.5C3J"'Ch Jeads 10 a. promIsing vaccine candidate for largcA sc:a1e c::1inicaI 
tc.Sting. additional resources will be m:,;::cssary to sUJ1POn clinical mals in the U.S. and at 
inre.mationaJ sitc:5. 

[n addition to thc:.sc. opportunities for leadership in the area of AIDS vacc.inc re:scarch, this is 
also an opponunc momen[ lD demonstl"ite o~lr further commilmenl in the area of AIDS 
thempies. The H HS. with the advice of non-eovcmmcnt c;linic:al scicmtisu and community 
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~ DRAFT 
rcPfl'5C:OtativeS, has prepared a document providing principles, euide:lincs and 
I"CIIOXImmelldations for clinicians and cheir Patients regarding the most effective use of new . 
anti·mv therapies, in~luding proteaSe inhibitors, This draft iJ in tin&! review and col.lld be 
ready for release for public comment shortly. Your participation would highlight not only 
the: impon:ancc of these guidelines. but your Administration's commitment to research and 
treatment. The release of thcsc guidelines will requi~ additional actic:Jns 10 assure access to 
these critical tn:atrnent re;imc:n5 by th05C in need. A, the Vice Pre.tident rec:.entJy 
announced,. HCFA is developing a demonstration proiraM IQ test the concept of providing 
Medicaid coverage: at an earlier stage of HJV lnf=tion. In conjl.lllCtion whh this coverage, 
you could also aJ"Inounc:e a request to CongTe5s for additional PY 1999 funds for the AIDS 
Drug Assistance Programs (ADAP), whieh helps uninsured 8lId undcrinsured low·inc:ome 
individuals pun:;hasc A.IDS drugs. 

TOTAL P.05 
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JOINT UNITED NATIONS PROGRAM ON HIV/AIDS (UNAIDS) 
. Fact Sheet 

The Eight, recognizing the global severity ofHIV/AIDS; committed to work together and '-Vith 
others to assure that the 10int United Nations Prograni on HIV/AIDS (UNAIDS) has the 
resources necessary to enable it .to fulfill its mandate. UNAIDS is responsible within the United 
Nations system for leading a global effort to expand the scale and quality of the response to 
HIV/AIDS. 

UNAIDS, which came into formal existen~ in January 1996, is jointly sponsored by the World 
Health Organization, the ,United Nations. Children's Fund. the UN Population Fund, UNESCO, 
the United Nations Development Program, and the World Bank, each ofwbich provides some 
support to the organization. The principle behind tbe creation ofUNAIDS was, and continues to 
be, that mY/AIDS is not just a health issue, but rather an issue involving economics and 
development, education, and other sectors ofsociety and government. The Eight were major 
advocates for the creation ofUNAIDS whose principal functions are to: 

• 	 Provide global leadership in the response to InV/AIDS, promoting a global consensus on 
policy and programmatic approaches; 

/ 

• 	 ,Strengthen the capacity of the UN to monitor trends and the capacity of national governments 
to develop comprehensive strategies and implement effective HIV / AIDS activities at the 
country level; , 

• 	 Promote broad-based political and social mobilization to prevent and respond to the 
HIV/AIDS epidemic within·countri.es, ensuring that national. responses involve a wide range 
of sectors and institutioQs and that adequate resources for HIV/AlDS-related activities are 
mobilized and allocated; and 

• 	 Design and implement. in collaboration with its partners, a vaccine development strategy 
appropriate for developing countries. 

Activities ofUNAIDS are carried out at both the global and countryleveL Funding for UNAlDS 
is provided by voluntary contributions from a variety of donor~, largely UN member states. The 
United States is the largest donor to UNAIDS. Itwill provide $15 million in ·1997 toward 
UNAIDS' 1998-99 biennial budget ofS120 million. 
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establishmem offour new Hepatitis C Cooperative Research Centers, and three new Emerging 
Virus Groups to study Ranta yiruses and other emerging viral threats. NIH co· sponsorship of a 
major international conference on malaria in Africa resulted in a blueprint for malaria research. 
Separately, a $15 million progra..m to connect 20 African countries to the Internet through 
USAlD's Leland Initiative will help provide the communication links critical to an electronic 
disease surveillance network. 

" . 
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. Varmus.Meeting With NIH Advisory Council to Discuss .AIDS VaccineStatus\l6\("q~ •. 

• 	 Today, Dr. Varmus will meet with the NIH Advisory Council to discuss the status of the 
new AIDS Vaccine initiative: He willparticularly focus on the establishment of the NIH 
Vaccine Research Center (VRC) and the new funds dedicated to the new vaccine research 
effort. 

• 	 The Vaccine Research Center, a joint venture between the National Cancer Institute 
(NCI) and the National Institute of Allergy and Infectious Diseases (NIAID), will 
incorporate a core ofNIH scientists wi~h expertise in immunology, virology, and HIV 
vaccine research. 

• 	 Physical, financial, and human resources for the VRC will be funded by NCI and NIAID. 
Funds for AIDS research will be allocated by the Office ofAIDS Research, which has 
dedicated $10 million for the VRC inFY 1998. (The total proposed for the AIDS 
vaccine is $150 million, a 33 percent increase in the last two years). 

• 	 . A special search committee will be named shortly to identify a director for the new 

center. It will be a scientist with expertise in vaccine development. 


• 	 At first, the VRC will be on the existing NIH campus. Dr. Varmus will announce that 
NIH intends to construct a building at NIH to house all of the scientists who are coming 
together to focus on the vaccine. (However, this may require congressional approval and 
he cannot make a firm commitment at this time). 

Background 

• 	 More than 29 million men, women, and children around the world have been infected with 
. HIV. More than 3 million of those infecti?ns have occurred in the last year, with 95 percent in. 

the poorest parts of the world. AIDS is also the leading cause of death for people ages 29-45 in 
the United States. Even countries like the United States where ·new treatments have recently 
become available desperately need an AIDS vaccine, as these treatments can never reach and 
help all of the people suffering from this disease. 

Other Initiatives on the Vaccine 

• 	 The VRC is only one aspect of the vaccine development challenge issued by the President at 
Morgan State. The President also announced that at the 0-7 summit in Denver in June, he will 
enlist other nations to join the U.S. in a worldwide effort to develop an AIDS vaccine. Dr. 
Varmus has already contacted his counterparts in these nations to elicit their support for this 
effort and the response has been very positive. There is also explicit language in the 
Communique which discusses the importance of this commitment.. 

• 	 NIH and other Administration officials are also working to meet the President's challenge to .find 
ways to increase the pharmaceutical industry's investment in developing an AIDS vaccine. Ther:e 
have been discussions a possible meeting with industry officials and the President or Vice 
President that would potentially be followed by a series of meetings to address how to overcome 
obstacles to developing a vaccine. 


