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In his State of the Umon address Pre51dent Clmton ealled for concerted mternatlonal action to
~combat. 1nfect10us dxseases in developing countries. These diseases cause ‘almost half of all ‘
- deaths worldwide of people under age 45, klllmg over elght Imlhon clnldren éach yea1 and

: .orphamng mllhons more ‘ -

. The Premdent comm1tted the Umted States to addressmg this temble problem in. hlS September :
“speech to the United Nations General Assembly. 'Now the President i is asking for foundations,
pharmaceuneal companies, international agencies, and other govermnents to join us in thlS ‘
task and he 18 announcmg these spec1ﬁc elernents of hlS Mxllenmum Imuanve ‘ o

. A new financral comrmtment to purchase and deliver ex1stmg vaccines in. poor
' . countries. As Vice President Gore told the U. N. Security Council, the - _
" Administration’s' FY 2001 budget will include a proposed: $50 million contribution to
" the vaccine purchase fund of the Global Alllance for Vaccmes and Immumzatlon
- (GAVD. ' : : ot - I
e Increased mvestments in health in developmg countnes The Presndent is callmg on .
o the World Bank and other multilateral development banks to dedicate an additional
$400 million to $900 million annually of their low-interest-rate loans to' expand
B plmmumzanon, prevent and treat infectious diseases, and build effective dellvery A
. systems for.other basic health services. These imvestments are as- central to economlc
~ progress as investments in education and physwal infrastructure, and they would build on
" the new focus on basic health services that we have supported as part of the Highly
_ Indebted Poor. Counmes (HIPC) debt initiative. This proposed shift in ex1st1ng resources ’
: does not requlre addltlonal U. S budget expendltures : .
‘ B .
e A SIgmficant increase in basnc research on diseases that affect developmg natlons
©. . The Administration’s FY 2001 budget for the National Institutes of Health 1ncludes a.
sharp step—up in research critical to the development oﬁvaccmes for malarra,

tuberculosrs, and HIV/AIDS I E&e T
LI A new tax credlt for sales of vaccines for malana, tubercu1051s, HIV/AIDS, and any

infectious disease that causes over 1 million deaths annually worldwide, in order to -~
accelerate the development of these vaccines. Because developmg countries often . ‘
cannot afford to buy vaccines, the market provides little incentive for pharmaceutical
* companies to develop vaccines for diseases that disproportionately affect those countries.
This tax credit would provide such an incentive, because every dollar paid by a.
quallfymg organization to buy a qualifying vaccme would be matched by a dollar of
tax credits — representing up to $1 billion of addltlonal fundlng for future vaccine
"purchases. The President is eallmg on other govemments to make similar purchase
~ commitments, so that we can ensure a future market for these critically needed vaccines.




' ADDITIONAL EXPLANATION

: ‘Infectlous Dlseases Pose a Mountmg Soc1al and Economtc Burden on Developmg Countrles

- And a Threat to Our Health As Well

e More than elght tmlhon chlldren d1e each year of centuries- old dlseases like malarta

- tuberculosis, and respiratory . and diarrheal diseases.. Deaths from the modern scourge
- of AIDS are climbing rapidly. Altogether, as many children die of infectious diseases -
‘ each year as the total number of combatants who perlshed in World War I. .

" e  Inan mterconnected and hlghly moblle world,‘health crises in other countrles area
" .- thréat to everyone. We have seen this with HIV/AIDS, with the resurfacing of
tuberculosis, and with the outbreak last year of West Nile encephalitis in New York. -
Accordmg to the Global Health Council, during the past 50 years, at least five times as '
many Americans have died from communicable diseases that have come from the "
' ‘developmg world than have died i in rmhtary confhcts » -

- Vaccines Are One of the Most Cost-Effectlve Ways to Improve the Well-Bemg and
Productivity of the Poorest Countries - And Medlcmes and Other Basic I—Iealth Servnces -
Are a Necessary Complement g o : '

e It costs about $17 to immunize a Chl]d ‘but millions of chlldren die each year of
~ diseases that could-be prevented by existing vaccines. Indeed, children in developmg
~_nations are 10 ttrnes more likely to die of a vaccine-preventable dlsease than childrenin
~ jdeveloped nations. And these tragedies occur in spite of the enormous efforts of .
UNICEF and others to vaccinate children, “Wthh save 3 million lives each year.-

e 'Highly effective vaccines do not yet exist for malaria, TB and. AIDS, which take over 5
- million lives each year. But developed nations have the scientific and technological -
capacity to make new vaccines possible. For example recent work on genetic
‘ sequencmg, mchtdmg the human genorne w111 open vast pOSSlbllltleS

. Another health investment w1th very hlgh returns is snnple preventtve and curative _
© services. Prov1dmg this basic health care together w1th vaccmes would save mllllons of .

~ . lives eaeh year. - -

A $50 Million Contrlbutlon to GAVI to Buy Vaccines For Chlldren Which Will Save

. ‘ Lives Now and Create Confidence that a Market for New Vaccmes Wlll Ex1st in the

K Future

° ‘GAVI the Global Alhance for Vaccines and Inunumzatton was formed asa '
‘ ~ collaborative effort of UNICEF, the World Health Organization (WHO), the World Bank, o

private foundations, bilateral aid agencies (including the U.S. Agency for Inter national N
- Development), industry representatives, and developing countries. GAVI established the




-“Globil Fund for Chxldren S. Vaccmes w1th an initial grant ‘of $750 mllllon over 5
: years from the Bill and Mehnda (Gates Poundatlon B - :

C e AU. S eontnbutlon wlll help to purchase vaccines for Hepatms B Haemophﬂus
. .. Influenzae B (Hib), and Yellow Fever, along with related safe delivery equ1pment such
. as auto-destruct | syringes. To ensure that GAVI’s. vaccine purchases complement,
-rather than replace exxstmg vaccination efforts, they will be conditional on a country
_achlevmg 50 percent coverage of the DTP (diptheria- tetanus-permss1s) vaccing, which
- is included along with measles and pOllO in the ex1st1ng EPI (Expanded Plogram for ‘
‘ Immumzatlon) ' : o

e AUS. contributwn will hopefully catalyze significant contributions from other -
‘ countries and foundations. It will also add crucial credibility to the international
- community’ s commltmenf to prov1de a market for new vaccmes when they are’
' developed o

‘, 1Wé”Must Shift Exxstmg International Resources waard Buildlng Healtthnfrast‘ructur"e in
Poor Countries That Can Dehver Vaccmes and Medicines and Provnde Essential Basnc
Health Servmes. : : SRR

o The World Bank and other mululateral development banks (MDBS such as the Afrlcan
‘ Development Fund) lend money on highly favorable terms to the world’s poorest '
~countries.. Today, roughly $1 billion to $1-1/2 billion of this so-called “concessional ,,
. funding” is devoted to health care ‘each year. The Administration proposes to increase -
that amount by $400 million to $9OO m1lhon per year W1th a focus on:

. ) 1mmumzatlon
» ' . prevention of diseases using “basic measures such as mformatlon and condoms for
S AIDS, treated bed nets for malaria, and stronger systems for containing TB; .
e . treatment of diseases; 1nclud1ng common resplratory and diarrheal mfectlons and
s more effectxve pr0v1510n of basm health care. ,
L. . The Admlmstratlon is explormg ways to use the HIPC debt reform to. support this part

- of the Mlllenmum Initiative. One pOSSlblhty is to make an increase in vaccination rates
one of the performance targets monitored in the HIPC progress reports. This could be

~accompanied by debtor countries’ agreements to include specific improvements in
vaccine delivery systems as priotity uses-of debt relief proceeds. We also expect that -
all Poverty Reduction Strategy Papers that are. prepared for HIPC candidates will
discuss the adequacy of budget resources and suggested pohcy reforms devoted to, basn:
health care. SR

* }Th1s re-direction of resources supports the Adm1mstratlon S overall strategy for global
a development which emphasizes poverty reduction and gives a central role to “global

public goods” - like health or the environment - i which. positive actions taken in one

country benefit other countries as well. To meet this objective, these funds should not -

come from spendlng on other basic soc1a1 programs “such as educanon and health care.
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This aspect of the Millennium Initiative does not require a new budgetary commitment

by the United States (or other donor countries). However, the U.S. ability to influence
- the direction of MDB lending and the use of HIPC proceeds depends crucially on

‘meeting our existing commitments to these aid programs. We will work with other G 8
- ftnance and development rmmstnes to reﬁne this proposal :

A conservatwe estnnate suggests that if basrc health care 1ncludmg 1mmumzat10n were’ -
‘ made broadly available, up to 2 mrlhon chlldren s hves could be saved each year

- 'ngher Fundmg for Basxc Screnttﬁe Researeh Throngh the National Instltutes of Hef\lth ‘
e V(NIH) and Elsewhere Will Hasten the Development of Vaccmes for Malarla, TB, and AIDS.

The Admrmstratton sFY 2001 budget for NIH mcludes a 51g111ﬁcant increase in research

critical to creating vaccines for these. diseases. For malaria and TB, this increase will
~ build on recent advances in the genetic sequencing of these dlseases whlch have set the
- stage for maJor breakthroughs in vaccine development

' Fundmg s for NIH malana vaccine research will increase more than 10 percent over the FY

2000 level. Future research will range from pre-ehmcal studies aimed at improving our

- understanding of the malaria parasite, through the development of vaccine candidates, to

clinical trials judging vaccine efficacy and safety.. NIH will also expand its collaboration

-with scientists in malaria-endemic regions, especially.in Africa, to-strengthen those

regions’ capac1ty for conductmg chmcal trlals of malana vaccmes in the future e

NIH research ona tuberculosis vaccine will receive over 40 percent more funcling than in
. FY.2000 and more than double the FY 1999 level. NIH will focus on studying the

body s defense mechamsms agamst TB, and developmg and studying vaccine candidates.
Through its Tuberculosis Research Unit, NIH supports an international multi-

, dtsetplmary team to translate advances in basic research into new tools for ﬁghtmg TB

‘ NIH fundlng for AIDS vaccme research will i mcrease substant1ally in F Y 2001 and w1ll

have more than doubled since FY 1997. These addlttonal resources will allow NIH to
accelerate basic research on developing vaccine candidates and to significantly expand .
testing of potentlal vaccine candidates in both developlng and developed countries. The
new Vaccine Research Center on the NIH campus, which will be occupied this summer,

~ will receive a sizeable increase in fundmg for the. development and pre- chmcal testlng of _

HIV vaccine candtdates

k ' The Adm1mstrat1on is prov1d1ng strong support for the path breakmg resealch on
~ infectious diseases being conducted by U.S. military scientists, including the opening (in )

October 1999) of the Walter Reed Army Institute of Research/Naval Medical Research

“Center. Working in close collaboration with scientists worldwide, military scientists have
"developed and tested successful vaccines against Japanese encephalitis and hepatitis A ~

and they are working to create vaccines and medicines to protect service people, travelers,
and millions of others from malaria, HIV/AIDS, and other infectious diseases.




A New Tax Credit Would Effeétively Provide Up to $1 Billion for Fdrure Vaccine
‘Purchases, Speeding the Invention and Production of New Vaccines. o

e - Current tax law provides substantial incentives for pharmaceutical research and -
" development, including the research and experimentation (R&E) tax credit, the orphan-
drug tax credlt and an enhanced deduction for charitable contributions of certain -
- products.” Nonetheless, pharmaceutical companies may be reluctant to investin
developing vaccines for dlseases that prlmanly afflict people in poor counmes because
) httle or no paymg market ex1sts in those countrles ' :

e AUnder the proposal the seller of a quahﬁed vaccine could clalm a tax credlt equal to
100 percent of the amount paid by a qualifying organization that received a “credit

' allocatlon by the U.S. Agency for International Development (AID). The tax credit ,
‘would match the qualified organizations® expenditures dollar-for-dollar, thereby :
doubling their purchasing power. A qualifying vaccine would be a new vaccine that

“received FDA approval for use against malaria, tuberculosis, HIV/AIDS, or any -

‘ lnfectlous dlsease that causes. over 1 rmlllon deaths annually worldw1de ’

. For 2002 through 2010, AID could desrgnate up to $1 billion of vaccine sales as . N
Ce ehglble for the credit. - This tax credit would be limited to new vaccines developed to
~ fight these terrible diseases.- The credit would provide a specific and credible o
comrmitment to purchase future vaccines at reasonable prices. Together with similar
. commitments from foundations and other governments, it would provide a critical and.
powerful incentive to. accelerate vaccine research and developrnent :




THE CLINTON GORE ADMINISTRATION: NEW PARTNERSHIPS TO

DEVELOP & DELIVER VACCINE TO DEVELOPING COUNTRIES
March 2, 2000

“ Today, President Clinton Will Meet With Leaders of Industry, Foundations, and Intérnational
Organizations to Announce New Partnerships to Develop and Deliver Vaccines For Diseases -- Including
HIV/AIDS, Malaria, and Tuberculosis — For Developing Countries. In his State of the Union Address, the

" President said, “I ask the private sector and our partners around the world to join us in embracing this cause. We
cun save millions of lives together, and we ought to do it.” At this meeting, key leaders of pharmaceutical and
biotechnology companies, international organizations, foundations, and the public health communrty will endorse
the President’s Millennium Vaccine Initiative, released last month, and announce new commitments to develop and
deliver vaccines to developing countries. The President will also call upon Secretary Shalala to convene a meeting

- of experts from industry, government, and academia to address 1mped1ments to vaccine development in the private

sector and to strengthen publlc prlvate partnerships.

The President And The CEOs Of The Four Largest Vaccme Manufacturers Will Announce Unprecedented
Levels Of Corporate Support To Vaccinate The World's Children. Today, industry will respond to the
President’s call with important new steps as CEOs of the four largest vaccines manufacturers — Merck and Co.,
Inc., American Home Products Corporation, Glaxo SmithKline Beecham, and Aventis Pharma AG - will announce
- that they will donate millions of doses of state-of- the-art vaccines — worth more than $150 million — to those in the
developing world and 'make a renewed commitment to step up research and development on vaccines for
HIV/AIDS and malaria.
e Merck and Co. will donate one mllllOI‘l doses, worth $100 m11110n of RECOMBIVAX - HB - a vaccine to
prevent Hepatitis B;- ‘
"o -American Home Products Corp. wrll announce a donatron of 10 mlllron doses of Haemophrlus influenza type-B
(Hib) conjugate vaccine to GAVI:to-protect more than 3 thillion children in developing nations; '
¢ SmithKline Beecham will announce expansion of its malaria vaccihe program and also renewed 1ts pledge to
~ donate $1 billion to eliminate lymphatic filariasis (elephantiasis); :
- Aventis Pharma announced a donation of 50 million doses of polio vaccine to Africa. -

These Private Sector Commitments Build On The Administration’s Millennium Vaccine Initiative,

Announced by the President In His State of the Union Address. The major components of the Millennium

Vaccine In1t1at1ve include: - :

e 350 mrllron in the President’s FY2001 budget asa contrlbutron to the vaccine purchase fund of the Global
Alliance for Vaccines and Immunization (GAVI);

¢, 'Presidential leadership to ensure that the World Bank and other multllateral development banks dedrcate an
additional $400 million to $900 million annually of their low-interest rate loans to health care. servrces

* Significant increases in federally funded basic research on diseases that affect developing nations;

' o A new tax credit for sales of vaccines for infectious diseases to accelerate their invention and productron
.. " Acall to our G-7 partners to join our efforts to ensure a future market for these vaccmes '

E The President Will Also Recognize the Unprecedented Contributions From The Phllanthroplc Community.
This includes a $750 million contribution from The Bill and Melinda Gates Foundation to the vaccine purchase
fund of the Global Alliance for Vaccines and Immunization. The President also praised new models for public-
private partnerships, including the International AIDS Vaccine Initiative, which announced that it will mvest more
than $10 m1llron this year to triple the number of AIDS vaccine candldates moving toward trials. ' :

The Scope Of The Problem of Infectious Disease In Developing Countries:

e While sub-Saharan Africa accounts for only 1/10 of the global population, over 70% of individuals infected
with AIDS globally live there. There i is a 60% chance that a 15-year old'in Zambia will die of AIDs today.
Thirteen million sub-Saharan African children have now lost one or both of their parents to AIDS.

*  One-fourth of all deaths each year worldwide — 13 million people — are the result of infectious diseases.

e Over 8 million children die each yearof centuries- old diseases — and more than 3 million of these deaths could
be prevented by existing vaccines. : ‘




Immunization is onée of the most cost effective health interventions. It costs only $15 to immunize a child, yet-
in developing countries, children remain 10 times more likely to die of a vaccine-preventable disease than those

-in the industrialized world. Twenty percent of children worldwide lack access to basic immunization services. -

Only 2% of all global biomedical research is devoted to the major killers in the developing world.

Details of the Corporate Commitments Include:

Merck will donate one m11110n doses, worth $100 million, of RECOMBIVAX ~ HB a vaccine to prevent
Hepatitis B ~ over five years. Merck will collaborate with the GAVI to identify countries that will most benefit

‘from this vaccine. Merck also reaffirmed its commitment to the discovery of new vaccines for diseases of

global significance, including HIV/AIDS. Merck committed to developing AIDS vaccines for strains of the
virus found not only in the industrialized world, but i m the poorest countries as well.

American Home Products Corp. announced a donation of 10 million doses of Haemophilus influenza type-B

. (Hib) conjugate vaccine to GAVI. As a result, more than 3 million children in developing nations w111 be
" protected from one of the leading causes of deadly pneumonia and memngttls

SmithKline Beecham announced a commitment to expand its malaria vaccine program and will begin malaria
vaccine trials in Africa for the most critical population — children. The trial would begin in the Gambia as early
as this autumn. SB also renewed its pledge to donate $1 billion to eliminate lymphatlc ﬁlarlasxs (elephantiasis),

‘which destroys hves in 80 countrles

Aventis Pharma announced a d(mation of 50 million doses of polio vaccine to Africa. This donation will

.support the WHO and UNICEF-led drive to end polio in five war-torn African nations. Aventis also reaffirmed

its commitmént to maintain the largest private AIDS vaccine research program and is moving forward W1th
clinical trials in Afrxca Asia, the United States Europe, and soon, the Carlbbean

The President’s Mlllenmum Vaccine [mtxatlve o

In his State of the Union address, President Clinton called for concerted mternatlonal action to combat mfectlous )
. diseases, which kill more than eight million children worldwide and orphan millions more. Recognizing ‘that
vaccines are a critical, cost-effective weapon m the fight agamst these dlseases the President announced a multi-

‘part Millennium Vaccine Initiative:

A new financial commitment to purchase and deliver ex1stmg vaccines in poor counmes As Vice PreSIdent
Gore told the U. N. Security Council carlier this month, the Administration’s FY 2001 budget includes a -

- proposed $50 mllhon contribution to the vaccine purchase fund of the GAVI.

Increased mvestments in health in developing countries. The Preszdent is calling on the World Bank and'othelj
multilateral development banks to dedicate an additional $400 million to $900 million annually of their low-
interest-rate loans to expand immunization, prevent and treat infectious diseases, and build effective delivery

‘systems for other basic health services. These investments are as central to economic progress as investments

in education and physical infrastructure, and they would build on the new focus on basic health services that we
have supported as part of the Highly Indebted Poor Countries (HIPC) debt 1mt1at1ve This proposed Shlft in
existing resources does not requlre addmonal U.s. budget expendltures

A s1gmﬁcant increase in basic research on diseases that affect developing nations. The Admxmstranon sFY
2001 budget for the National Institutes of Health includes a sharp step-up in research crltlcal to the
development of vaccines for malaria, tuberculosns and HIV/AIDS. v '

A new tax credit for sales of vaccines for malaria, tuberculosis, and HIV/AIDS.to accelerate the invention and

production of these vaccines. Because developing countries often cannot afford to buy vaccines, the market
provides little incentive for. pharmaceutical companies to develop vaccines for diseases that dlsproportlonately
affect those countries. This tax credit would provide such an incentive, because every dollar paidbya
qualifying organization to buy a qualifying vaccine would be matched by a dollar of tax credits — representmg
up to $1 billion of additional funding for future vaccine purchases »

A call to the G-7. This summer in Okinawa, the President will work with our G-7 partners to ensure a future

market for critically needed vaccines.
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' NGO Cnnimit\ment: A

"o The International AIDS Vaccine Initiative announces that it will invest more than
- $10 million this year to triple the number of AIDS vaccine candxdates it is movmg
toward mals : .

World Bank Commitment - not yet confirmed:

*  Wolfensohn is likely.to announce that he will call for the IDA govemors to establish
L a wlhon revolving fund for cost-effective vaccines and therapeutics now, and new: E
vaccines in the future. The fund would be replemshed each year and, therefore, v
would be a strong signal to industry that money will be available to purchase new
vaccines. (Note that the wording is weak to avoid'the appearance that the proposal is
being driven solely by the U S. -This perceptlon could unravel Wolfensohn S
proposal ) » Lo -




AT — e Lod
| THE WHITE HOUSE | ,

: . Ofﬁce of the Press Secretary ,
For Immediate Release ‘ S o ~March 2, 2000

Fact Sheet -
New Partnersh1ps for Vaccme Development :

 Today the President and members‘of his Cabinet met with leaders of pharmaceutical and
- biotechnology companies, international organizations, foundations, and the public health

~ community to join forces to develop and deliver vaccines for diseases that ravage poor
nations, including HIV/AIDS, malaria, and tuberculosis. Infectious diseases cause almost
half of all deaths worldwide of people under age 45, killing over eight million children
each year and orphaning millions more. This meeting follows last month’s release of the

- . President’s Millennium Vaccine Initiative, which calls for sharp increases in vaccine -

research at the National Institutes of Health, new investments for the purchase and
delivery of existing vaccines, and a substantial tax credit for the pnvate sector to speed
the development of new vaccines. »

In his State of the Um'on, the President said, “I ask the private sector and our partners
around the world to join us in embracing this cause. We can save millions of lives
together and we ought to doit” . A : SR

Today, 1ndustry responded with 1mportant new steps. In the meetmg at the White House,

- CEOs of the four largest vaccines manufacturers — Merck and Co., Inc., American Home
Products Corporation, Glaxo SmithKline Beecham, and Aventis Pharma AG announced
their intention to step up research and development on vaccines for HIV/AIDS and .

malaria. To save lives now, industry executives also armounced that they will donate

- millions of doses of state-ef-the~art vaccines — worth more than $150 million -- to those

who need them most. = -

. The PreSIdent reco gmzed the unprecedented levels of support by the philanthropic

community, including a $750 million contribution from The.Bill and Melinda Gates

- Foundation to the vaccine purchase fund of the Global Alliance for Vaccines and

Immunization. The President also praised new models for public-private partnershlps

* including the International AIDS Vaccine Initiative, which announced that it will 1nvest

more than $10 million this year to triple the number of AIDS vaccine candldates 1t is
. moving toward tnals : -

- The President also called upon Secretary Shalala to convene a meeting of experts from
industry, government, and academia to address impediments to vaccine development in
the private sector and to strengthen pubhc-pnvate partnerships.




The President applauded the strong bipartisan support in Congress for international
disease prevention efforts and called for the passage of new measures to hasten the
development and delivery of vaccines.

Unprecedented Levels of Commitment from Industry: ‘
The CEOs of the four largest vaccine manufacturers — Merck, Amenoan Home Products
SmithKline Beecham and Aventls Pasteur - announced the followmg

e Merck will donate one million doses', Worth $100~million, of W‘— .
a vaccine to prevent Hepatitis B — over five years. Merck will collaborate with the
Global Alliance for Vaccines and Immunization (GAVI) to identify countries that -
will most benefit from this vaccine. Merck also reaffirmed its commitment to the.

- discovery of new vaccines for diseases of global 31gn1ﬁcance mcludmg HIV/AIDS.
- Merck committed to developing AIDS vaccines for strains of the virus found not only. -
in the industrialized world, but in the poorest countries as well.

o . American Home Products C ounced a donation of 10 million doses of

~Haemopbhilus influenza typ -B conjugate vaccine to UNICEF to support the '
objectives of GAVL Asa result more than 3 million children in developmg nations
will be protected from one of the leadmg causes of deadly pneumonia and meningitis.

. SmlthKlme Beecham announced a comm1tment to expand 1ts malaria vaccing |
~ program and will begin malaria vaccine trials in Africa for the most critical
" population — children. The trial would begin in the Gambia as early as this Fall. SB

also renewed its pledge to donateﬂ_&ﬂmmﬂumgﬁ_bannhamﬁlamm&
(elephantiasis), which destroys lives mws

o Aventis Pasteur announced a donatlon of 50 rmlhon doses of polio vaccine to Africa.
" This donation will support the WHO and UNICEF-led drive to énd polio in five war-
torn African nations. Aventis also reaffirmed its commitment to maintain the largest
private AIDS vaccine research program and is moving forward with clinical trials in
. Africa, Asia, the Umted States Europe and soon, the Caribbean.

New Commltment to Developmg and Dellvermg Vaccines: '

In his State of the Union address, President Clinton called for concerted international
action to combat infectious diseases, which kill more than eight million children
worldwide and orphan mllhons more. Recognizing that vaccines are a critical, cost-
effective weapon in the fight against these dlseases, the Pres1dent announced a multl—part
Mxllenmum Vaccine Imtlatlve ’ : :

s . A new ﬁnancial commitment to purchase and deliver existing vaccines in poor .
countries. As Vice President Gore told the U. N. Security Council earlier this month,
the Administration’s FY 2001 budget will include a proposed $50 million , '
contribution to the vaccine purchase fund of the Glohal Alliance Tor Vaccines
and Immumzatlon (GAVD '




Increased mvestments in health in developlng countries. The President is callmg'
on the World il er multilateral development banks to dedicate an

- additiongl $400 mllllon to $900 mijlion annually of their low-interest-rate loans - -

to expan nization, prevent and treat infectious diseases, and build v
effective delivery systems for other basic health services. These investments are as -
central to economic progress as investments in education and physical infrastructure,
and they would build on the new focus on basic health services that we have
supported as part of the Highly Indebted Poor Countries (HIPC) debt initiative. This”
proposed shift in existing resources does not requlre additional U.S; budget :
expendltures '

A significant increase in basic research on dlseases that affect developing
nations. The Administration’s FY 2001 budget for the National Institutes of Health-

' includes a sharp step-up in research critical to the development of vaccmes for

malarla, tuberculosrs, and HIV/AIDS

A new tax credit for sales of vaccmes for malaria, tuberculosis, and HIV/AIDS.,to :
accelerate the invention and production of these vaccines. Because developing

~countries often cannot afford to buy vaccines, the market provides little incentive for R

pharmaceutical companies to develop vaccines for diseases that disproportionately

"affect those countries. This tax credit would provide such an incentive, because
every dollar paid by a qualifying organization to buy a qualifying vaccine would . -

be matched by a dollar of tax credits — representlng up to $1 bllllon of adden
fundmg for future vaccine purchases

[

o call to the G-7 is summer in Okinawa, the President will call upon our G-7
R o j0 T efforts to ensure a future market for critically needed vaccines. |
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MEMORANDUM FOR SAMUEL R. BERGER

ACTION

FROM: ©  KENNETH W. BERNARD '

SUBJECT: ~ Vaccine Meeting with the President

" The Pre81dent’s meetlng to encourage vaccine development for
diseases of poor countries, especially for AIDS, TB and malarla,
is scheduled for'Thursday, March .2 at 11:30 a.m.

Most of the major players in the international vaccine arena
‘will be there, including the heads of UNICEF, WHO and the World
Bank, the CEOs of the four major vaccine producers, biotech
\“firms, foundations.and many others (TAB B).
q§g§"§p§;ii§g w1ll be chalrlng the meetlng untll the PreSLdent
arrlves v .

At some point in the meeting, the Presideﬁt will join and do his
own  introductory remarks. Gene may then wish to summarize
progress in the meeting thus far, and hand the chair to the
Preszdent who w1il pick up the scenarlo.

<Spec1flc “Qellverables” from'the'cOmpanles are substantial -- -

" including new research for malarla and AIDS vaccines, and large
contributions of HiB, hepatltls and’ pOllO vaccines for o
developlng countries (Tab E).

Several“editorials from outside experts (including a Nobel
. Laureate) have been written and we are attempting to. have them
~ placed. CEOs and others have indicated. they w1ll be avallable
for press questlons at the stakeocut. :

Concurrence by: Gayle Smith, Jamie Baker, Laura Efros, Tom ‘
o : ‘Malinowski, Valerie Guarnieri, John Duncan,
- Dan Shapiro : : '




- RECOMMENDATION

That you sign the memorandum to the President at Tab I.

Attachments

Tab I Memorandum to the President _ :
Tab A - Points for the PreSLdent (when joining meeting)
Tab B  Participants . o
Tab C Closing remarks for pool spray ' o
Tab D Seating Chart

. Tab E Press Release on Deliverables

~Tab II Opening points for Gene Sperling
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VACCINE INITIATIVE EVENT

.DATE: March 2, 2000
"LOCATION: Cabinet Room
. TIME:. 11:30 a.m. ~ 12 30 p m

FROM: SAMUEL BERGER
- GENE SPERLING
NEAL LANE
MARY . BETH' CAHILL -

'To meet with senior White House and Cabinet officials,

heads of United Nations Organizations, foundations, the
World Bank, vacc1ne and biotech experts,-and the CEOs of
the world’s major vaccine producers. This is an
opportunity to'<“ ' ‘

. Demonstrate .your continued leadershlp in the fight

against diseases dlsproportlonately affectlng the

l ‘develop1ng world;
-e nghllght your new $1.5 billion- plus 1n1t1at1ve to

accelerate vaccine development for dlseases such as AIDS,
TB, and malaria;

e Achieve a united front w1th the prlvate Sector in
supporting the Admlnlstratlon proposals,

e Gain commitments from the private sector to match
Administration efforts on vaccine developmernt.

-- We expect each CEO to 1) express support for your
vaccine lnltlatlve,'Z) suggest to us that more
publlc/prlvate research partnerships and guaranteed

' markets for products would help prov1de incentives for:

~investing in- development of new vaccines for malaria, -
TB, and AIDS. 3) Announce a series of commitments for
investment_in\vac01nes and vaccine development




IT.

BACKGROUND.

In your speech to thelﬁ.N,.Genefal Assembly last‘September,

" you called for a White House meeting to find ways to

accelerate the development and delivery of vaccines for
malaria, TB, and AIDS - .vaccines for which there is huge
need, but little market incentive for industry to develop.
In your State of the Union address, you rolled out a
significant multi-part proposal to address this need:

e $50 million to the Global Alliance for Vaccines and
Immunization to purchase ex1st1ng hlgh tech: vacc1nes for
developing countries; '

. ‘Sharp 1ncreases in NIH vacc1ne research,

e A S$1.0 bllllon tax credlt for sales. of vaccines for
malaria, TB, and AIDS when they are developed,

¢ Call to the World Bank to dedicate an - additional
$400-900 million in concessionary loans for health;

. Call. to the G- 8 and other countrles to 301n us in meetlng"

III.

IV,

the challenge

PARTICIPANTS

See Tab B for list of participants.

PRESS PLAN

Pool spray at end of meeting.

. . SEQUENCE

‘The meetlng w1ll start at ll 30, chaired by Gene Sperling.

Gene w1ll open the meetlng and summarlze the problem

- Secretary Shalala and Secretary Summers will outline the

key elements of your initiative. The Minister of Health
from Uganda will set the stage from the developing country

point of view.

.You will join in progressf

Attac

hments

" TAB A Points to be Made

TAB B
'TAB. C

List of,Part1c1pants
Closing Remarks

- Tab D Seating Chart o - - AP A~. . o

-Tab E

Press Release on Dellverables:‘




-




@E | | . R la95
e i B be Wﬁw”f
yw%ﬁ/’/’/’ o Lo ol

POINTS TO BE MADE UPON JOINING THE VACCINE MEETING

///—(

e Thank everyone for coming. Acknowledge Dr. Kiyonga [Kee-yong-
gal (Minister of Health from Uganda); Larry Summers and Donna’
Shalala, David Satcher, Brady Anderson, Jim Wolfensohn,

Dr. Gro Brundtland (DG, WHO and former PM of Norway); Carol

" Bellamy (UNICEF) and the CEOs of the pharmaceutical companies
John Stafford (American Home Products); Raymond Gilmartin
(Merck); Jean-Pierre Garnier (SmithKline Beecham); Richard
Markam . (Aventis Pasteur). o :

[Ask Gene Sperling to outline previous discussions.]

. Each year in the developing world, we lose millions of lives
and billions of dollars to killer diseases like AIDS, malaria,
and TB. Last year in Africa, A; S alone killed ten times more

people than all wa£§_g;d

. We know the extent of the problemtandlwe re here to focus on
solutions.’ Ultlmately the solution must include the
development of safe, effectlve vaccines.

] We’ve‘developed'vaccines for polio, measles, mumps, rubella,
and more than a dozen other diseases. We have the technology
‘to do the same for today’s killers. ' '

-

I’ve proposed a significant package of proposals. At G-8
Summit in Okinawa, I will urge our partners to follow suit.

-- I thank you'for‘doing your part.

Potential Discussion Items for_Select Attendees by Category

Multilateral‘Organizations

e Ask Jim Wolfensohn - (President Wcrld'Bank) to comment on how
multilateral development banks are contrlbutlng to 1ncrea51ng_
access to vacc1nes and health care




PRIVATE SECTOR (2-3 Minutes of Comments)

" Pharmaceutical Companies

e Ask John Stafford (CEO of Americah Home‘Products) to comment
on industry’s 1nterests, problems,fsolutions.for development
of new vaccines. v ‘ :

. Solicit comménts from:  Raymohd'Gilmartin (CEQ, Merck); Jean
Pierre Garnier (President, SmithKline Beecham); Richard Markum
(CEO Aventis-Pasteur).

»Bidtecthompanies'_'

¢ Ask Sean Lance (Chlron) .to briefly summarize how incentives
for the smaller blotech companies differ from those of the
, larger companles : :

e Dr. Don~Francis (VaxGen): I understand you éré‘méving along
in testing of an AIDS vaccine. What would have made the
development process easier? R

. .Seth Berkley (International Aids Vaccine Initiétivé):
your ‘organization is funding some significant AIDS vaccine

trials as well. How close are we to results?

Foundations -

e Solicit comments on approachnto vaccine delivery and
development from: - Bill Gates Sr. (Gates Foundation) 4
(Gates Foundation just gave g750 million oﬁﬁrars for
vaccines.); Tim Wirth {(UN Foﬁn&atfon ; Gordon Conway -
(Rockefeller Foundatlon} ' :

e Excellent diécussion. We could go on all afternoon. I am 
. gratified and heartened -- we ‘all. have so much.yet to do.
so manyrlives can be saved by working together.

- In moving forward, I have asked Secretary Shalala to convene a
meeting of experts from the pharmaceutical industry, biotech,

- government, and academic sectors to seek ways to hasten R&D for
vaccine dévelopment Secretary Summers, continue your work with
~industry to craft 1ncent1ves to empower the vaccine development
process.

Closing Remarks (Pool Spray)
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List of Participants

A

Administration

The President

Secretary Lawrence Summers
Secretary Donna Shalala

.John Podesta ‘

Samuel Berger

Neal Lane

- Gene Sperling

Leon Fuerth

Melanne Verveer

Sandra Thurman

David Beier

Mara Rudman T
Chris. Jennings SR ‘
David Satcher,. Surgeon. General ' : '
Hattie Babbitt , Deputy Admlnlstrator, USAID

Major-General John Parker, -Commander, Army Medlcal Research

Command n
. Ambassador George Moose, U S. Ambassador to the UN, Geneva
.'Sheryl Sandberg, Chief of Staff, ‘Department of the Treasury
Anthony Fauci, Director, National Institute for‘Allergy~and

Infectious Diseases, NIH ' :
Gary Nabel, Director, AIDS Vaccine Research Center, NIH

Outside Participants ' ,, -

‘ Crlspus Kiyonga, Minister of ‘Health, Uganda

James Wolfensohn, President, World Bank .

Gro Harlem Brundtland, Director—Generel, World Health
Organlzatlon : ; '

‘Carol Bellamy, Executive Director, UNICEF - -

Richard Markham, President and CEO, Aventis Pasteur ‘

Jeeanierre'Garnier, President Designate, SmithKline Beecham-

John Stafford, President and CEO, American Home' Products

Raymond Gilmartin, President. and CEO, Merck

Donald Francis, President, VaxGen :

Sean Lance, Chairman and CEQ, Chiron

Bill Gates Sr, Bill and Melinda Gates Foundatlon‘

' Gordon Conway, President, Rockefeller Foundation

Tlmothy Wirth, President, United Natlons Foundation

Jeffrey Sachs,»Professcr, Harvard University

Seth Berkley, President, International AIDS Vaccine Inltlatlve

- Nils Daulaire, Preéident and CEQ, . Global Health Council

" Herbert Brown, .Past President and Chairman- elect, Rotary

Internatlonal : :







Points for Pool Spréy Following Vaccine Meeting

Meetiﬁg to’join forces in the fight agéinst diseases that kill
.people  and brogreséAin wald's,poorés£ éoun£ries1 Urgehtvb
.qubalAchalleﬂge;.;AIDS'took 1O timeé;asvﬁany‘lives in Africa
‘last year as.war.did; Malarié_ﬁnd:TBAstill;leévé'millidns of
jchildren,around'the wofld Withéut parents, milliéhs of parents
without children. |

Ultimate solution must  include development .of effective

vaccines. .That’s how we got rid of'smallpbx, come close to -
elimihating'polio{ ‘So today; we’re beginning a partnership to
.éradicate the leadiﬁg’infeétious kiilers:of our time. We're

speeding_délivery of‘vaéciﬁes; and(gettiné to the heart of

S ————

. this problem:‘fthé lack of incentive for'private industry to
Lo g : o
inves%‘in new vaccines potential customers can’t afford.

I’Vefpﬁt compréhensive’package on the table. $1 billioﬁ tax
 qredit to épeédAihvenfion of vacﬁines. $50fmiilion |
coqtributicﬁ to a global fund to purcﬁaseivacCines. Big
increase in ftéséa;éh bykNIH;” Célléd on»World Bank to

‘ dedicate more lénaing to'improVe_ﬁeéitﬁ.

JPrivate.Secth'ié responding,  and I‘want-té recognize

commitments'companies are making.




Merck is committih§ to develop an AIDS vaccine not just fgi
strains~of‘the virus that‘affect wealthy nations, but for
strains that révage poorest counﬁries in the wofld;ﬁ And it’s
doﬁating 1 miilioh doses of Hepatitié B wvaccine to those‘who

need it most.

American Home Products will donate 10 million doses of a.
vaccine to prevent deadly strains of pneumonia‘and meningitis

in children.

‘SmithKline Beecham will expand its malaria vaccine program and
begin new vaccine‘trials in Africa. And it will donate drugs
worth $1 billion to eliminate élephantiasis; a érippling-‘

“tropical disease.

Aventis Pasteur will donate 50 million doses of polio vaccine

to 5 war torn African nations.

-Géod beginning. It will?éave\Lives;land_sthAwe’re serious.
Butimore to do;’ Muét bﬁildth;bipértisén suppdrt_in fhe.
Céngfess.to énéct tax:credit and funding increa§e.- And I will
go to G—S in Qkinawa‘this sﬁmmer.ﬁo urge‘parfners to.take

similar steps.
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POINTS TO BE MADE FOR MEETING ON
MILLENNIUM VACCINE INITIATIVE
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Top of Meeting (Gene Sperling to Chair)

e Thank you. The President is determined to overcome the
challenges of developing and delivering vaccines so A
desperately needed around the world -- and to do so in
partnership with private industry, with foundations, and.with
‘the international organizations that have already done so much
in thlS fleld He will be jolnlng us- shortly

0”'The.tr1umph;of vaccines over infectious diseases is one of the
' great achievements of the 20™ century. We’ve eradicated
'smallpox and We are on theﬂverge of wiping out polio.

e But over three mllllon chlldren Stlll dle needlesslv each vear
'-- six every minute -- from diseases that could be prevented
by currently available vaccines, and millions more could be
saved if we developed new ones. And we all know that the
economic incentives. for vaccine development simply are not
there right now for diseases that dlsproportlonately affect
developing countries.

e This is a clear humanitarian challenge -- but it is also much
more than that. 1It’s something we have to do if we’re going
~ to make any headway agaihst extreme poverty around the world
- and ensure the survival of many struggling nations.

e That’s why the President'promiaed to reach out to all of you
when he called for this meeting in his address to the UN' last
year : .

e And that’s why in his State of the Union, the President
announced a number of significant steps to mobilize the ,
-world’s scientific and industrial potential, including sharp

"~ .increases in our research budget, new investments for the
purchase and delivery of existing vaccines, and a substantial

~ tax credit for private industry. - ' -

e The President is now asking you, as leaders of foundations, '
. international agencies, private industry, and public health
experts, to build upon your substantlal efforts and join him .
- in this task. o . ,




Administration

e I would now like to ask Secretary Shalala and Secretary
Summers to brlefly expand on the Pre51dent’s vaccine
1n1t1at1ve

[Turn to Secretary Shalala to comment on ‘the research and
development aspects of the vaccine initiative -- the “push”
1ncent1ves reduc1ng cost of 1nvestment in vaccines.] ‘

[Turn to Secretary Summers to comment on the vaccine purchase,
tax credit ‘and World Bank/IDA components of the initiative --
the “pull” incentives 1ncrea51ng the market Value of vaccines.
once developed ]

4[For Dr. Kiyonga, Ugandan Miriister of Health]

e Let’s begin with the context from an African point of view.
At the Security Council in January, Minister of Health
‘Dr. Kiyonga [Kee-yong-ga] from Uganda ‘spoke eloquently on the
impact of AIDS on his country, and the progress Uganda has
made in dealing with the disease. Dr. Kiyonga, could you
touch on' the problem of vaccines and infectious diseases in
Africa? : -

‘[Dr. Kiyonga speaks for 3-4 mlnutes 1

Thank you, Mr..Mlnlster. Our dlscu551on cannot hope to deal

" with the wide range of health problems faced by many developing
countries. ' However at this point we have an opportunity to

focus on the issue at hand: developing vaccines and delivering

A - them to the world's chlldren

The follow1ng is very. optlonal -= only ask if tlme permlts

e [Only if time] Ask Brady Anderson ‘about health infrastructure.
Getting vaccines to children requires health personnel and
dellyery systems. _ What are we doing in this area7]'

Multilateral and:International‘Organizations~

e Carol Bellamy: how do you see.the role of UNICEF’'s in
promotlng development and delivery of Vacc1nes7

. Dr; Brundtland,_as Director-General of W.H.O and Chair of the.
Global Alliance on Vaccines and Immunizations, how do you see
the push for vaccine development as fitting into your
international ‘attack on diseases of poverty?




- REVISED DRAFT March 1,2000
Bnefing for the Presndent on the Millennium Vaccines Imtlatlve ‘

. You proposed a $50 million contribution to the vaccine purchase fund ef the Global
Alliance for Vaccines and Immunization (GAVI) in the FY 2001 budget.

Status: Discuésion of the new budget is just beginning in Congress.

. You proposed a significant increase m the FY 2001 budget for basic research on dlseascs E
- that affect developing natlons

Status‘ Same,

. You called on the World Bank and other multllateral development banks to dedlcate an
* additional $400 million to $900 million annually of their low-interest-rate loans to
expand immunization, prevent and treat infectious diseases, and build effcctlve delivery
systems for other basic health services.

Status: The'World Bank has expressed,a willingness to shift $1 billion over three years
for basic health care, through a revolving fund of Iow-‘interesm loans. . The Bank has
~ not announced any details of its plans. The Asian Development Bank also plans to
increase its lending for health, but it has not specified the amount of the increase. We are
seeking support from the other G-7 countries for this shift in priorities. :

. You proposed a-new tax credit for salcs of vaccines for malaria, tuberculosis, HIV/AIDS,
and any infectious disease that causes over 1 million deaths annually worldwide. Under

every dollar pald by a qualifying organization, such as
allocated-by-t for International Developme
$1 billion for 2002 through 2010 The credit would provide a specific and credible
commitment to purchase future vaccines, which would create a strong 1neent1ve to
accclerate vaccine research and dcvelopment

Status: We havc met several times with pharmaceutical companies to dlscuss thls
proposal. The companies would prefer that any new tax incenti ear-term
support for their R& [We will be working with Congressand

- the companies on this issue, but will not be sending up a new proposal. We expect that
the pharmaceutical compames will support the final form of the tax credit.




March 1, 2000
MEMORANDUM FOR GENE SI_’ERLINGzLAEL BRAINARD

' FROM: ROBERT WESCO:fT -
Subject: Vaccins‘ Meeting With Presidéﬂt on March 2

1. What is Happemng

The Premdent's mcetmg with the mternatlonal vaccine commumty w111 take place from 11 30to
12:30 tomorrow in the Cabinet Room. You will chair the meenng unt11 the Premdent arrives— .
probably about 20 mmutes into the meeting. ' :

: The list of announcements by the pharmaceutlcal compames is qulte unpresswe——donatwns of
vaccine to poor countries ("worth more than $150 million"), pledges to increase their research
comrmitments to vaccine that partlcularly affect poor developing countries, etc. The "Fact Sheet” -
that is attached details the main dehverables that the pharmaceuncal compames will be ;
announcing. :

e The list of attendees is 11tt1e changed since earller this aftemoon
Ne bies orovided by o9l ‘
* Note that we now are expecting Bill Gates, Sr to attcnd (Blll's famer who is actlve in hls'
charitable work ai. the Gates Foundatxon ) ' Coe T C

: 2 What to do to Prepare ‘

Through your preparatlon for the two meetings last week on vaccines, you know most of the
‘substantive issues here—the President's SOTU pledges, the budget initiatives, etc. We (Keri
Bernard, Laura Efros, and myself) have put to gether the attached suggested points for you to
make at the top of the meetmg . '

Aﬁer you speak you shouLdLalLonSecrnta_gy Shaiala, Sscrstary ‘Summers, and Ugandan
' AMmlster of Health nyonka !Kee-yong gal ,& indicated in the proposed pomts '

°* When the President joins the meeting, you should be prepared to’ prov1de a short o
: summary of what has been sa1d up to that pomt , '

e “You should read over the Proposed Pmnts for the Premdent to make when he joins the
meeting. It provides a good set of topics and questions for the meeting, and if the
President is running late, you should be prepared to start moving down his list.




You also should look over the memo from Ken to Sandy, which provides a good overview of
what is happening. Also see the current draft of the memo to the President frorn you, Sandy,

, Neal ‘and Mary Beth. v : )
‘Attachéd are the attached hst of parnclpants and the prehmmary seating chart (It was prepared
before you were set to run the meetmg from the. begmmng, so it will be natural fcr you to take

~ the seat that Podesta is listed at.) »

' - F mally, the Fact Sheet provzdes the list of dehverables from the phannaceutxcal ccmpames
Behind it are the individual press releases that the companies plan to hand out follcwmg the
meeting. T will be gettmg btograplues on the CEOs etc., shortly and Wﬂl send them overto
Melissa. - ‘ V : o : L

The meeting will end thh a press spray The Pres1dent s remarks are attached After that the
CEOs will step out31de and make more deta11ed eXplanatmns of what they are donatmg, etc..




 Summary of Vaccine Deliverubles

. POTUS Commltments

»POTUS announces new partnershlp with industry, foundations and mtemanonal

organizations to develop vaccines for AIDS, malaria, tuberculosw and other devastatmg
diseases. : '

- POTUS calls on Secretary Shalala to convene an experts meeting with industry to

) strengthen cooperation between industry and government on vaccine development :

POTUS hlghhghts Millennium Vaccine Inltlatlve announced at SOTU 1nclud1ng

. $50 M for vaccine purchase

o  Sharp increases in vaccine research at@@_i}_lxl increase for malaria, TB &
AIDS), . . . ) - ‘ i .

o -$1 B tax credit for sales of new vaccines; :

e Call to MDB:s to put $400-900 M annually into 1mmumzat10n mfrastructure

. Call to G 7 to join USG effort

Industry Commltments

Support for the Admmlstratlon

- All four companles rnake strong, supporhve staternents about the Pres1dent‘
Mill accin jve.

Pledge to expand vaccine research

Merck announces a commitment to develop an AIDS vaccine for strains of the vuus
Tpm— .
found n developmg countries, as well as the industrialized world

 SmithKline Beecham announces a commitment to expand its W_ne

: research prograrn and begin pediatric malaria vaccine tnals in Afrlca

Donations of the state of»the art vaccines and drugs

Merck will donate 1 million doses — worth SlOO million — of a vaccine for Hepatms -
B overa ﬁve -year pertod. ’ N .

Amerlcan Home Products will donate 10 1lhon doses of Hib vaccu;]e whlch

- protects chlldren from deadly strains of | pneumoma and meningitis,

. SmithKline Beecham renews. 1ts pledge to donat@ion worth of drugs for »

lymphatlc ﬁlanasxs (elephdntlas1s) ‘which destroys lives in 80 tropzcal countries.

) Aventls Pasteur w1ll donate 50 million doses of poho vaccine to ﬁve war-torm
- Afrlcan nanons R . '

——




