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Proposed participants in March 2 POTUS vaccine meeting

Total seats: 24 including POTUS ‘6\ W
Additional: 24 -:P

Senior Administration — 9 at table

CEOs -6
10. Aventis/Pasteur Merrieux Connaught -- Jean-Jacque Bertrand, President and CEO

11. Smith Kline Beecham/Glaxo — Jean Stephenne, President, SKB Biologics; to become
CEO
12. American Home Products/Wyeth Lederle — John R. Stafford
13. Merck — Ray Gilmartin, CEO
14. VaxGen - Don Francis, President
15. Vical — Alain Schreiber, President and CEO
or Gordon Douglas — Chairman of the Board

Foundations - 3 ‘ W
16. Bill and Melinda Gates Foundation -- Bill Gates, Jr. v \ W/
17. Rockefeller — Gordon Conway, President W —

18. Turner/UN — Charlie Curtis, COO; or Tim Wirth, President

International Leaders - 3 :
19. World Bank — Wolfensohn U\N “(/{7\_
20. WHO - Brundtland
21 UNICEF — Bellamy
51dent Chissano of Mozambique, Bishop Tutu, or African Minister of Health

e o delot uuhsatie

Others

Ebrahim Samba — WHO/A frica (would sit at table if Chissano or Tutu is unavailable)
George Alleyne - WHO/Western Hemisphere

Betty Bumpers/Rossalyn Carter

Jeff Sachs, Harvard H/ﬁ/

Seth Berkley — Int’l AIDS Vaccine Initiative U
Nils Daulaire - Global Health Council % (%%\ (

Rotary International - TBD
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Vaccine Foundation Meeting
Friday, Feb. 25, 2000

2:00 pm

Rooseveit Room

List of Attendees

Walliam H. Foege, MD, MPH
Senior Advisor, Bill & Meclinda Gates Foundation

Dorothy S. Ridings
President & CEQ, Counci] on Foundations

Elaine K. Gallin, PH.D.
Program Director for Medical Research, Doris Duke Charitable Foundation

Andrea Gay
Administration & Evaluation Officcr, United Nations Foundation

David Winters
Program Officer, Ford Foundation

Victor Zonana
Intermational Aids Vaccine Initiative

Eno Tsonyg
Kaiser Family Foundation

Debbie Knitt
David and Lucille Packard Foundation

Neen Hunt
Lasker Foundation
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Millennium Vaccine Initiative Meeting
U.S. Department of Treasury
February 25, 2000; 2:00 p.m.

AGENDA
l. Opening Remarks & Briefing on President’s Millennium Vaccine Initlative
(Larry Summers)

-- new financial commitment to purchasing and delivering existing vaccines in poor
countries '

-- increasing investments in health in developing countries
-- increasing basic research on diseases that affect developing nations |

--new tax credit for sales of vaccines for malaria, tuberculosis and HIV/AIDS, and any
infectious disease that causes over 1 million deaths annually worldwide

Il.  Administration Perspective (Gene Sperling)

lll. Discussion about Science as it Relates to International Health (Neal Lane)
V. Potential Role For Foundations (Anthony Fauci/Duff Gillespie)

V. Foundation Perspectives

VI. Next Steps
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February 24, 2000

MEMORANDUM TO CHRIS JENNINGS
FROM: JODI SAKOL
RE: VACCINES MEETING WITII FOUNDATIONS

Sheryl asked that I inform you that Scc. Shalala has decided to attend tomorrow’s vaccine
meeting. Please find a revised agenda attached. '

Also, Shcryl asked that I inform you that all the calls and invitations to this meeting were made
by White House Office of Public Liaison.

Please call if you have any questions. I can be reached at 622-0087. Thanks.
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Millennium Vaccine Initiative Meeting
- U.S. Department of Treasury
February 25, 2000; 2:00 p.m.

AGENDA
I. Opening Remarks & Briefing on President’s Millennium Vaccine Initiative
(Larry Summers)

-- new financial commitment to purchasing and delivering existing vaccines in poor
countries

- increasing investments in health in developing countries
-- increasing basic research on diseases that affect developing nations

--new tax credit for sales of vaccines for malaria, tuberculosis and HIV/AIDS, and any
infectious disease that causes over 1 million deaths annually worldwide

Il. Partnerships for prevention (Donna Shalala)

lll. Administration Perspective (Gene Sperling)

IV. Discussion about Science as it Relates to International Health (Neal Lane)
V. Potential Role For Foundations (Anthony Fauci/Duff Gillespie)

V1. Foundation Perspectives

VIl. Next Steps
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Vaccine Foundation Meeting
Friday, Feb. 25, 2000

2:00 pm.

Roosevelt Room

List of Attendees

William H. Foege, MD, MPH
Senior Advisor, Bill & Melinda Gates Foundation

Dorothy S. Ridings
President & CEO, Council on Foundations

Elaine K. Gallin, PH.D.
Program Director for Medical Research, Doris Duke Charitable Foundalion

Andrea Gay
Administration & Evaluation Officer, United Nations Foundation

David Winters
Program Officer, Ford Foundation

Viclor Zonana
International .Aids Vaccine [nitiative

Eno Tsong
Kaiser Family Foundation

Debbie Knitt
David and Lucille Packard Foundation

Neen Hunt
Lasker Foundation
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FACSIMILE TRANSMITTAL
COVER SHEET

DATE: Fehruary 28, 2000

TO: Chuis Jennings

FAX #: 202.456.5557 PHONE #.
FROM: Saba Brelvi

SendingX4 pages plus cover page

Note:

Chris,

Lauren T.eRay, President and CEO of Grantmakers In Flealth, forwarded your request for
information on funders iovolved in vaccine development to me. T am faxing to you a preliminary
list of funders involved in these efforts. Sorry about the delay in getting this information to you --
out annual meeting is beginning tomorrow down in Miami and the pace here is hectic, | am sure
that there are other grantmakers involved in vaccine reseacch, and will be happy to pursuce this topic
furrher if necessary once T return to the office.

Take care

Sincerely,

Sitha Brelvi

Program Assoctare
Granunakers In FHealth

1100 CONNECTICUT AVE, NW m SUITE 1200 = WASHINGTON, DC 20036 m 202.452.8331 & FAX 202.452.8340 m www.gih.org
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GRANT
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Helping grantmakery

imiproce the wation's healih

MEMORANDUM

To: Chris Jennings

From: Saba Brelvi

Subject: Foundation Involvement in Vaccine Development
Datc: Fehimary 28, 2000

Lauren LeRoy, the President and CEO of Grantmakers In Health, torwvarded
your request for information on funders invalved in vaccine development to
me. The following is a preliminary list of funders and some general
information on their areas of interest. '

FOUNDATIONS AND CORPORATE GIVING PROGRAMS

Bill and Melinda Gates Foundation
Seattle, WA '
206.709.3100
www.gatesfoundations.org

AIDS Vacecine

Awarded to the Internatonal ATDS Vaccine Initiative to speed development
of an AIDS vaccine. The grant will allow TAVT ro begin work on up to three
new vaccine candidates, in addition to two others TAVI is already funding.
Moving multiple vaccine candidates forward simultancously will yield the
fastest results. An integral part of the IAVI strategy is to ensure that the
vaccines will be available in developing countries at a rcasonable price.
Amount: $25 million

Malatia Vaccine

The Foundation created the Malaria Vaccine Initdative with a grant to the
Program for Appropriate Technology in Health (PATH) to accelerae the
development of promising malaria vaccine candidates. Funds may be directed
toward the support of laboratories, the coordipation and management of
pilot production and release of products for clinical trials, as well as the
design and executon of clinical trials in malatia-cndemic regions.
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Amouat: $50 million

Tuberculosiv V' acane

Awirded to the Sequella Global Tuberculosis Foundation (o ceéate the Tubereulosis Tnrernational
Vaccine Collaborative, The goal of the program is to specd up the development of one or more T13
vaceines that will increase the efficacy of the curtene BCG vaccine for children and reduce che
morhidity and maorrality of childhood ‘TB in ateas of the world where BCG is ineffecnive,

Amount: $25 million

The Rockefeller Foundation
New York, NY
www.tockfound.org

Punndeation-administered profect
Funding to undertake an inventory of public/private collaborations for vaccine research and
development,

Amount; $325,000

1 0rld Feealth Orpanization

. Continued support for the activines of the Children's Vaccine Initiative,
Amount: $575,000

. Continued support for its Global Programme for Vaccines and Immunization.
Amaount: $700,000

Tnternational A1DS L ascine Instiative,

for conanued funding of its activities to ensure development of safe, effective, prevenrive IV
vaccines for use throughout the world.

Amount: $1.2506,000

United Nations Foundation
Washington, D.C,
202.887.9040

www.unfoundation.com

Support to Sustainable 1 aceination Aclivities in Madagascar
Unired Nations Children's Fund (UNICIZF)
Amount: $630,000 aver three years

Strengthening Surveillance and Control of 1 accino-Preventable | discases
World Health Oreganization (WHO)
Amount; $5 million over three years

California HealthCare Foundation
Oakland, CA

510.238.1040

www,.chef.org
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(domestic vaccine development funding)

University of Californicy, San Irancisco

1o create the California HealthCare Foundation Administrative Office o dIILLt and manage the
Valley Fever Vaccine and ST Prevention and Conirol projects.

Amount: $2,924 982

[“alley Viever 1 accine Project

Grranrees: California State University, Bakersfield; University of California, San Francisco,
Department of Epidemioclogy andBiostatistics

To supportt the first phase of development of a vaccine against Valley Fever through a rwo year
program of coordinated rescarch with five leading scienrists in the area of research.

Amount $1.65 million

Until There’s A Cure Foundation
International ATDS Vaceine Inttiative
Amounc $550,000

ANIDS Vaceine Advocacy Coalition
Founded in 1995, AVAC is a coalidon of velunteer ddV()LlltL‘N lacated throughoue the country.
AVAC seeks to provide a well-informed, independent, and honest critique of current efforis by the
U.S. government, the pharmacentical and hiotechnology indusiry, and other secrors toward
developing an HIV vaccine.
Amounr: - $343,000

Metrck Company Foundation
Whitchouse Station, NJ
www.merck.com

The inbancing Care Initiative (IZCI)

Provides a grant to the Hagvard ATDS Institute, The initiative’s objective is to customize conerele,
practical improvements to help advance the quality, delivery and outcomes of HIV care in
developing countrics, Merek also supports AIDS vaccine rescarch.

Amount: $3 milhon '

National Foundation for Infectious Discases
Bethesda, MD

301.656.0003

www.nfid.org

'T'he mission of the National Foundation for Tnfectious Discases (NFID) is:

] (o support research thar will lead to a betier understanding of the causes, cures, and
prevention of infectious discases;

. ro encourage and sponsor public and professional education programs;

. tor ad i the preve nrion of infections diseases.

The foundation supports a number of vaccine-related programs, including an annual conference on
vaceine research,
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OTHER ORGANIZATIONS OF INTEREST

Funders Concerned Abhout AIDS
New York, NY

212.573.5533

E-mail: paul@fcaaids.org

Funders Concerned About ATDS mobilizes philanthropic leadership and tesources, domastically
and internationally to eradicate the HIV/ATDS pandemic and to address its social and cconomic
consequences.
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October 27, 1999 aC: ChrisJden nm&s /
o

Mr. John Podesta Dan M?/f’d?/\s 2l

President Clinton's Chief of Staff

207 \nieme
RE: Vaccine Tax Credit "}M M‘*——
Dear Mr. Podesta: ' &( L (A NL ?/%T\é

I enthusiastically welcomc the President's leadership on vaccine development, recently
demonstrated at the United Nations when he committed the United States to helping
stimulate private sector investment on vaccines for TB, malaria, and HIV.

I believe that the tax credit for vaccine development is doable this year. The Congressional
Rescarch Service has concluded that, "the proposed credits can be expected to spur increased
investment in vaccine R&D by the private sector," and "there is some reason to believe that
the proposed vaccine research tax credit wonld eventually be as cost effective as direct
spcnding by the federal government on vaccine R&D." Taking this single strong, affordable
step now will make a real difference in beginning to achieve the President's goal to stimulate
private sector investment in vaccine development. We urge you to place it on your priority
list for inclusion in the final budget agreement.

Again, I really hope that this tax credit can be implemented this year.
Sincerely,
Charles C.J. Carpenter, M.D.
Professor of Medicine
Brown University School of Medicine

Chair, NIH Office of AIDS Research Advisory Council

CCJC/bsr




Brown Um'versig/Miriam Hosaital 164 Summit Avcnue:i PIOVidcncci RI 02906

F A x Date:  10-27-99

Number of pages including cover sheet:

Mr. Jobn Podesta Charles C.J. Carpenter, M.D.

Phone: 202-456-6797
202-456-1907

Phone: 401-793-4025
Fax phone: 401-793-2099

[[] For your review O Reply ASAP O Pleasc comment
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VaxGen—

oCt ChniS ﬂ'emm'gs ‘/
Dan Mende (Sou)

Via facsimile (202) 456-1807
October 28, 1898

John Podesta

Chief of Staff

The White House
Washington, D.C. 20500

Dear Mr. Podesta:

VaxGen, Inc., as the leader in ¢linical research of vaccines to prevent HIV infection,
greatly values the President's leadership on vaccine development, as recently
demonstrated at the United Nations when he committed the United States to helping
stimulate private sector investment on vaccines for TB, malaria, and HIV.

| am writing to urge your support of the Lifesaving Vaccine Technology Act of 1888,
As you may know, the Congressional Research Service has concluded that, “the
proposed credits can be expected to spur increased investment in vaccine R&D by
the private sector." The CRS also reported that the proposed vaccine research tax
credit would eventually be as cost effective as diract federal spending on vaccine
R&D. Taking this bold, affordable step now will assure the President’s geal to
stimulate private sector investment in vaccine development is furthered. We urge
you to place it on your priority list for inclusion in the final budget agreement.

We also feel that continued work on other approaches to stimulate vaccine -
development and delivery is vitally important, and we ask that such efforts continue
under your leadership.

Thank you for your consideration.

Sincerely yours,

bosd—

Carter A. Lee
Senior Vice President
Finance and Administration

1000 Marina Boulevard, Brisbane, CA 94005-1841 TEL: (650) 624-1000 FAX; (650) 624-1001
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CC-Ch(is :Yenr\fr\ﬁs J
Chiron Corporation

Dan Mendelson 4560 Horton Street

Emeryville, CA 94808
510.655.8730

CHIRON

October 26, 1899

John Podesta VIA FAX
Chief of Staff 202-456-1907
The White House

Washington, DC 20515

. Re:  Support for Vaccine Tax Credit Legislation
Dear Mr. Podesta:

Chiron Corporation, headquartered in Emeryville, California, is a leading biotechnology
company which is developing innovative products for preventing and treating cancer,
infectious diseases and cardiovascular disease. We support The Lifesaving Vaccine
Technology Act of 1999 (H.R. 1274), which provides a 30% income tax credit for certain
qualified vaccines research and development costs. We believe this legislation provides an
important incentive for private sector investment in the development of vaccines for the most
deadly infectious diseases, such as malaria, tuberculosis, and HIV.

Similarly, the Congressional Research Service recently concluded that “the proposed tax
credits can be expected to spur increased investment in R&D by the private sector,” and
“there is some reason to believe that the proposed vaccines research tax credit would
eventually be as cost effective as direct spending by the federal government on vaccine
R&D."

We appreciate President Clinton's commitment to the stimulation of vaccine development by
the private sector. Implementing the tax credit this year would be strong and affordable initial
step toward the achievement of this commitment, and would clearly sighal the President’s
leadership on this important issue. We therefore urge you to place the vaccines tax credit
legislation on your priority list for inclusion in the final budget agreement.

Very truly yours,

CHIRON CORPORATION

&£ Lover

aﬁérover

Director, Government Affairs
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CHIRON FAX TRANSMISSION
Chiron Corporation
4560 Horton Street
Emeryville, CA 94608 Date: October 26, 1999
To: John Podesta, Chief of Staff
From: Jay Grover Company: The White House
Phone No: (510) 923-2483 . :
FoxNor . (310) 6545360 FaxNo;  202-456-1907
E-mail:  jay_grover@oc.chiron.com No. of Pages: (including cover sheet) 2
Message:
Please see the attached.

CONFIDENTIALITY NOTICE: The documents accompanying this facsimile transmission contain confidential information belonging to
the sender which is lsqally privileged. The information is intended only for the use of the individual or entity named above. If you have
recsived this facsimile in error, please immedatsly notify us by telephone at the number above,
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GlaxoWellcome Fax

Federal Government Relations

To Christopher Jennings,
Deputy Assistant to the
President for Health
Policy Development

From Sally Walsh
Director, Federal
Government Relations
Telephone (202) 715-1000
Fax (202) 715-1001

The infofmation contained in thesc documents is confidential and may also be

2/24[00

No. 9563 F /3

202-456-5557 Mission

Glaxo Wellcome is a
research-based company
whost people are
committed to fighting
disease by bringing
innovative medicincs
and services to patients
throughout the world
and to the healthcare

providers who serve them.

Valucs

High Standards
Valuing Customers
Valuing Pcople
Teamwork
Embracing Change
Achievement

Corporate Citizenship

privileged and is intended for the cxclusive use of the addressee

designated above. |f you are not the addressee any disclosures, reproduction. distribution, ar any other dissemination or use of this communication is
strictly prohibited. If you have reccived this transmission in error please contact us immediately by telephone so thst we ¢an arrange for its recurn.

Glaxo Wellcome Inc.

1500 K Street NW Telephone
Suite 650 {202) 715-1000
washington, DC 20005

Fax
{202) 715-1001

E-mail
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INTERNATIONAL PHARMACEUTICAL ARROSOL CONSORTIUM

Metered Dose Inha!erTrans1t|on lssues
-at the I Ith Meetmg of the Parties

Be‘:ijing,'Ch_ina'.-,— 29 November - 3 Decémber._ l 999

IntroducUon

A the 191 Mee Lm), af th Open -Ended \Y/orkm[; (JI'OUP R

(OL\VG m]unc 1Y99. thc‘ delegates:

. forwardcd For consideration by the. Pame< adrafc dLClblOﬂ

incorporating. mcommcnd.mom of the Teclmology ard

Economic Assessment Panel (TEAP) conceening a glob-.

al f-ramuvork for_ (ht fransition to C,Fk, F\'C!. MDh

(Decision XI/15); andl

‘. rqcomm—cl\_dc-d o the Paries that MDls be desi.gl_\atui-arl.
~ essential use of CFCs for 2001 and thiat CFC volumes for .
T MDls be approved for that year (Decision «1/43).

The InLcrnauoual P]xarmaceuucal Acroml Qmsoruum'

(IPAC) requests-that the ) 1th. Meeting of the Partics adopt:

(i) Decision X1/15, incorporaring TEAP's recommendations -

concerning a global transitioi framework and (i) Decision

2001

.Protocol Transmon Framework

tion to CFC-fréc MDIs. -At the 19th OEWG Mecunc

 Costa Rica propased ‘a decision that incarporaces many of
TEAP's recommendations. This decision | ‘would. underpin

nauonal tracisition, strategies and cnsuce that théy would

’ pFO\ldL flexibilivy (or each-Paay to 1mp|:_mem a nauonal
-stratepry in hight of it unigue tepulatory’ strucrute, level of
: ...Lcnnnmu: dt_vdopm( nf, and-requirements for Pﬂrlenl Cal'ex

- 'hv."r.;l(:mcnrs propn?«‘d_byvDcti:ioi\ .\':1/15 inc.ludc.:

. Mu:L.mu 1w discourage the nuroducnon of new (“FC‘-conf
aining p«rodm s ' '

As TEAF norted, continued Z!pp_rnval-\nl; new CEC-contain-

" ing MDs s likely to discourige reformalation efforts and
“impede the MDI cransinon. 1t would also raise doubes in the

“minds of physicians and pavenrs about whether a change in
medications will actually he required. Finally, continued -

appraval of new CIC MDIs wauld create health risks and
contusion Jor paticnrs who would need te switch medica-
flans wice ~— ance ra the new CFCecontaining MDI and a

" second time 1o a ClC- free MDLL

- from cxporung LDL’InLrlPo Lo lmpor(mg counules,
Prococol - transition framework.
) Parues wl\en_ oSt I\'{DI. CUneml) are mdnufm turLd wr”-

“authorising Lxuulmi use allowanccs for the year -

: : '.CFC MDIs w0 chac country. | As patt of a
“Inics Apnl 1998-and 19‘)9 l(t-poru TEAP lequcsccd H‘\ﬂf .

-the Parties considec a plobal framework to guide the transi-’

_transinon should be complctu{.
endation, provided the rarget date is strugrured as a floxi-

PAC thutﬁlru requests tha the Partics not allocate essen-

0

[y

tial use volumes for new (_Ff_. ptOduLL\ dppva,J afcer che -

i llch Mceting of the Partics, unless the new product rt_p'r_-.

sents a sxgmﬂcam therapnuuc advanu:

L Mcmures w address cxpcms and. zm])or[s aj’CFC‘ MDh

TEAP cited EhL nud to addruso [r’msmon issues. Llut Lrdn-
seend nauonal boundaries, such as Llu_ fAow of CFC MDDy -

Thc non-Article 5(1)

Likely complcu. their domestic transition ra CFCfree MDls

tn’\;'

before many of the P'lmes that rely on imported CFC MDIs

Paucnt care m lmpanmL_ counmc_s TG qulrcs an unlntcrrupr-
ed supply of csscnnal M5 until the wansition is completed
in those counmes For that reason, the transition franie-

', work should urge essential use n0mlnatmg, Partics to provide
- for the contibived cxpott of CFC MDIs, as long” as they

remain eS‘CnELﬁl in thk,SC lmpomnn CO\IH[F\?ﬁ .

L thu. hov-vever, .I:hL 'LmnaiLion 15} CFC l- ee MDlS is com-
pleced in.an lmp(!rllnb country, TEAP, recommended thac

narional measutes be adppred to:stop the inward Aow of
a transition. rame-

wark, IPAC supports measures to discontinue aUthOrlalElOl\
of essent[a\ u:c volumu for thc manuf-lctuu Of any CYC

MDI for export to any country Whlch has determined dhat -

product ta be non-essential, IPAC afso’ believes that the

- Parties themselves should “discontinue the allocation of

esscntial use ﬂnOWdh\_cH previously apprqved by the. Partles

-for any such product\ '

. Developr_rient of m'n'r)ml transition strategics

their own nationsl and regional transition serarepies. TEAD
noted chac for some countries, if a nadonal ceansirion stearery
had heeir in place, it may have rrigpered a ceduetion in cssen-
tial use requests. IPAC.supports TEAPS tccommendation.

TLAPD also recopunended having a Protocol goal for com-
order to give physncnns and ather health professionals m

those eountries a'sense of che averall timing in which the
[TAC supporrs this recon-

- In both the 1996 and 1999 Repors, TEAP encouraged -all -

) Partics. including Ari:d( 5(1) and CEI Parties. 1o develop

- pleringthe wansition in non-Acticle 5(1) Pacties by 2005 in -
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ble goal, which can be reassessed periodically in light -

ofuncertainges in development and approva? and
patient accepeance of CFC {ree MDI products.

. .Euiderice of sausfactory progress in‘_-('}lc tran;iu'on

TEAF iccommended thar as a condicion for the autho-
risstion ol essential use 'volt]mcs the Parties should
verify whecher manufacturers ace actlvcly pussuing -
research and development cforts on non- -CIC alter-

Jnatives of actively entering into llCCDSlm_, arrange-

ments. Suclia measue will send an appropriate signal
to all MO manulacurers thar they wust tkp&diLiOuSly

_pursue developmént. of non-CFC alternarive trea-

Iments. IPA(‘ aprees wL(h tlns rccommendauon

 Measures 10 encourage Lhz Tapid imroducrion' of CEC-

frn inhalers and (cchnolomes ingo Artcle’ 5(1) and
C,E:II' Parues .

Inics 1999 Report, TEAT r-.commendcd encouraging

“a rapid incroduction of CFC-free mhalers and tech-

5(1) 1) and CEIT Parties." - IPAC
fully siupporcs this tecommendation, and [PAC' mem-,
bers stand ready to assist Article 5(1) and CEIT
Parties in their transition effdres. IPAC believes thac
asmoarh and paticne-protective cansition can bese be.

nologies into Article

" accomplished by devcloping national- trmaltlon

slrategies that mclude measures for encouraging edu-
cational programs for “health profcl;smnals a,nd
p'itanLS in (hmz counLnes

TEAP 1 (_on\nu_nd(_d that Partics consider assié[ing
Article 5(1) and CEIT Parties w© devclop national
Iransition straregics from the Mulcilateral Fund.

IPAC believes thar whether the. Mulnlateral Fund is

the appropriat: vehiclé for such assistance should first

“he ‘assessed by thée Executive Commlrtcc to. the

MululaLc(al Fund, as pro\lldt.d for in Decmon XIS,

. Rr_umncbb_ smucgu usewe;

v ln its April 1999 chmt. TEAP notcd that s:mteg\c

" reserves “of tcasonable size are prudent to safeguard
“public_health needs.”

TEAP also-expressed concem,

however, that stracegic teserves, if maintained ac unrea-

sonably high levels, co‘u‘lt':l impede the MDI transicion.

IPAC members have made the following conunit-
ments concerning CFC stratepic.reserves:

-+ Members of IFAC will not maintéix_w strat.émc
“reserves heyond reasonable levels as devennined by -

the nomimating Parcy;

= Muwmbers of IPAC will decreasé stracegic reserves
it conjunction with decliming annual requirements

* of the Parties adopu:

No QERS  F 3/%

lor Cl'Cs, with the goul of completely eliminating
strategic reserves by the- comple(mn of the MDI
wansition; and

‘o Members of 1IPAC will destroy any strateme

reserves remaining at b close of the MDI transi-
" tion, using UNEP '\pplovcd lLLlln()l()y'l&\ or trans-
-fer them as pr()\udr_\] by the Parcies.

[PAC wl‘l"orw Decision XI/15% inclusion of these
commitments so [h’lL chey apply Lo non- H’AC mem-
bers as well.

" Inter-MDI uml[)(mv trarfers of essendal use CFC
vo(umﬁ '

In s 1998 Report, TEAD recommended chat I‘_arLiés
consider “developing a process that allows mov cment
of CFCs between MDI manufacturers (holding] ad
authorised essentisl use exemption.” This app[‘oag,h'
would wvoid 1he adverse environmental impacts ‘of
. CFC.destruction. It would also reduce the need for
additjonal producrion of new CFCs. M’AC recom-
mends char the Protacol transition framewotk include

. a provision allowing MDI companies wo wansfer CFC

valumes, subject 1o essential use lunits.

APAC thc'rgi'orc-_fcqq;sts: that the Parics adspt

Decision XI/15 to establish 'a Protocol transition .-
framework incorporating TEAP'S recommendatjons

- at their 11th meeting in Beijing, China.

‘Essential Use Allowances

2001 Nomiations

ln s April 1999 Repon TEAT leuomn\cr\dcd rhac
the MDI be devipnated in essencial use of CRCs
through theéyenr2001, and that CFC volumes nomi-
nated by the Luropean Union, Japan, Hungary, and

" the Unuted Srates.be authorised for the manufacture

of essenial products in ¢hic year 2001, The  15¢h.
Meetmg of the OEWG forwarded this recammenda-
tion far appzoval_ by the Pi\ltx_es at chicir 1(th Meeting

as Deeision XI/13. 1PAC requests that the Parties
adopt this decision. ' .

Conclusion

IPAC request: that the 1ich Meeting
(1). Decision XI/13; iricorporat-
ing TEADP's recommendations concerning -a global-
transition. framework; and (i) Decision X113, 'auth'lo-
rising essenrinluse allowances for the year 2001

In conclusion,
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ORIGINAL: ENGLISH

ELEVENTH MEETING OF THE PARTIES TO THE
MONTREAL PROTOCOL ON SUBSTANCES
THAT DEPLETE THE OZONE LAYER

Beijing, 29 November - 3 December 1999

[DRAFT DECISIONS]

The Eleventh Meeting of the Parties decides:

[Decision XI/15. Measures to facilitate the MDI traunsition

Having_reviewed with appreciation the assessment by the Technology and Ecomagnic
Assessment Panel (TEAP) on the transition to CFC- free treatments for asthma and
chronic obstructive pulmonary disease and the Panel's recommendations for a transition

framework under the Montreal Protocol that facilitates a rapid CFC phase- ouf while
protecting patient health;

Noung that thc Technology and Economic Assessment Panel has predicted that, by the
year 2000, the transition will be making good progress in Partics not operating under

Article 5 and that, by the year 2005, there will be minimal nced for CFCs for metered-
dose inhalers in these Parties;

I To urge all Partics not operating under Article 5. and to encourage I'arties opcerating
under Article 5, (o develop and implement national transition strategies, with the goal of
completing the transition in their domestic markets as expeditiously as possible while
protecting patient health;

2 To require each nominating Party 1o apply the following criteria, in addition 10 the
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criteria in decision TV/25, to determine essentiality for purposes of Article 2 of the
Protocol:

(a) That the MDI product for which quantities of CFCs are requested:

(i) Has been approved by the Party's national health authority
prior to the Eleventh Meeting of the Parties to the Montreal
Protocol, unless that authority has determined that the product
will serve an otherwise unmet medical need;

(i) Is not intended for export to any other Party that has

determined the product to be non-essential and has so notified
the Secretariat;

(b) That the company requesting the quantities of CFC demonstrates that it is:

(i) Actively pursuing research and development for CFC- free

- alternatives for its products, individually or jointly with another
company, or engaging in good faith legal negotiations with
another company in order to obtain such altematives;

(i) Not increasing its strategic reserves of CFCs beyond
reasonable levels, as detetmined by the nominating Party;

(iii) Decreasing its strategic reserves of CFCs in line with
declining annual demand for CFCs;

(iv) Committed to, upon completien of its MDI transition,
destroying any of its remaining strategic reserves of CFCs, using
technologies approved by the Protocol, or transferring such

remaining reserves in accordance with paragraph 5 of the
present decision,

3. To urge each nominating Party to apply the criteria in paragraph 2 of the present
decision with respect to essential uses already authorized by the Parties but not yet
allocated to MDI companies by the nominating Party;

4 To strongly urge all nominating Parties to continue to nonunate and license the
quantitics for use in CFC- containing MDIs for export to other Partics, except for
products which the importing Party has determined to be non-essential;

S Yo allow transfers of CFCs for essential uses between MDI companies as a means of
avoiding production of new CFCs, provided that the recipient company has the essenual-

nse authorization and that any such transfer is subsequently reported in the essential-use
accounting {ramework,

6 To request the Executive Committec of the Multilateral Fund for the implementation of
the Montreal Protocol to assess the need for financial and technical assistance for Parties
operating under Article § to develop and implement national transition strategies, and to
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report to the Twelfth Meeting of the Parties on the results of this assessment;

7. To request the Technology and Economic Assessment Panel to revise its Handbook on
Essential Use Nominations to incorporate the criteria in paragraph 2 of the present
decision and to utilize these critena when reviewing essential-use nominations;} .

(Source: para. 138 of the report of the nineteenth meeting of the Open-ended Working Group and
UNEP/OzL Pro/WG. 1/19/CRP. 1, introduced by Costa Rica)
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21 September 1999
Mr. Ibrahim Abde! Gelil Mr. Jukka Uosukainen
Co-Chair, Open-Ended Working Group Co-Chair, Open-Ended Working Group
¢/o Egyptian Environmental Affairs ¢/o Ministry of the Environment
Agency Deputy Director, International Affairs
30 Misr Helwan El-Zyrae Road, Maadi P.O. Box 399
Cairo, Egypt 00121 Helsinki, Finland

Re:  Support for Montreal Protocol Decision to Facilitate the Transition to
CFC-Free Metered-Dose Inhalers (MDls)

Dear Mr. Gelll and Mr. Uosukainen:

We represent some of the world's leading patient groups and medical
organisations. One of our primary missions is to protect and enhance treatment of the
more than 600 million people worldwide who suffer from asthma and other serious
respiratory diseases. Patients and their care-givers have a strong interest in a smooth
transition to CFC-free MDIs. We are therefore writing to request your support for
Decision XI/15 establishing the TEAP recommended “Protocol transition framework”
at the 11th Meeting of the Parties in Beijing.

A Protocol transition framework is now needed to provide predictability and
assurance to all stakeholders. With the framework in place, healthcare professionals
would know how much time they have to convert patients to the new products. [t is
vitally important that patients and physicians receive clear and consistent messages
about the transition. For instance, making newly-approved CFC MDIs available to the
patient community, while educating them on the need to transition, is confusing and
counterproductive.

Given patient loyalty to existing products, gaining widespread patient familiarity
with and confidence in new CFC-free products will require a systematic, cooperative
effort on the part of healthcare professionals, pharmaceutical companies, and the
government. The guidelines provided by a Protocol transition framework would
greatly bolster stakeholder efforts to facilitate the completion ot the transition.

As you know, the Technology and Economic Assessment Panel has
recommended the adoption of such a transition framework to underpin national
transition strategies and ensure that they are complementary. The transition framework
recommended by TEAP in its April 1998 and 1999 Reports includes measures tor (i)
ceasing the introduction of new CFC-containing products, (ii) making availability of
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Mr. Ibrahim Abdel Gelil
Mr. Jukka Uosukaincn
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essential use allowances contingent upon active pursuit of CFC-free alternatives, (iii)
specifying a goal for completing the transition, (iv) ensuring a continuous supply of
MDIs to Article 5(1) Parties, and (v) prudent management of strategic CFC reserves. At
the 19th Meeting of the Open-Ended Working Group in June 1999, the delegates
forwarded for consideration by the Parties draft decision XI/15 incorporating the
recommendations of 1TEAP concerning a transition framework.

We urge the Parties to adopt Decision XI/15 establishing a Protocol transition
framework consistent with the TEAP recommendations. We stand ready to work with
you further on this important issue. Together we can achieve our commonly shared
goals of protecting the health of respiratory disease patients and the environment in
which they live.

Very lruly yours,

Allergy and Asthma Network/Mothers of
Asthmatics, Inc.

2751 Prosperity Avenue, Suite 150

Fairfax, Virgirua 22031

By:  Nancy J. Sander, President

American Academy of Allergy, Asthma and
Immunology

611 East Wells Strect

Milwaukee, Wisconsin 53202

By: James Kemp, President

American College of Allergy, Asthma and
Immunology

85 West Algonquin Roead, Ste. 550

Arlington Heights, Illinois 60005

By: Robert Miles, President

American Lung Association

1726 M Street, N.W.,, Suite 902

Washington, DC 20036

By:  TFran Du Melle, Deputy Managing
Director

American Thoracic Soctely

1740 Broadway

New York, New York 10019

By: Carl Booberg, Executive Director

Asthma and Allergy Foundation of America
1233 20t Streel, NW, Suite 402

Washington, DC 20036

By:  Mary Worstell, Executive Director

Cystic Fibrosis Foundation

6931 Arlington Road

Bethesda, Maryland 20814

By:  Robert |. Beall, President & CEO

Joint Council of Asthma, Allergy and
[mmunology

26 Juniper Road

Weston, Massachusetts 02193

By:  Albert Sheffer
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cc:

Mr. KM, Sarma
Executive Secretary
The Secretariat for the Vienna Convention and the Montreal Protocol

Dr. Stephen O. Andersen
Co-Chair
Technology and Economic Assessment Panel

Dr. Suelv Maria Machado Carvalho
Co-Chair
Technology and Economic Assessment Panel

Dr Lambert Kuyjpers
Co-Chair
Technology and Economic Assessment Panel

Mr. Jose Pons Pons
Co-Chair
Aerosols, Sterilants, Miscellaneous Uses and CTC Technical Options Comumittee

Dr. Helen Tope
Co-Charr
Aerosols, Sterilants, Miscellaneous Uses and CTC Technical Options Committee

Dr. Ashley Woodcock
Co-Chair
Acrosols, Sterilants, Miscellaneous Uses and CTC Technical Options Commuttee

DCO09L0L D
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AMERICAN ACADEMY OF ALLERGY, ASTHMA AND IMMUNOLOGY

5T e D

James P. Kemp, MD FAAAAI
President, AAAAI
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Congress of the United States
Wlaghington, BE 20515

November S, 1999

Madeleine K. Albright
Secretary of State
Department of State

2201 C Street, N.W.
Washington, D.C. 20520

Dear Secretary Albright:

As you know, the 11™ Meeting of the Parties to the Montreal Protocol on
Substances that Deplete the Ozone Layer will convene November 29, 1999, At that
meeting, the Parties will consider a proposed decision put forward by Costa Rica
("Decision X1/15") that seeks to facilitate the transition to CFC-free metered-dose
inhalers (MDIs). With the exception of two unacceptable provisions noted below,
we believe that this decision would serve the goals of the Montreal Protocol while
protecting patients that use MDfs. We therefore urge the U.S. delegation to the 11
Meeting to actively seek adoption of this decision with the two changes noted below.

First, the second preambular scntence in the decision refers 10 a prediction by
the Protocol's Technology and Economic Assessment Panc! (TEAT) that "by the year
2005, there will be minimal need for CFCs for metered-dose inhalers in (developed
country| Parties". As it is written, this paragreph could be interpreted as signaling
that the transition must be completed in developed counties by that date. However,
the 1999 TEAP Report caveats its assessment by stating that "{r)emaining technical,
patent, safety, and regulatory issues for some cammonly used drugs still make it
difficult to predict the schedule for full phaseout with precision.” Therefore, the
sccond preambular pacagraph in Decision XI/15 should be delcted. or at a minimum,
revised to reflect this uncertainty in predicting the completion of the transition in
developed countries.

Secand, paragraph 2(b)(i) of Decision XI/L5 would establish, as a condition
of esscatial use status, that the company requesting cssential use CFC quantities must
demnonstrate that it is “actively pursuing research and development for CFC-free
alternatives for its products . . . ." However, the judgment as to the adequacy ofa
company's R&D program >hould be Jefl for national authorities -- not ceded to an
intenational body. A prior Protocol decision already contains an “active pursuit”
provision, which obligates Parties to request that companies show that they are

PRINTID OWN BECYTLED VaeCR
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Secretary Albnight
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Page 2

conducting R&D on non-CFC alternatives “with all due diligence™ (see Decision
VII/10 par. 1). That provision in Decision VIII/10 -- unlike paragraph 2(b)(i) in
proposed Decision X1/15 — puts the locus for the assessment where it should be, at
the national level. Therefore, paragraph 2(b)(i) in proposed Decision X1/15 should
be deleted.

As noted at the outset, we believe that, with the exception of the two provi-
sions noted above, Decision X1/15 is sound. We therefore urge the U.S. delegation
10 scek the two changes discussed above prior to and during the negotiations, and to
actively support adoplion ot Decision XI/15 by the 11* Meeting of the Parties.

Thank you very much for your consideration and atlention to this matter.

Sincerely,
Michael Bilirakis John D. Dingell '
Chairman, Health and Ranking Member
Fanvironment Subcommittee Committee on Commerce

27

i "Burr Ron Klink 74
Meémber of Congress Ranking Member
Oversight and Investigations
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CcC:

Membef of Congress

/I

Mark Fole;
Member of Congress

Carol M. Browner, Esq.
Administrator

Environmental Protection Agency
Room 1200 ST/1101

401 M Street, S.W.

Washington, D.C. 20460

Janc¢ Henney, M.D.
Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockviile, MD 20857

George Frampton

Mo, 9570 P 10/18

(i o]

Chris Smith
Member of Congress

%Lg/

Patrick Kennedy
Member of Congress

Chairman of the Council on Environmenial Guality

Old Executive Office Building

17* Sueet and Pennsylvania Avenuc, N.'W.

Washington, D.C. 20510
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"EDWARD M. KENNEDY
) MASSALHINYTTD

Anited Srates Senate

WASHINGTON, DC 20516-2101

December 1, 1999

Madeleine K. Albright
Secretary of State
Department of State

2201 C Steet, N.W.
Washington, D.C., 20520

Dear Madeleine:

I'm writing in connection with the ]1th Meeting of the Parties to the Monteal Protocol
on Substances that Deplete the Orzonc Layer, which convened earlier this weak. The Parties are
considering a decision (Decjsion X1/15) that will facilitate 2 phase-out of chlorofluorocarbons
used in meteyed-dose inhalers (MDIs) while protecting patient health.

I believe that Decision XI/15 is a well thought out proposal that has wide support from
the entire spectrum of those interested in this issue. The Decision has the support of major
regpiratory physician and patient organizations (sce Attachment 1). In addition,
environmentalists and MDI manufacturers, including the two largest generic MD] producers,
support adoption of the Decision (see Attachments 2 and 3). My colleagues in the House (see
Attachment 4) have urged the U.S. delegation 1o yeel two changes to Decision XI/1S5 and actively
suppost jts adoption at the 11th Meeting of the Partjes,

It is clearly our obligation to serve the needs of patients who rely en MDIs to breathe,
Full and active support of their request for adoption of the Decision at this curent Montreal
Protocol meeting is essential. Ijoin my colleagues in the House and vrge the U.S. delegation to
actively support Decision XI/15.

Respectfully,

h’!— %
Edward M. Kennedy

ce: Jane Henney, Comnmissioner, FDA
Carol M. Browner, Administrator, EPA
George Frampton, Chairman, Council on Environmental Quality
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November 16, 1959

Ms. Carol M. Browner
Adminigtrator

Enviropmental Protection Ageney
201 M Stueet, S.W.

Washington, D.C. 20460

Mz. George T. Frampon, Jr.

Chair, Council on Envitoumental Quality
722 Jackson Place, N.W.

Washingron, D.C. 20503

Dear Ms. Browner and Mr. Frampton:

Lazez this month, the parties to the Montreal Protocol on Substences, Thit Deplete
the Qzone Layer ("Protocol”) will be macting in Beying, China o copgider a pumbey gf
tmportant measures ta reduce the use of chemicals that deplete the 0zone layer, Whilgmany of
the underdigned organizations bave previously contacted the administration or other Rrotocol
parties about thege injtiatives, we 4o now wriing &S a group to urge the U.S, delegation 1o this
meeting to support adoplion of Decision X1/15. That Deoision would establish additions] criteria
and & oghter framawork for phasing-out the use of chlorafleorocarbons (*CFCs") in metered
dosc inhalers ("MDIs").

Spectfically, Decision XI/15 would, amang other things, limit the cogditions
under which CPCs ean be granted for any new MDI products, The Decision would also require
each company seckiag the production of CFCs for MDIs to demonstrate that it is acively
pursuing development of CFC-free alternatives. These additional requirements would smengthen
the existing cteria governing allocatan of CFCs for MDIs under the Protacol, which were
adepted by the Protocol pardes in 1992 (Decision IV/2S5) and revised in 1996 (Decision VIIV/0).
Although seme administraton officials contend that Decision X1/15 adds nothing new to the
existing scheme snd they appear ready to oppose thiz measure, we believe that this Decision 15
vitally important 1o achieving the objectves of the Protocol.
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Indeed, Decision XI/15 would not only expedite the phasc~ow of CFCg in MDls
-- it would esmblish 8 trgnsition framework tat provides predictabifity ta paticnts who use MDIs
and physicaas that prescnibe such drugs. For this reason, viraally all of the major paticnt
groups and modical arganizatians conoerned with asthma and other respiratory discases have
expresecd thar strong support far Decision XI/1S. As you will see from the attached leter, these
organizanans arc troubled by the current regulstory scheme, which subjects parients to
substantial confusion and {nvolves intenm switches to new CFC-containing MDIs that provide
o aew therapeutic advance over exdsting products.

On a broader policy level, we believe that oppositon w Decision XI/15 will
wnevitably make it more difbeult for the Urnited States 10 press ather parmies to eliminaw
producton of CFCs and other azane depleting gubstances. The quandty of CFCs that the United
States seeks for MDIs cach year acmally exceeds the amaunt of CFCs used by perhaps &s many
as ooe bundred developing couvnmics. Ifthe U.S. delegadon resists measures 1o phase-out the use
of CFCs for MDIs;, it will be in & weak position t abject 10 requests from other counmies
continve their use of even smaller quamities of ozoue depleting substancas. Of course, the
cumulative impacts of such actons will fucther delay the recovery of the ozone laycr.

Accordingly, wWe songly Urgo you 10 ensure that the Uanied States supports
adopdon of Decision XI/15 ar the fortheoming mertng of the Frotocol partics.

Sineerely,
Annic Petsonk Jessica Vallene Revere
Toteroagonal Counsel Amnosphare Campaign Director
Environmental Defense Fund Frieads of the Earth
Dan Lasboff Christopher Ball
Scaior Scieatist Director of Outreach
Naniral Resources Defense Council Ozonc Acfion
Karco Hopfle-Harris Keaneth A. Cook
Associate Director for Policy President
Physicians for Social Regpanaibylicy Envitonmental Warking Group
Jaseph Mendelson
Legal Dircctor

International Center for Tochoology Assessment
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Enclosre: as suted

copies: Charles Burson, Office of the Vice-President
Robert Pexciasepe, EPA
Paul Stolpman, EPA
Drustlla Hufford, EPA
Paul Horwitz, EPA
Tan Bowles, CEQ
Frank Loy, Deparment of Swute
David Sandalow, Depantment of Staws
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