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Division of Dockets Management
Food and Drug Administration

5630 Fishers [ane, Room 1061 (HFA—SBS)
Rockville, MD 20852

Re: Docket No.. 20051\'4)479 International Drug Scheduling;

Convention on Psychotropic Substances; Single Convention on
Narcotic Drugs; Butorphanol; Delta-9-tetrahydrocannabinol
(Dronabinol); Gamma-Hydroxybutyric Acid; Ketamine; Khat;

Tramadol; Zopiclone; Buprenorphine; Onpavme. 70 Fed. Reg.
73,778 (Dec. 13, 2005).

Dear Sirs:

Hyman, Phelps & McNamara, P.C. requests that the attached letter be submitted to the
record in the above-referenced docket.

HYMAN, PHELPS & MCNAMARA, P.C.
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BAY MENE HEARTH CRISS

January 22, 2006

Director General

Dr. Lee Jong-Wook

World Health Organization
CiH~1211 Geneva 27, Suisse

Dear Dr, Lee:

We have recently learned that the thirty-fourth Expert.Committee On Drug Dependence

(ECDD), which will meet in Geneva on 28-31 March, has included on it agenda a “final

decision” on the rescheduling of buprenorphine, a medication used for pain relief and for
the treatment of opiate dependance. We understand that under consideration is whether
to place buprenorphine ‘under the stricter 1961 Single Convention on Narcotic Drugs.

We believe that the rescheduling of buprenorphine will have serious public hesith and
human rights implications and that WHO has not allowed sufficient time for full
consultation and for scientific scrutiny of this proposal, ‘

We urge that conslderation of bupren@rphiné be pastponed for a later meeting of the

In keeping with WHO guidelines, postponement wauld allow proper scrutiny of the
sclentific, public health and social issues raised. A decision by the committee without
such a review would appear to violate the spirlt and intent of WHO's guidelines
(Guidelines for the WHO Review of dependence-producing psychoactive substances for
international control, WHO/EDM/QSM/2000.5), \ ‘

At the request of the International Narcotics Control Board, buprenorphine was
considered for rescheduling in.2002. At that time, the committee did not make a
decision on rescheduling buprenorphine. '

WHO guidelines note that the ECDD has to undartake a ‘pre-review' and then a ‘critical -
review' as part of the process of considering a drug for scheduling. This does not appear
to have happened ahead of the March 2006 meeting. The guldelines do not authorize
holding data over from previous mestings. This is particularly important when significant
new data hecome avallable. ‘Further, in other instances where drugs have been
considered for scheduling more than once, as with diazepam, critical data review has
occurred in advance of each discussion. - :

This is far more than a technical issue. Buprenorphine is increasingly used world wide in
the treatment of heroin dependence, especially in countries where medical prejudice or
laws and regulations have restricted the availability of methadone. Further,
buprenarphine has become an increasingly. important component of HIV prevention and
treatrnent efforts, used to reduce HIV risk and increase adherence to antiretroviral
medications. In a time when contarninated injection aquipment accounts for large
numbers of HIV infections, and the largest share of infections in many-countries of Asla
and the former Soviet Unijor, the new reporting requirements and restrictions that will
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come with rescheduling may sharply decrease access to an effective measure to reduce
risk of bivod~borne iliness.

We understand that some governments have. objected to the short notice about the
hearing. WHO Guidelines note that there also should be systematic collection of relevant
information from non-governmental organizations. We are not aware that this has
happened. The WHO website has no infermation about the agenda of the proposed
meeting in March. We have not;seen the data submitted to committee members that
reflect currant knowledge or praatlces. Communities and crganizations. impacted by the
decision have not had the chance to comment. This is a marked and ironic contrast to
the consultative process that WHO's expert committes engaged in prior to addition of
buprenorphine to WHO’s List of Essential Medicines in 2005.

We strongly urge you to share this letter with the chair and members of the WHO
Executive Board when they meet from- Januarv 23-28, 2006 in Geneva.,

Postponing discussion of buprenarphme to a later meeting of the ECOD will aliow
adequate public notice, sc‘entlﬁq review of current data, and consultation with NGOs and
others whose work will be affectad by the ECDD recommendation. Any decision of the
committee reached without due regard to openness, consultation and consideration of
current data will be open to challenge. In the case of buprenorphine, a hasty decislon to
reschedule may also mean increased HIV Infections, greatly iimited access to opiate
dependence and antiretroviral treatment, and mare lives lost in violation ‘of drug users’
fundamental rights to health and. life.

Sincerely,

Prof. Gerry Stimson, Executive Director
International Harm Reduction Assoclation

Daniel Waolfe, Deputy Director
International Harm Reduction Development Program
Open Saociety Institute

Maure Guarinierl, Chair
Global Network of People Living with HIV and AIDS (GNP+)

Raminta Stuikyte, Executive Director
Central and Eastern European: Harm Reduction Network

Joanne Csete, Executive Director
Canadian HIV/AIDS Legal Network

Joseph Armon, Directar
HIV/AIDS, Hurnan Rights Watch

Ton Smits, MPH, Executive Director
Asian Harrn Reduction Network (AHRN)

Gregg Gonsalves, Dtrector ‘
Treatment and Prevention Advecacy, Gay Men’s Health Crisis

Nikos Dedes, Chair
European AIDS Treatment Group

ce! Mr. Antonio Maria Costa, Executive Director, UNODC -
Dr. Hamid Ghodse, President, International Narcatics Ccmtml Bnard
Dr. Peter Piot, Executwe Directar, UNAIDS
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International (continued)

Icro Maremmani, Marc Reisinger,
Allesandro Taghamonte, Directors
European Opiate Addiction Treatment
Association

Asia Russel!, Director Internatjonal Policy
Health GAP (Global Access Project)

Craig McClure, Executlve Director
International AIDS Saclety

Marco Perduca, Execulive Dwractcr
International Antiprohibitionist League

Kieran Daly and Sumita Banerjee
International Councll of AIDS Serv:ce
Organizations

Maurizie Colatti, President

Itaca Burope, European Association
of Professionals working in the Dirug
Field

Kathlzen M, Foley, M.D., Medical
Director

International Palliative Care Initiatlve
Open Socigty Institute

Sergio Stanzani, President
Transnational Radical Party

Mark Harrington, Executive Director
Treatment Action Group

AFRICA

Zackie Achmat, Chalrperson :
Treatrnent Action Campaign (TAC)
SOUTH AFRICA

Henry Ddungu, Advocacy Manager
African Palllative Care Assaciation

Kampaia, UGANDA

MIDDLE EAST

Parviz Afshar, M.D., MPH, Dlractor
General

Health office of Iran Prisons Organization

IRAN
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Karniar Alaei, M.D., MPH

Pars Curative Research Institute for
HIV/IDU/STD Prevention & Care
Kerrnanshah, IRAN

Bljan Nassirimanesh, Director
Persepolis NGO
Teheran, IRAN

Gideon Hirsch, M.D., Executive Diractor
Israel Aids Task Farce
Tel Aviv, ISRAEL

Rezarta Meneri, Director

Assuciation for Prevention and
Rehabilitation from AIDS and Drugs

Tirana, ALBANIA

Leyla Imanova, Public Health
Coordinator

Open Soclety Institute - Assistance
Foundation Azerbaijan

Baku, AZERBAIJAN

Stifn Goosgsens, Co-founder and
Spokesman

Breakiine Peer Support and Steunpunt
Antwerpse Druggebruikers

Antwerp, BELGIUM

Martine Hutsebaut
Debed VZW
Brussels, BELGIUM

Ante Ivantié M.D.-
Istarski Domovi Zdravba
Zagreb, CROATIA

Tornas Zabransky, M. D Ph.D,

Center for Addictology

Charles University, 1st Medical Faculty,
Psychiatric Clinic

Prague, CZECH REPUBLIC

Richter Jiri, Manager

Association of NGOs wmrking in the field
of drugs

Prague, CZECH REPUBLIC

Julia Vinckler, Member of the Board
NGO Convictus Eestl
Tallinn, ESTONIA
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Emmanuel Trenado, Director
International Programmes
AIDES (
France

Fabrice Olivet, Director
Auto Support des Usagers de Drugues
FRANCE

Mario Sanchez, Chef de Sewice
Clinique Montevideo ’

Institut Baron Maurice de Raths:hlld
Boulogne Billancourt, FRANCE

Patrick 1. Aeberhard M.D.
Centre Cardiologique du Nord,
Saint-Denls, FRANCE

Dr. Beatrice Stambul

Medecins du Monde

Association Frangalse de Rédumon des
Risgues

Paris, FRANCE

Jean Marie Guffens

La Soclété Européenne Taxlcomames.
Hépatitas, Sida (SETHS) .

Saint Tropez, FRANCE

Dali Usharidze

Center of Psychosocial Informatton and
Counseling “New Way”

Thilisi, GEORGIA

David Otiashvill, Director
Union Alternative Georgla
Thilisi, GRORGIA

Pater Wiessner
AIDS Hlife
Berlin, GERMANY

Hans-Guanter Meyer-Thompson, Editor
Association for Addiction Medwlne
Hamburg, GERMANY

Karl Mann, M.D., Professor and
Chairman )

Dept. of Addictive Behavior and
Addiction Medicine, Central Institute of
Mental Health Univarsity of He;de!berg
Heidelperg, GERMANY

llona veres
Drug-prevention Foundation
HUNGARY
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Baldzs Dénes, Executive Director
Hungarian Civil Liberties Unlon
Budapest, HUNGARY

Icro Maremmani, President

Association for the Application of
Neurpscientific Knowledge to Social Alms
{AU-CNS)

PietraSanta, ITALY

Amedea Lo Russo, President

Itaca Italia--Associazione Europea degli
Operatori Professionali delle
Tossicodipendenze.

ITAaLY

Alessandra Cerloll, Coordinator
Itallan Community Advispry Board

Bologna, ITALY

‘Stefano Carbani, Director

Harry Reduction Prograrm.
Italian League for Fighting HIV/AIDS
Turin, ITALY

Batma Estebesova, President
Harm Reduction Assoc:latson aof
Kyrgyzs:an

Bistikek, KYRGYZSTAN |

Aisuluu Bolotbaeva, Public Health
Programs Coordinator

Soros Foundation Kyrgyzstan
Bishkek, KYRGYZSTAN

Melis Musabaey, Director

- NGO “Alive Water”

KYRGYZSTAN -

Druitry Usenko, President
Youth Legal Assistanc:e Foundation
Soculuc, KYRGY2ZSTAN

Agne Matudinaite, Director of
Administration

Coalition "1 Can Live"

vilnius, LITHUANIA

Darko Kostovski, Chairinan of the
Staeting Ccmm!ttee

Macedonian Harm Reduction Network
MACEDONIA

Viatko Dekov, Executive Director
NGO Heaii:hy Options Project Skopje
Skopje, MACEDONIA
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Zoran Poposki, Chairman of the Steering
Committee '

NGO HELP

Gostivar, MACEDONIA

Zarir Simrin, Executive Director

NGO Passage - Association for Protection -

of Drug User's Rights
Skopje, MACEDONIA

Ketl Todorova, Chairman of the General
Assembly

NGO TRUST

MACEDONIA

Petar Angelov, Manager
NGO ZONA
Kavadarci, MACEDONIA

Mr Marek Zygadlo, General Secretary
Krakow Association for Drug Users
Support

Krakow, POLAND

Filomena Frazdo de Aguiar, President,
Fundagio Portuguesa "A Curnunidade
Contra a Sida"”

Lisbon, PORTUGAL

Luis Menddo ’
Soma-APA NGO an Drug Pohcy Reform
PORTUGAL

Dr, Maria Georgescu, Executive Director
ARAS - Romanian Association Against
AIDS ‘
Constanta, ROMANIA

Yury Ivanov, Coordinator of Harm
Reduction ;
AIDS Center

Tver, RUSSIA

Alena Peryshkina, Executive Director
AIDS Infashare, ‘ ‘
Moscow, RUSSIA

Sergey Qleinik
AntiSPID
Pskov, RUSSIA

Alexander Volgin
FrontAlDS
Moscow, RUSSIA
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Sergey Koran
Kolodets Charity Fuundatian

Moscow, RUSSIA

Vyachesiav Tsunik
Kovcheg - AntiSPID
Rastov-an-Don, RUSSIA

Viadimir Mendelevich, Professor

_Psychiatric Health Institute

Kazan, RUSSIA

Elena Belyaeva
Right to Life
RUSSIA

vitaly Djuma, Executive Durectnr
Russian Harmn Reduction Network
Moscow, RUSSIA

Mikhaﬂ Kholmanskih
SVECHA PLWHA
St Petersburg, RUSSIA

Katarina Jiresova

_Civic Association ODYSEUS

Bratislava, smvak:kenusuc

Andrej Kastellc, President

South Eastern European Adriatic
Addiction Treatment Network
Coordination of Centers for the
Prevention and Treatment of Drug
Addlction, Ministry of Health,
3LOVENIA

loan Tallada, Executive Director

Grupa de Trabajo sobre Tratamientas del
VIH (gTt)

Barcelona, SPAIN

Marta Torrens M.D., PhD
Hospital del Mar
Barcelona, SPAIN

Murtazokul Khidirov
Harm Reduction Association of Tajikistan
Dushanbe, TAJIKISTAN :

Jean-Paul C. Grund PhD, Senior
Reésearcher

Centrum voor Versiavingsonderzoek
Utrecht, THE NETHERLANDS

Eberhard Schatz
Correlation Network

87/11
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Amsterdam, THE NETHERLANDS:

Oleg Voinarenko

“Awake"” Substitution treatment: clients
group

Kherson, UKRAINE

S. Martynyuk-Gres

Ukrainian Assoclation of Hea!th
Professionals

Kyiv, UKRAINE

Victor Serdyuk

Ukrainian Council on Protection of
Chients Rights and Safety

Kyiv, UKRAINE

Olena Sichkar, Executive Dtredor
Ukrainian Harm Reduction Assaciatmn
Kyiv, UKRAINE

Andriy Klepikov, Executive Director
International HIV/AIDS Amance In
Ukraine

Kyiv, UKRAINE

Valerly Pakhomov, Chairman of Board
Odessa Reglonal Charity Foundatmn
“Future Without AIDS"

Odessa, UKRAINE :

Leonid Viasenko, President
Virtus Charity Foundation
Dnepropetrovsk, UKRAINE

Nataliva Kitsenko
"The Way Home" Charity Fund
Odessa, UKRAINE

Steve Rossell, Chief Executive
Cranstoun Drug Services
Surrey, UNITED KINGDOM

Astrid Honeyman, CEC
Diana, Princess of Wales Memorial Fund
London, UNITED KINGDOM

James Watkin
London Harm Reduction Coalition
London, UNITED KINGDOM

Polly Clayden
H1V i-Base London
London, UNITED KINGDOM
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Dr. Carmen Acelfas, PhD, Research
Associate

Centre for Research on Drugs and Health
Behavaaur

Department of Primary Care & Soclal
Medicine

Imperial College

London, UNITED KINGDOM

Carmen Tarrades, Coordinator, Silent
Vioices Project

International Community of Women
Living with HIV/AIDS :

Londong; UNITED KINGDOM

Andria Efthimiou-Mordaunt, Director

John Mordaunt Trust
UNITED KINGDOM

Rick Lines, Executwe Director
Irish Penal Rafnrm Trust

_Dublin, UNITED KINGDOM

lan Harris
REFORM.
Essex, UNITED KING{JGM

Sebastian Saville, Director
Release
Londan, UNIT ED KINGDOM

Kazim Khan
T3E )
UNITED KINGDOM-

Bill Nelles
The Alliance
UNITED KINGDOM

Danny Kushlick, Director

~ Transform Drug Palicy Foundation

Bristol, UNITED KINGDOM

Neil Hunt, Director :
United Kingdom Harm Reduction Alllance
UNITED KINGDOM

Andrey Shi\rvaev, Dlrec:tar

AIDS, Uz
UZBEKISTAN
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ASIA/PACIFIC

Annie Madden, Executive Oﬁicer
Australlan Injecting & I!hcit Drdg Users
League

Canberra, AUSTRALIA

Professor Robert Power, Director
Centre for Marm Reduction

Burnet Institute for Medical Research
and Public Health . ;
Melbourne, AUSTRALIA

Anne Marmion

The Cyrene Centre and Commumtv
Liaison Coordinator )
Mary of the Cross Centre--A service of
Centacare Catholic Family Services
Melbourne, AUSTRALIA

Professor Nick Crofts, Director
Turning Point Alcohol and Drug Centre
Melbourne, AUSTRALIA

Damaon Brogan, Manager

VIVAIDS Inc -- The Victorjan Drug User
Organisation

AUSTRALIA

E AS

Wan Yanhai
AIZHIXING Institute of Hea(th Education
Bejing, CHINA

SOUTH ASIA

Dr. Suresh Kumar
Institute of Palliative Medxcme
Calicut—Kerala, INDIA

R.K.Raju, General Secretary
Narth East India Harm: Reduction
Network

Manipur State, INDIA

Luke Samson, Executive Director
Sharan, Society for Serving the Urban
Poor

New Dethi, INDIA
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Dr. Dhruba Man Shrestha M.D.,
Chalrman

Mental Hospital V
Lagankhel Lalitpur, NEPAL. -

Professor Adeeba Kamarulzaman,
Prasidéent )

Malaysian AIDS Council
MAL'AYSIA

Paisan Suwannawong, Executive
Director

Thal AIDS Treatment Action Group:
(TTAG)

THAILAND

Seree Jintakanon, Chairman
Thai Drug Users’ Network {TDW)

- THAILAND

Pablo Cyrnerman, Director of Advocacy
Department

Intercambios Civil Association

Buenos Alres, ARGENTINA

Violeta Ross
Bolivian Network of HIV+
BOLIVIA

Anna Azevedo Simoes, M.D., PhD,
Diractor

Canter for ‘l’matment and Rehabilitation
of Addicts- CENTRA~R:O/SES

Health Department of the Government
Rio de Janeiro State, BRAZIL

Manica Gorgulho

Dinarme - Infermagdo Responsavel sobre
Drogas e Afins

BRAZIL

Md, Gulllermo A. Castafio P.
Fundacion Universitaria Luis Amigo
Medellin, COLOMBIA

Agustin Lapetina, Direc:tor
NGO "El Abrojo"
Montevideo, URUGUAY
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NORTH AMERICA

Diane Riley, PhD
Canadian Foundation for Drug Pul)
Ottowa, CANADA

Walter Cavalieri, Executive Director’
Canadian Harm Reduction Netwark
Toronto, CANADA

Evan Collins
Hassle Free Clinlc
Toranto, CANADA

Michael O'Connor, Executive Dlrectar
Interagency Coalition on AIDS:- Emd
Development

Ottawa, CANADA

LaVerne Monette, Executive Director
Ontario Aboriginal HIV/AIDS Strategy
Toronto, CANADA

Sarah Lippek-
AIDS Center of Queens County
Rego Park, NY USA

Jim Pickett, Director,Public Policy
AlIDS Foundation of Chlcago
Chicago, IL USA

Judith Auerbach, Ph.D., Vice President

Public Palicy and Pregram Development .
American Foundation for AIDS Research .

{amfAR)
Washington, DC USA

Paul Bowman CMA
Boston Addiction Action Canter
Boston, MA USA

Raobert Newman M.D., Director

Baron Edmond de Rothschild Chemical
Dependency Institute

New York, NY USA .

Dan Bigg, Director
Chicago Recovery Alliance
Chicagoe, IL USA ’

Daliah Heller, Executive Director
CitiWide Harm Reduction
Bronx, NY USA
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Jay Dobkin, M.D., Dirgctor

Columbia University Medical Center AIDS
Program y '

New York, NY USA

Julle Davids, Exacutive Director
Community HW/AmS Maobilization
Project .

New York, NY USA

Ethan Nadelmann, Execmwe Director
Drug Policy Alliance
New York, NY USA

George M. Carter, Director
Foundation for Integrative AIDS
Research

Brookiyn, NY USA

Alian Clear, Executive Director
Harm Reduction C:oa!itlcn
New York NY UsA

Luciano Colonna, Executive Director
Harm Reductian Project. -
Denver, CO USA

Miks Bunyard

HIV and Hepatitis C Prevention Pragrams,
HIV Resource Center

Roseburg, OR USA

Steve Wakefield, Cnmmumty Working
Group :

HIV Prevention Trials Network
Seattle, WA USA

- Sharon Qembmskx, MS, RNP, CMA,

Program Coordinator

Kent Hospital Mothers On Methadone
Program

Warwick, R1 USA

Ernest Drucker, PhD, Professor of
Epldemisiogy. and Social Medicine
Montefiore Meadical Center

Albert Binstein Cot!ege of Medicine
Bronx NY, USA

Julie Scofield, Executive Diractor
National Alllance of State and Territarial
AIDS Directors .

Washington, DC USA

18711
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Joycelyn Woods

Natlonal Alliance of Methadone
Advocates (NAMA)

New York, NY USA

Stephanie Vazquez, Co-Director .
NAMA New York Chapter
New Yark, NY USA

James M. Qlaske, M.D., MPH
Frangois-Xavier Bagnaud Prof’esscr of
Pediatrics

Department of Pediatrics, New Jersey
Medical School L
Newark, NJ USA

Jennifer Flynn, Executive Director
New York City AIDS Housing Network
New York, NY USA

Ericka R Lear, Diractor
PANAMA \
Hollidaysburg, PA USA

Paul Feldman, Director of Policy and
Advocacy

National Azsociation of People with AIDS
Silver Sprifig, MD USA

Carmen Arlt

Porter- Starke Services, ; Im: <
Chemical Dependency and Addictions
Valparaiso, IN USA

Jason Farrell, Executive Director
Positive Health Project, Inc.
New York, NY USA

Paola Barahona, Executive Diractor
PreventionWorks
Washington, DC USA

Bill Wendt JD, CAC III, Chief Executive
Officer

Signal Bebavioral Health Netwark
Denver, CO USA

Renee Cox, Executive Director:
Frevention Point Pittsburgh
Pittsburgh, PA USA

Barbara M. Finger, Director

Texas National Alliance of Methadone
Advocates (TexNAMA)

San Antonio, TX USA
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Joslah D. Rich, M.D., MPH, Director
Center for Prisoner Health and Humnan
Rights

The Miriam Hospital

Providen'ce, RI USA

lerermniah A, Bawnd&ss, M.D., President
The New York Academy of Madicine
New York, NY USA -

Tom Brewster, Executive Director
Addiction Rasearch and Treatment
Services

University of Colorado School of
Medicine

Boulder, CO USA

Riccl Joy Levy, Executive Director
The Woodhull Freedorn Fsundation
Washi ngturl, DC uUsa

Frederick L. Altice, M.D.
Yale University School of Medicine
New Maven, CT USA

R. Douglas Bruce, M.D., MA

Yale University Scheol of Medicine, Yale
AIDS Program.

New Havern, CT USA

Gerald Friedland, M.D.
Yale University Schoal of Medicine
New Haven, CT, USA
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