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Report by the Chairman of the ad hoc working group

BACKGROUND

1. In January 1998 the Executive Board at its 101st session considered the Director-General’s report
on the revised drug strategy. The Board recognized progress made and commended WHO on its work in
promoting the essential drugs concept and national drug policies, and in improving drug regulation. In
order to address specific constraints on access to drugs, rational use of drugs, and drug quality, it adopted
resolution EB101.R24 on the revised drug strategy. The Fifty-first World Health Assembly was invited
to consider the resolution in May 1998. Views differed on a number of points in the resolution and the
Health Assembly therefore agreed to establish a drafting group.

2. The drafting group was chaired by Professor J.-F. Girard (France). Despite many hours of discussion
in the drafting group, no consensus was reached on language for the resolution and the Heaith Assembly
decided to refer the resolution back to the Executive Board for further consideration at its 103rd session.'

3. At its 102nd session, immediately after the Health Assembly, the Executive Board decided to
establish a two-tier method of work, in order to draft a resolution for consideration at its 103rd session in
January 1999: an ad hoc working group open to all Member States wishing to participate, which included
a subgroup to assist WHO in its contacts with relevant interested partners.” The Board decided that the
subgroup would comprise the chairman of the drafting group established during the Fifty-first World Health
Assembly, and two Member States from each region, of which at least one would be currently entitled to
designate a person to serve on the Executive Board. The regional committees were invited to nominate
their representatives to the subgroup. Those nominated were Cape Verde, China, Indonesia, Islamic
Republic of Iran, Jamaica, Japan, Poland, South Africa, Switzerland, Thailand, United States of America
and Yemen.

4. The ad hoc working group and the subgroup met from 12 to 16 October 1998 (list of participants
attached at Annex). The meetings were chaired by Professor J.-F. Girard (France). The ad hoc working
group elected Ms S. Kizildeli (Turkey) and Dr T.J. Stamps (Zimbabwe) as Vice-Chairmen. A total of
59 Member States, including subgroup members, participated in the meeting.

' Decision WHAS1(10).
? Decision EB102(14).
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ISSUES

5. In order to assist the ad hoc working group in exploring the complex issues raised by resolution
EB101.R24, one full day was devoted to a technical briefing in which relevant interested partners were
invited to participate. The technical briefing covered globalization and pharmaceuticals, including the
question of how trade agreements could interfere with or support public health, and strategies for ensuring
access to pharmaceuticals.

6. Presentations on globalization and pharmaceuticals were made by representatives of WIPO, WTO,
The South Centre, Health Action International, the International Federation of Pharmaceutical
Manufacturers’ Associations, and the International Pharmaceutical Generic Alliance. A presentation on
strategies for ensuring access to pharmaceuticals was made by the WHO Secretariat and reactions were
invited from members of the ad hoc working group, including the subgroup, and from those who had made
presentations on the globalization and pharmaceuticals issue.

7. The ad hoc working group identified a number of new topics not covered by resolution EB101.R24,
which it felt should be the subject of further work by the Secretariat, in particular on access to drugs,
transfer of technology and local production, new drugs, counterfeit drugs, human resources, and gender
issues. Issues discussed under the topic of access to drugs included supply systems, drug financing, drug
insurance, price information and pricing policies, generic drugs, procurement methods, and related matters.
However, in order to conclude on the issues in resolution EB101.R24 on which there had been diverging
views at the Health Assembly, the ad hoc group decided to concentrate on those topics currently included
in the resolution.

8. By the last day of the meeting the ad hoc working group had reached consensus on the text of a
resolution to be forwarded to the Executive Board, although, because of lack of time, certain points raised
during the deliberations were not included in the text (e.g. the addition of “transitional countries” in
preambular paragraph 10, the addition of preambular paragraphs concerning gender inequalities in health
care, and the need to improve access for vulnerable groups). The Secretariat was requested to provide
information on the financial implications of the resolution, which will be provided separately.

ACTION BY THE EXECUTIVE BOARD

9. The Board is invited to consider the following draft resolution as proposed by the ad hoc working
group:

The Executive Board

RECOMMENDS to the Fifty-second World Health Assembly the adoption of the following
resolution:

The Fifty-second World Health Assembly,

Recalling resolutions WHA39.27, WHA41.16, WHA43.20, WHA45.27, WHA47.12,
WHA47.13, WHA47.16, WHA47.17, and WHA49.14;
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Having considered the report of the Director-General on the revised drug strategy;'

Noting the activities of WHO to further the implementation of the revised drug strategy,
in particular through support to the development and implementation of national drug
policies; the strategy to review and assess the effectiveness of the WHO Ethical Criteria for
Medicinal Drug Promotion; the flow of market information; guidelines for drug donations;
and model drug information;

Recognizing with satisfaction the progress made, and approving WHO’s
comprehensive response to current and new challenges in the pharmaceutical sector;

Commending the strong leadership shown by WHO in promoting the essential drugs
concept and national drug policies, which are contributing to the rational use of resources in
the pharmaceutical sector and to improved health care;

Noting with satisfaction that a number of Member States have adopted guidelines for
drug donations that were based on the interagency guidelines issued by WHO, but concerned
that inappropriate drug donations, such as donations of expired, mislabelled, inessential
products, continue to be common, and further concerned that the evaluation of the impact of
the guidelines has not yet been completed;

Concerned about the situation in which (a) one third of the world’s population has no
guaranteed access to essential drugs, and (b) poor quality pharmaceutical raw materials and
finished products continue to move in international trade;

Noting that there are trade issues which require a public health perspective;

Recognizing that the Agreement on Trade Related Aspects of Intellectual Property
Rights (TRIPS) provides scope for the protection of public health;

Taking note of concerns of many Member States about the impact of relevant
international agreements, including trade agreements, on local manufacturing capacity and on
access to and prices of pharmaceuticals in developing and least developed countries;

Concerned also that drugs continue to be irrationally used by prescribers, dispensers
and the general public, and because unethical promotion in developed and developing
countries and a lack of access to independent, scientifically validated drug information
contribute to such abuse,

1. URGES Member States:
(1) to reaffirm their commitment to developing, implementing and monitoring
national drug policies and to taking all necessary concrete measures in order to ensure

equitable access to essential drugs;

(2) to ensure that public health interests are paramount in pharmaceutical and health
policies;

' Document EB101/10, Chapter VI, and Corr.2.
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(3)  to explore and review their options under relevant international agreements,
including trade agreements, to safeguard access to essential drugs;

(4) to establish and enforce regulations that ensure good uniform standards of
quality assurance for all pharmaceutical materials and products manufactured in,
imported to, exported from, or in transit through their countries;

(5)  toenact and enforce legislation or regulations in accordance with the principles
of the WHO Ethical Criteria for Medicinal Drug Promotion, to encourage the
pharmaceutical industry and the health community to establish an ethical code, and to
monitor drug promotion in collaboration with interested parties;

(6)  to develop or maintain national guidelines governing drug donations that are
compatible with the interagency guidelines issued by WHO and to work with all
interested parties to promote adherence to such guidelines;

(7)  to promote the rational use of drugs through the provision of independent, up-to-
date and comparative drug information, and to integrate the rational use of drugs and
information about commercial marketing strategies into training for health practitioners
at all levels;

(8)  to promote and support education of consumers in the rational use of drugs and
its inclusion into school curricula;

(9)  toevaluate progress regularly, making use of indicators developed by WHO or
other suitable mechanisms;

(10) to continue their funding and material support for the revised drug strategy
especially by the provision of extrabudgetary resources to WHO:

REQUESTS the Director-General:

(1) to support Member States in their efforts to develop and implement policies and
programmes that achieve the objectives of the revised drug strategy, including the
development of tools, guidelines and methodology for evaluation and monitoring;

(2)  to adopt a comprehensive strategy to implement the WHO Ethical Criteria for
Medicinal Drug Promotion and to continue to review its effectiveness with all
interested parties;

(3)  toextend the guidelines incorporated in the WHO Certification Scheme on the
Quality of Pharmaceutical Products Moving in International Commerce to cover
pharmaceutical starting materials; develop and disseminate uniform guidelines on the
regulatory control, export, import and transit conditions of pharmaceutical products;
and develop standards of practice for entities involved in international trade in
pharmaceuticals and pharmaceutical starting materials;

(4)  toestablish and develop a model inspection certificate for the national inspection
of pharmaceutical manufacturing sites of starting materials and finished pharmaceutical
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products to ensure compliance with WHO Good Manufacturing Practices, and to
collaborate with Member States, at their request, in implementation;

(5) to strengthen and expand the provision of independent information on market
prices of starting materials of assured quality for production of essential drugs;

(6)  to continue the development and dissemination, also using electronic media such
as the Internet, of independent information on safety of pharmaceutical products and
instances of counterfeit drugs or medicines, on drug selection and on rational
prescribing;

(7) to cooperate with Member States, at their request, and with international
organizations in monitoring and analysing the pharmaceutical and public health
implications of relevant international agreements, including trade agreements, so that
Member States can effectively assess and subsequently develop pharmaceutical and
health policies and regulatory measures that address their concerns and priorities, and
are able to maximize the positive and mitigate the negative impact of those agreements;

(8) toreview and update the revised drug strategy to reflect current and continued
challenges in the pharmaceutical sector and the principles articulated in the renewed
health-for-all policy;

(9) to report to the Fifty-third World Health Assembly on progress achieved and
problems encountered in the implementation and renewal of WHO’s revised drug
strategy, with recommendations for action.




EB103/4

ANNEX

LIST OF PARTICIPANTS

MEMBERS OF THE SUBGROUP

FRANCE

Professeur J.-F. Girard (Chairman)
Conseiller d'Etat

Conseil d'Etat

Paris

CHINA

Mr Liu Peilong

Director-General

Department of Intemational Cooperation
Ministry of Health

Beijing

INDONESIA

Dr B. Wasisto

Senior Adviser to the Minister of Health
Ministry of Health

Jakarta

IRAN (ISLAMIC REPUBLIC OF)

Dr A. M. Cheragali

Secretary

iranian Pharmacopeia Council
Tehran

JAMAICA

Mrs G. Allen-Young
Ministry of Health
Kingston
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JAPAN

Mr S. Tsuda

Deputy Director

international Affairs Division
Minister's Secretariat

Ministry of Health and Welfare
Tokyo

POLAND

Ms J. Manko

Deputy Minister and Inspector General for
Pharmaceuticals

Ministry of Health and Social Welfare
Warsaw

SOUTH AFRICA

Dr . Roberts
Special Adviser
Ministry of Heaith
Pretoria

SWITZERLAND

Dr S. Zobrist

Chef, Affaires internationales
Office fédéral de la Santé publique
Beme

THAILAND

Dr Pakdee Pothisiri

Deputy Permanent Secretary
Ministry of Public Health
Nonthaburi

UNITED STATES OF AMERICA

Dr S. L. Nightingale

Associate Commissioner for Health Affairs
Food and Drug Administration

United States Public Health Service
Department of Health and Human Services
Washington, D.C.
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YEMEN

Dr A. O. Al-Sallami
Under-Secretary for Pharmaceuticals
Ministry of Public Health

Sana‘a
MEMBERS OF THE EXECUTIVE BOARD,
ALTERNATES AND ADVISERS
FRANCE
Mme M. Boccoz (Alternate to Professor J. Ménard)
Conseiller
Mission permanente
Genéve

UNITED KINGDOM OF GREAT BRITAIN AND NORTHERN IRELAND

Mr R. A. Kingham (Altemate to Dr K. Calman)
Intemational Branch

Department of Health
London

UNITED STATES OF AMERICA

Dr J. |. Boufford

Dean

Robert F. Wagner Graduate School of Public
Service

New York University

New York
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MEMBERS OF THE AD HOC WORKING GROUP

ALGERJA

M. M. Messaoui
Ministre Conseiller
Mission permanente
Genéve

Mr H. Welge
Counsellor
Permanent Mission
Geneva

BANGLADESH

ARGENTINA

Sr. E. Varela
Consejero

Misién Permanente
Ginebra

Mr K. Rahman
Counsellor
Permanent Mission
Geneva

BELGIUM

AUSTRALIA

Ms J. Davidson

Assistant Secretary

Strategic Reform and International Branch
Department of Health and Family Services
Canberra

Mr E. Van der Wal
First Secretary
Permanent Mission
Geneva

Ms J. Nielsen
Second Secretary
Permanent Mission
Geneva

Ms R. Piggott
Counselior
Permanent Mission
Geneva

M. A. Evrard

Division de I'lnspection pharmaceutique

Ministére de la Santé publique et de I'Environnement
Bruxelles

M. S. Legrand
Premier Secrétaire
Mission permanente
Genéve

M. M. Vinck
Premier Secrétaire
Mission permanente
Genéve

BENIN

AUSTRIA

Mme R. Gnacadja-Bade

Conseiller technique aux Affaires pharmaceutiques et
laboratoires

Cotonou

Mr C. Dufour
Administrator
Permanent Mission
Geneva

Mr U. Frank

First Secretary
Permanent Mission
Geneva

BOLIVIA

MrR. Silveti
Director de Relaciones Internacionales
La Paz

Sra. S. Avila Seifert
Embajadora

Representante Permanente
Ginebra
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Sr. J. Loayza Barea
Ministro
Misién Permanente
Ginebra

CHINA

BRAZIL

Mr A. G. Bahadian
Deputy Permanent Representative
Geneva

Mr C. A. Simas Magalhdes
Minister Counsellor
Permanent Mission
Geneva

Mr L. C. Gasser
Second Secretary
Permanent Mission
Geneva

Mr L. Coelho de Souza
Second Secretary
Permanent Mission
Geneva

Dr J. A. Bermudez

Mrs Zhao Lili

Deputy Director General

State Drug Administration

Department of Intemational Cooperation
Beijing

Mr Hou Zhenyi
Counsellor
Permanent Mission
Geneva

COLOMBIA

Srta. A. Oviedo
Ministra Consejera
Misién Permanente
Ginebra

DEMOCRATIC PEOPLE'S REPUBLIC OF
KOREA

Mr Ri Thae Gun

Counsellor
Professor and Researcher -
National School of Public Health of 2‘::23’3‘3"‘ Mission
the Oswaldo Cruz Foundation
Rio de Janeiro
DENMARK
CANADA
Mr O. T. Hansen
Counsellor
Mr R. Duncan _—
Policy Analyst, Policy Division Z:T;sgem Mission
Bureau of Policy and Coordination, Therapeutic
Products Directorate
Health Protection Branch, Health Canada
Ottawa ECUADOR
Ms J. Periin Sr. F. Meneses
Counsellor Ministro
Permanent Mission Misién Permanente
Geneva Ginebra
Mr Q.-L. Sim
First Secretary
Permanent Mission EGYPT
Geneva
Mr T. Adel
First Secretary
Permanent Mission
Geneva
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EL SALVADOR

Sr. M. Castro Grande
Ministro Consejero
Misién Permanente
Ginebra,

Mme M. Angone Abena
Conseiller

Mission permanente
Genéve

GERMANY

FINLAND

Dr K. Leppo

Director-General

Ministry of Social Affairs and Health
Helsinki

Mrs H. Rinkineva
Counsellor
Permanent Mission
Geneva

Ms M. Koivusalo

Researcher

Health and Development Cooperation Group
(HEDEC)

National Research and Development Centre for
Welfare and Health

Ministry of Social Affairs and Heailth

Helsinki

Mr H. Eberle

Minister, Deputy Permanent Representative

Geneva

Dr E. Aderhold
First Secretary
Permanent Mission
Geneva

Mr J. Wiilbers
Counsellor
Permanent Mission
Geneva

Ms H. Jirari

Third Secretary
Permanent Mission
Geneva

GHANA

FRANCE

Mme M. Weil-Guthmann
Conseiller

Mission permanente
Genéve

Mme R. Deniau

Chargée des Affaires intemationales de I'Afrique
du médicament

Ministére de I'Emploi et de la Solidarité

Paris

Mrs M. Jeanfrangois

Médecin Inspecteur de la Santé
Délégation aux Affaires européennes et
intemationales

Ministére de I'Emploi et de la Solidarité
Paris

Mr D. Asiama

Programme Manager
National Drugs Programme
Ministry of Health

Accra

GREECE

Mr D. Coundoureas
Counsellor
Permanent Mission
Geneva

GUATEMALA

GABON

Mme Y. Bike
Ambassadeur, Représentant permanent
Geneéve

Sra. C. Rodriguez-Fankhauser

Ministro Consejero
Mision Permanente
Ginebra
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HONDURAS

Sra. G. Bu Figueroa
Consejera

Encargada de Negocios, a.i.
Misién Permanente
Ginebra

Mr P. Hendrasmoro
First Secretary
Permanent Mission
Geneva

IRAN (ISLAMIC REPUBLIC OF)

HUNGARY

Mr G. Szabd

First Secretary
Permanent Mission
Geneva

INDIA

Mr K. K. Bakshi

Secretary

Ministry of Health and Family Welfare
Department of Intemational Affairs

Dr R. Dinarvand

Adviser to the Minister of Health and Medical
Education for Drug Affairs

Ministry of Health and Medical Education
Tehran

Mr M. Baharvand
Third Secretary
Permanent Mission
Geneva

IRAQ

Dr N. Mahdy

New Delhi Conseiiler, Chargé d'affaires, a.i.
Mission permanente
Mr R. Shahare Genéve
First Secretary
Permanent Mission M.G.F.Askar
Geneva Deuxiéme Secrétaire
Mission permanente
Genéve
INDONESIA
ITALY
Dr M. Djamaluddin
Secretary '
Directorate-General Drug and Food Control Professor V. Silano ' ‘
Ministry of Health Dn're'ctor. Service for International Relations
Department of Intemational Affairs gmlstry of Health
Jakarta ome
Mr G. Schiavoni
g;“:i.n:gﬁnaryo First Counsellor
Indonesian Phammaceutical Manufacturers Group (P;ermanent Mission
Ministry of Heaith eneva
Jakarta
DrY. Hudyono JAMAICA
Director, Management and Training Consultant
Human Resources Development .
L Miss A. E. Stone
ﬁ:;s,tg of Health Minister Counsellor

Dr |. Suksmaningsih

Director

Directorate-General Drug and Food Control
Ministry of Health

Jakarta

Permanent Mission
Geneva




EB103/4

Annex

JAPAN

NORWAY

Mr A. Yokomaku
Second Secretary
Permanent Mission
Geneva

Mr S. Moriyasu

Mrs H. C. Sundrehagen
Director-General

Ministry of Heaith and Social Affairs
Oslo

Dr O. T. Christiansen

First Secretary Counsellor
Permanent Mission Permanent Mission
Geneva Geneva
Dr M. Andrew
Director
JORDAN Norwegian Board of Health
Oslo
Ms L. Khreis
Pharmacist
Ministry of Health and Health Care
Amman PAKISTAN
Mr M. Akram
Ambassador, Permanent Representative
MALAYSIA Genova P
Mr Raja Nushirwan Zainal Abidin Mrs K. Azhar
Second Secretary Counsellor
Permanent Mission Permanent Mission
Geneva Geneva
MEXICO PERU
Sra. M. L. Sosa Marquez Sr. G. Guillén

Tercera Secretaria
Misién Permanente

Primer Secretario
Misién Permanente

Ginebra Ginebra
MOROCCO PHILIPPINES
Mr A. Aliouch Ms M. E. G. Callangan

Premier Secrétaire
Mission Permanente
Genéve

NETHERLANDS

Mr J. Waslander
First Secretary
Permanent Mission
Geneva

Second Secretary
Permanent Mission
Geneva

MrL. J. Paima
Attaché

Permanent Mission
Geneva




Annex

EB103/4

REPUBLIC OF KOREA

Mr Young Hwa Yang
Counsellor
Permanent Mission
Geneva,

RUSSIAN FEDERATION

Mme Thu-Lang Tran Wasescha

Chef, Affaires internationales

Institut fédéral de la Propriété intellectuelle
Beme

Dr R. Spang

Chef, Division de I'Enregistrement

Office intercantonal de Contréle des Médicaments
Beme

Dr A. Paviov SYRIAN ARAB REPUBLIC
Counsellor
22’;232‘3"' Mission Dr K. Al Dayah
Deputy Minister of Health
Damascus
SLOVAKIA
Mr F. Rosocha THAILAND

Second Secretary
Permanent Mission
Geneva

SOUTH AFRICA

Dr D. Johns

Counsellor (Health Affairs)
Permanent Mission
Geneva

Dr Orapan P. Matangkasombut
Dean

Faculty of Pharmacy

Mahidol University

Bangkok

TURKEY

SWAZILAND

Dr S. Shongwe

Deputy Director of Health Services
Ministry of Health and Social Welfare
Mbabane

Ms A. Kigik

Deputy Director-General

General Directorate of Drugs and Pharmaceutics
Ministry of Health

Ankara

Ms S. Kizildeli
First Counsellor
Permanent Mission
Geneva

SWEDEN

Mr T. Zetterberg
Counsellor
Permanent Mission
Geneva

UNITED KINGDOM OF GREAT BRITAIN AND
NORTHERN IRELAND

SWITZERLAND

Professeur Th. Zeltner

Directeur

Office fédéral de la Santé publique
Beme

Mr G. Warrington
First Secretary
Permanent Mission
Geneva

Mr A. G. Sims
First Secretary
Permanent Mission
Geneva

Mr 1. Gillespie
Department of Health
London
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Dr N. A. Boyer DrT. J. Stamps

Director for Health and Transportation Programmes
Bureau of International and Organization Affairs
Department of State

Washington, D.C.

Mrs L. Vogel
Heaith Attaché
Permanent Mission
Geneva

MrR. G. Loftis
Political Counsellor
Permanent Mission
Geneva

Mr T. Bums

IPR Attaché

Office of the United States Trade Representative
Washington, D.C.

URUGUAY

Sra. P. Vivas
Consejera

Misién Permanente
Ginebra

YEMEN

Mr F. Al Obthani
Premier Secrétaire
Mission permanente
Genéve

ZAMBIA

Mr D. Kunda
Chief Pharmacist
Ministry of Health
Lusaka

Ms A. Kazhingu
Second Secretary
Permanent Mission
Geneva

Minister of Health and Child Welfare
Harare

Mr T. J. B. Jokonya
Ambassador, Permanent Representative
Geneva

Mr A. Chidarikire

Director, Pharmacy Services
Ministry of Health and Child Welfare
Harare

Mr T. T. Chifamba
Minister Counsellor
Permanent Mission
Geneva

Mr N. Kanyowa
Counsellor
Permanent Mission
Geneva

10



