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Summary

Introduction

The WHO Registry Platform conducted an extensive consultative process over the
past year to address the issue of disclosure timing of registered trial information. On
26 April 2006, a Formal Consultation was held to facilitate discussion in an
atmosphere of mutual trust and respect among a broad spectrum of stakeholders in
clinical trials. The purpose of the Formal Consultation was to inform the Registry
Platform Secretariat regarding the specific issue of disclosure timing for registered
data items. The participants did not constitute a decision-making body.

In order to ensure open, honest, and frank discussion, the consultation was
conducted under the Chatham House Rules — the views expressed in the room could
be discussed and described after the meeting, but should not be attributed to any
specific individual or group.

The Formal Consultation

A total of 68 participants attended the Formal Consultation, moderated by Dr Norman
Swan. Attendees represented a variety of constituencies:

Academia 9

Ethics committees

Government
Industry (pharmaceutical, biotechnological, devices) 21
Law 1
Medical journal editors 4
Non-governmental organizations 2
Patient organizations 8
Trial registers 4
Sub-total 55
Moderator 1
WHO participants 7
WHO Registry Platform Secretariat 5
Grand Total 68
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The meeting began with short presentations by representatives from the Registry
Platform Secretariat, the chair of the Registry Platform's International Advisory Board,
medical journals, the pharmaceutical industry, and patient groups. An open, highly-
informative discussion was then moderated by Dr Swan. A variety of perspectives
were presented regarding the following key issues:

= The benefits and problems of immediate public disclosure of intervention names
and novel outcomes for registered trials

= The benefits and problems with registering early uncontrolled trials
= The feasibility of implementing a reliable delay mechanism

= The importance of compliance mechanisms

The specific views expressed during the meeting are not summarized here, as a
synopsis could not adequately reflect the detailed content, context, and meaning of
the spirited discussion.

Taking into account the informative views expressed at the Formal Consultation and
throughout the preceding consultative process, a Disclosure Timing policy has been
developed by the Registry Platform Secretariat and was announced on 19 May 2006
during International Clinical Trials’ Day events in Brussels, Belgium.
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LIST OF PARTICIPANTS

(in alphabetical order — 68 in total)

Dr Debra Aronson

Director of Bioethics

Biotechnology Industry Organization (BIO)
Washington, D.C., United States of America

Ms Hilda Bastian

Head of Health Information Department
Editor-in-Chief

German Institute for Quality and Efficiency in
Health Care

Kdéln, Germany

Dr Marie-Charlotte Bouésseau

Technical Officer

Ethics, Trade, Human Rights and Health Law
The World Health Organization

Geneva, Switzerland

Dr Stan Bukofzer

Divisional Vice President

Global Medical Affairs, Abbott

Abbott Park, Illinois, United States of America

Dr Bernard Burnand

Professeur associé, Médecin-Chef

Institut universitaire de médecine sociale et
préventive

Centre hospitalier universitaire vaudois (CHUV)
Lausanne, Switzerland

Ms Karen Carey Hazell

Consumer Representative

National Health Priority Areas Council (NHPAC)
Perth, Australia

Dr Frangois Chapuis

Professor

Faculté de Médecine (CBERN), Université Claude
Bernard

Lyon, France

Ms Susan Crowley

Senior Director

International Organization Relations

Liaison Office to the Geneva-Based Organizations
MSD (Europe), Inc.

Geneva, Switzerland

Mr Nikos Dedes

Chair

European AIDS Treatment Group
Brussels, Belgium

Dr Gabriele Dreier

Head of Clinical Trial Databases
ZKS - (Clinical Trials Center)
University Hospital Freiburg
Freiburg, Germany

Dr Hiroyoshi Endo

Director for Planning and Coordination
National Institute of Public Health
Wako-shi, Saitama, Japan

Dr Timothy Evans

Assistant Director-General

Evidence and Information for Policy (EIP)
World Health Organization

Geneva, Switzerland

Mr Andrew Freeman

Head of R&D Policy (B60)
GlaxoSmithKline R&D

Greenford , Middlesex, United Kingdom

Dr Andrew Galazka
Senior VP Scientific Affairs
Serono International
Geneva, Switzerland

Dr Jan Geissler

Vice-President

European Cancer Patient Coalition (ECPC)
Riemerling, Germany

Dr Christian Gluud

Head

Copenhagen University Hospital
Copenhagen, Denmark

Dr Fiona Godlee

Editor

British Medical Journal
London, United Kingdom

Dr Michael Goodyear

Chair

RTOG Medical Oncology Quality Control
Halifax, Nova Scotia, Canada

Dr Glenn Gormley

Chief Medical Officer
AstraZeneca Pharmaceuticals
Wilmington, United Kingdom
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Dr Lisa Griffin Vincent

Senior Director

Corporate Clinical Affairs and Clinical Research
Medtronic Inc.

Minneapolis, Minnesota, United States of America

Dr Metin Gllmezoglu

Scientist

Technical Cooperation with Countries for Sexual
and Reproductive Health

World Health Organization

Geneva, Switzerland

Dr Adam Hacker
Associate Director
Regulatory Affairs
Biotechnology Industry Organization (BIO)
Washington, D.C., United States of America

Mr David H.-U. Haerry

Chair

European Community Advisory Board
European AIDS Treatment Group
Brussels, Belgium

Mr Ray Jobling

Fellow (Sociology & Politics)

St John's College, University of Cambridge
Cambridge, United Kingdom

Dr Janis K. Lazdins-Helds

Acting Coordinator

Product Development and Evaluation
World Health Organization

Geneva, Switzerland

Dr Trudo Lemmens

Professor

Faculty of Law, University of Toronto
Toronto, Ontario, Canada

Ms Judith Mandelbaum-Schmid
Communications Officer

Evidence and Information for Policy
World Health Organization

Geneva, Switzerland

Dr Justin McCarthy

General Counsel, Pfizer Global R&D
Pfizer, Inc.

New London, Connecticut, United States of
America

Dr Yumiko Mochizuki-Kobayashi
Director

Tobacco Free Initiative

World Health Organization
Geneva, Switzerland

Dr Odette Morin

Regulatory and Scientific Affairs
IFPMA

Geneva, Switzerland

Ms Takako Nakano

Senior Manager

Regulatory Science

Eisai R&D Management Company
Japan

Dr Detlef Niese

Head External Relations

Clinical Development & Medical Affairs
Novartis Pharma AG

Basel, Switzerland

Dr Zarifah Reed
Scientific Officer
Implementation Research
World Health Organization
Geneva, Switzerland

Dr Gill Samuels

Executive Director (retired) and Consultant
International Affairs

Pfizer

Sandwich, Kent, United Kingdom

Dr Abha Saxena

Scientist

Ethics Review Committee, Department of Research
Policy and Cooperation

World Health Organization

Geneva, Switzerland

Mr Henk Schuring

Director Regulatory Affairs Europe
Genzyme Europe BV

Naarden, The Netherlands

Dr Norman Swan

Broadcaster and journalist
Australian Broadcasting Corporation
Sydney, Australia

Ms Janet Trunzo

Executive Vice President

Technology and Regulatory Affairs
AdvaMed

Washington, D.C., United States of America

Ms America Valdes

Documentation and Information Technician

Pan American Health Organization, PAHO/AMRO
World Health Organization

Washington, D.C., United States of America
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Dr Albert Van der Zeijden

Chair

International Alliance of Patients' Organizations
(IAPO)

London, United Kingdom

Dr Emma Veitch

Publications Manager

PLoS Clinical Trials, Public Library of Science
Cambridge, United Kingdom

Dr Beat Widler

Global Head of Clinical Quality

Roche Products Limited

Welwyn Garden City, Hertfordshire, United
Kingdom

IAB Members

Dr Gail H. Cassell

Vice President

Eli Lilly and Company

Indianapolis, Indiana, United States of America

Dr Ganguly Kumar Nirmal
Director-General

Indian Council of Medical Research
New Delhi, India

Dr Caroline Loew

Vice President

PhRMA

Boston, Massachusetts, United States of America

Dr Pascoal Mocumbi

High Representative

European Developing Countries Clinical Trials
Partnership (EDCTP)

The Hague, The Netherlands

Ms Kathy Redmond

Steering Committee Member

European Cancer Patient Coalition (ECPC)
Milano, Italy

Dr Hideo Shinozaki

President

National Institute of Public Health
Wako-shi, Saitama, Japan

SAG Members

Dr Gerd Antes

Director

Deutsches Cochrane Zentrum
Freiburg, Germany

Dr Alan Breier

Chief Medical Officer & Vice President
Medical, Eli Lilly and Company

Indianapolis, Indiana, United States of America

Mr Francis P. Crawley
Director General

Good Clinical Practice Alliance
Brussels, Belgium

Dr Kay Dickersin

Professor

Johns Hopkins Bloomberg School of Public Health
Baltimore, Maryland, United States of America

Dr Jeffrey M. Drazen

Editor-in-Chief

New England Journal of Medicine

Boston, Massachusetts, United States of America

Ms Héléne Faure (for Ms Anne Greenwood)
Project Director

Current Controlled Trials Ltd (CCT)

London, United Kingdom

Dr Davina Ghersi

Director

System Review & Health Care, NHMRC Clinical
Trials Centre

The University of Sydney

Sydney, Australia

Dr Michael Gropp

Vice President

Global Regulatory and Public Policy, Guidant
Corporation

Guidant Europe

Diegem, Belgium

Dr William R. Harlan (for Dr Deborah Zarin)
Consultant

National Library of Medicine, National Institutes of
Health (ClinicalTrials.gov)

Bethesda, Maryland, United States of America

Dr Richard Horton
Editor in Chief

The Lancet

London, United Kingdom
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Dr Karmela Krleza-Jeric

Clinical Research Officer

Randomised Controlled Trials
Canadian Institutes of Health Research
Ottawa, Ontario, Canada

Dr Frank W. Rockhold

Senior Vice President

Biomedical Data Sciences, R&D
GlaxoSmithKline

King of Prussia, Pennsylvania, United States of
America

Dr Toshiro Tango

Director

Department of Technology Assessment and
Biostatistics

National Institute of Public Health
Wako-shi, Saitama, Japan

Dr Prathap Tharyan

Professor and Head

Department of Psychiatry, Cochrane Schizophrenia
Group

Christian Medical College

Vellore, Tamil Nadu, India

Mrs Elisabeth Wager
Publications Consultant
Sideview Consulting
Bucks, United Kingdom

WHO Reqistry Platform Secretariat

Dr An-Wen Chan

Scientific Officer

WHO Registry Platform Secretariat

Department of Research Policy and Cooperation
World Health Organization

Geneva, Switzerland

chana@who.int

Dr Luis Gabriel Cuervo Amore

Unit Chief

Pan American Health Organization
PAHO/AMRO

World Health Organization

Washington, D.C., United States of America
cuervolu@paho.org

Dr Tikki Pang

Director

WHO Registry Platform Secretariat

Department of Research Policy and Cooperation
World Health Organization

Geneva, Switzerland

pangt@who.int

Dr Ida Sim

Coordinator

WHO Registry Platform Secretariat

Department of Research Policy and Cooperation
World Health Organization

Geneva, Switzerland

simi@who.int

Dr Patrick Unterlerchner

Health Systems Analyst

WHO Registry Platform Secretariat

Department of Research Policy and Cooperation
World Health Organization

Geneva, Switzerland

unterlerchnerp@who.int



