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What does research ethics bring to
clinical trials in oncology globally?

Does the reviseDeclaration of
Helsinkicontribute to the needs of
researchers in developing countriess




Why Research Ethics?

e As a critique of health research?

e As a support for health research?

* As an apology for health research?
e As a description of health research®




Justifying Research Ethics

A. ‘Knowledge without action has no value.’
B. ‘Action without knowledge has no value.’

1. What are the eyes and ears of research ethic
2. What are the heart and mind of research ethi




Recent Developments Affecting
Global GCP Guidelines

Declaration of Helsinki
(WMA, 2000, 2002, 2004, 2008)

ICH Globalisation Process
(GCP 1996-Present) -

WH O GC P(1995, 2005) Medical Research In\f::lr\'inu Human Subjects
Development of Regional & National GCP
Guidances | | _
(India, China, Indonesia, Thailand, Malaysia, '

WORLD MEDICAL ASSOCIATION DECLARATION OF HELSINKI

Singapore, South Africa, PAHO, UK MRC)

al Assembly, Edinburgh, Scotland, October 2000
Note of Clarification on Paragraph 29 added by the WMA General Assembly, Washington 2002

Directive on Implementing GCP and the 14
Implementlng gL“dance teXtS . The World Medical Association has developed the Declaration of Helsinki as a
(E U . 200 1_2005) statement of ethical principles to provide guidance to physicians and other participants

- medical research mvolving human subjects. Medical research mvolving human

U S I R B/I EC n SSU rances subjects includes research on identifiable human matenal or identifiable data

It is the duty of the physician to promote and safeguard the health of the people. The

U S O H R P . physician’s knowledge and conscience are dedicated to the fullillment ol this duty.
, 3 December 2000)

. The Declaration of Geneva of the World Medical Association binds the physician with

The GIOballzation Of Clinlcal TrIaIS: A GrOWing 0 the words, "The health of my patient will be my first consideration” and the

. . . International Code of Medical Ethies declares that, "A physician shall act only n the

Ch al Ie n e I n P rote Ctl n H u man Su b ects patient's interest when providing medical care which might have the effect of
g g J weakening the physical and mental condition of the patient.’

(US D H H S Report, Se pte I ber 200 1) . Medical progress 15 based on research which ultimately must rest in part on

experimentation iny oly ing human hlll‘|i_‘L‘1_\

Protocol on Biomedical Research
(Cou nCII Of Eu rope : 2004) wman subject should take precedence over the interests of science and society

. The primary purpose of medical research involving human subjects 1s to improve
prophylactic, diagnostic and therapeutic procedures and the understanding of the

DeCIaratlo n O n U n IVe rsal N Orms On B I OethICS actiology and pathogenesis of disease. Even the best proven prophylactic, diagnostic,
and therapeutic methods must continuously be challenged through research for their
(U N ESCO y 2005) effectiveness, efficiency, accessibility and quality

INTRODUCTION




Recent Developmentsont.)

Operational Guidelines for Ethics Committees That
Review Biomedical Research
(WHQO, March 2000)

Surveying and Evaluating Ethical Review Practi
(WHQO, February 2002)

International Ethical Guidelines for Biomedical

Operational Guidelines
for

Research Involving Human Subjects Ethics Committees That
(C|OMS, 1993, October 2002) Review Biomedical Research

Ethical Considerations in Preventive Vaccine

Research
(UNAIDS Guidance Document, May 2000)

Operational Guidelines for Data & Safety
Management Boards
(WHO/TDR, 2005)

Model Standard Operating Procedures for Ethic
Committees
(GCPA-EUI"Ope + S|DCER, 2005) World Health Organization

Geneva

Operational Guidelines for Conducting Clinical 2000
Trials on Botanical Medicines
(WHO/TDR, 2005)

Guidance in Paediatric Research







1. Whnat s



How should we understand the
Declaration of Helsinki in 20097



What i1s the World Medical
Assoclation?



WMA raison d’étre

iIndependence

standards of ethical behaviour and care by
physicians

International standards in
Medical Education, Medical Science, Medical
Art and Medical Ethics, and Health Care for all
people



WMA Statements



Other Activities



TheDeclaration of Helsinki



The Role ofHelsinki






The Cornerstone of
Health Research Ethics

to promote
and safeguar

knowledge
and conscience




Why Revise Helsinki in 20087



The Revision Process

Sweden, Japan, South Africa, Brazil, and
Germany



The Revision Process



The Revision Process






3. Whnat 1s |\
Declaration of A

ayy In tne
alsink 20087

N
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The Ground of Helsinki



Helsinki
(draft revision, 9 November 2007)




Revisiting
The Ground of Ethics



Challenging
The Ground of Ethics

objective risks
and burdens



Vulnerable Populations

cannot give or refuse consent
coercion or
undue influence



Vulnerable Populations

the research
IS responsive to the health needs and
priorities of this population or community

benefit from the results



Transparency

registered in a publicly
accessible databasc



Use of Control Arms

best
current proven interventior:

placebo
NO current proven intervention exisis

for compelling and scientifically sound methodobi
reasons

any risk of serious or
Irreversible harm



Access to Post-study Interventions

Informed about the outcome of
the study and to share any benefits

The protocol should describe arrangements for post-
study access



‘How can we Iin 2009 best integrate the
Declaration of Helsinkinto research ethics?

fpc@gcpalliance.org



