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Discussion toward the 50th anniversary 
of the Declaration of Helsinki
─ Interview with Dr. Otmar Kloiber,　

　Secretary General, World Medical Association  ─

Otmar Kloiber
Secretary General of the World Medical Association

Interview and translation：
Chieko Kurihara 1）　　Takeo Saio 2）

1）Molecular Imaging Center, National Institute of Radiological Sciences
2）Fuji Toranomon Health Promotion Center

(March 2, 2013, Imperial Hotel Tokyo, Tokyo, Japan)

Abstract
　　This article is the record of our interview with Dr. Otmar Kloiber, Secretary General of the World 
Medical Association (WMA) during his visit to Tokyo for the World Medical Association’s “Expert 
Conference on the Revision of the Declaration of Helsinki” held on February 28 and March 1, 2013, and 
hosted by the Japan Medical Association (JMA).
　　We were privileged to have the opportunity to interview with Dr. Kloiber after the Conference, on the 
important topics related to the 2013 revision of the Declaration such as: biobank, compensation for 
research-related harm, research in resource-poor setting, post-study access, vulnerable populations, ethics 
committee. Dr. Kloiber shared with us his thoughts and opinions on these topics as well as on the issue of 
ethical principle for placebo-controlled clinical trial. He explained the standpoint of WMA on these topics 
especially on the 2002 Note of Clarification and the 2008 revision in which the revised version of this Note 
of Clarification to the placebo principle was moved into the main text of the Declaration.
　　The Declaration of Helsinki was first issued in 1964. Next year, 2014, will be its 50th anniversary. The 
WMA is now vigorously working on the final version of the current revision, which we hope to be adopted 
in October 2013, reviewing all the topics that have been intensively discussed during the past decades.

Key words
Declaration of Helsinki, research ethics, placebo-controlled clinical trial, post-study access, compensation 
for research-related injury
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Dr. Otmar Kloiber, giving speech during the World Medical Association’s 
“Expert Conference on the Revision of the Declaration of Helsinki”, 
hosted by the Japan Medical Association, February 28 to March 1, 2013, 
Tokyo.
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2．Issue of placebo-controlled trial
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Dr. Kloiber giving a speech on March 1, 2013, at the closing of the “Expert 
Conference on the Revision of the Declaration of Helsinki.”
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Box 1　Provision concerning “Use of Placebo”, in the proposed revision 
of the Declaration of Helsinki

(s)

intervention

any intervention 
less effective than the best proven one, or no treatment 

any intervention less effective than the best proven one, 
additional s as a result 

of not receiving the best proven intervention
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3．Note of Clarification for the 
principles of placebo-controlled 
trial

Interviewer

Dr. Kloiber, responding to a journalist during the Press 
Conference held on March 1, 2013, after the conclu-
sion of the “Expert Conference on the Revision of the 
Declaration of Helsinki”.
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4．Post-study access and 
resource-poor setting

Interviewer

Kloiber

Box 2　Provision concerning “Post-trial Access”, in the proposed revision 
of the Declaration of Helsinki

In advance of a clinical trial, sponsors, researchers and host country governments should 
make provisions for post-trial access for all participants who still need an intervention 
identified as beneficial in the study. This information should also be disclosed to participants 
during the informed consent process. All study participants should be informed about the 
outcome of the study.
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Interview with Dr. Kloiber
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5．Obligation of states to assure 
health for nations
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6．Resource poor setting and 
capacity development
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Kloiber

Declaration of Helsinki CIOMS

Placebo or no treatment control Placebo or no treatment control

Health needs Health needs

Post study access Post study access

Capacity development

Table 1　Obligation of the researcher in collaboration with resource-limited community
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Box 3　Provision concerning “compensation for research-related harms”, 
in the proposed revision of the Declaration of Helsinki

Adequate compensation and treatment for subjects who are harmed as a result of partici-
pating in the research must be ensured.
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8．FDA and AMA, ICH-GCP and 
Declaration of Helsinki
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9．Biobanks and broad consent
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After the interview, from the left - Dr. Kloiber, Kurihara, Dr. Saio.
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Box 4　Provision concerning “biobank”, in the proposed revision of the Declaration of Helsinki

such as research on material 
or data contained in biobanks or similar repositories,
its exceptional

impracticable 
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10． Issues of marginal or out of 
the scope of the Declaration of 
Helsinki:
iPS cells; disease kidney/uterus 
transplantation; neuro-ethics; 
dual use

iPS cell
Interviewer

Kloiber

Interviewer

Kloiber

Diseased kidney transplantation
Interviewer
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Box 5　Provision concerning “Unproven Interventions”, in the proposed revision 
of the Declaration of Helsinki

n individual 

T
subsequently
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Neuro-ethics
Interviewer

Kloiber

Dual use
Interviewer

Kloiber

11．Laws and ethical principles

Interviewer

Kloiber
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12．Impression of Japan
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13． Important issues relating to 
WMA’s activities
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Additional questions 
in August 2013
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