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A. Introduction

1. The World Medical Association has developed the
Declaration of Helsinki as a statement of ethical principles to
provide guidance to physicians and other participants in
medical research involving human subjects. Medical research
involving human subjects includes research on identifiable
human material or identifiable data.

2. Itisthe duty of the physician to promote and safeguard
the health of the people. The physician’s knowledge and
conscience are dedicated to the fulfillment of this duty.

3. The Declaration of Geneva of the World Medical
Association binds the physician with the words, “The health
of my patient will be my first consideration,” and the
International Code of Medical Ethics declares that, “A
physician shall act only in the patient's interest when
providing medical care which might have the effect of
weakening the physical and mental condition of the patient.”

4. Medical progress is based on research which ultimately
must rest in part on experimentation involving human
subjects.

5. Inmedical research on human subjects, considerations
related to the well-being of the human subject should take
precedence over the interests of science and society.

6. The primary purpose of medical research involving
human subjects is to improve prophylactic, diagnostic and
therapeutic procedures and the understanding of the
aetiology and pathogenesis of disease. Even the best proven
prophylactic, diagnostic, and therapeutic methods must
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subject of the research, even though the subject has given
consent.

16. Every medical research project involving human
subjects should be preceded by careful assessment of
predictable risks and burdens in comparison with foresee-
able benefits to the subject or to others. This does not
preclude the participation of healthy volunteers in medical
research. The design of all studies should be publicly
available.

17. Physicians should abstain from engaging in research
projects involving human subjects unless they are confident
that the risks involved have been adequately assessed and can
be satisfactorily managed. Physicians should cease any
investigation if the risks are found to outweigh the potential
benefits or if there is conclusive proof of positive and
beneficial results.

18. Medical research involving human subjects should only
be conducted if the importance of the objective outweighs
the inherent risks and burdens to the subject. This is
especially important when the human subjects are healthy
volunteers.

19. Medical research is only justified if there is a reasonable
likelihood that the populations in which the research is
carried out stand to benefit from the results of the research.

20. The subjects must be volunteers and informed
participants in the research project.

21. The right of research subjects to safeguard their
integrity must always be respected. Every precaution should
be taken to respect the privacy of the subject, the
confidentiality of the patient’s information and



