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Guidelines: Declaration of Helsinki

All medical research involving human subjects must be preceded by careful assessment of

predictable risks and burdens to the individuals and groups involved in the research in

17 comparison with foreseeable benefits to them and to other individuals or groups affected by the

condition under investigation. Measures to minimize the risks must be implemented. The risks

must be continuously monitored, assessed and documented by the researcher.

Physicians may not be involved in a research study involving human subjects unless they are

confident that the risks have been adequately assessed and can be satisfactorily managed.

18 When the risks are found to outweigh the potential benefits or when there is conclusive proof of

definitive outcomes, physicians must assess whether to continue, modify or immediately stop

the study




International Ethical
Guidelines for
Health-related Research
Involving Humans

Prepared by the Council for International
Organizations of Medical Sciences (CIOMS)
in collaboration with the
World Health Organization (WHO)

Guidelines: CIOMS

For all biomedical research involving human
subjects, the investigator must ensure that
potential benefits and risks are reasonably

balanced, and risks are minimized
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Type of risk

Minimize risk
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