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WMA Declaration of Helsinki (2013)

15. Appropriate compensation and treatment for subjects who are
harmed as a result of participating in research must be ensured.
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WMA Declaration of Helsinki (2013)

22. The design and performance of each research study involving
human subjects must be clearly described and justified in a
research protocol.

The protocol should contain a statement of the ethical
considerations involved and should indicate how the principles in
this Declaration have been addressed. The protocol should include
information regarding funding, sponsors, institutional affiliations,
potential conflicts of interest, incentives for subjects and
information regarding provisions for treating and/or compensating

subjects who are harmed as a consequence of participation in the
research study.

In clinical trials, the protocol must also describe appropriate
arrangements for post—trial provisions.
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