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1. International council for harmonization of technical requirements for pharmaceuticals

for human use. ICH harmonized guideline; Integrated addendum to ICH E6(R1): guideline
for good clinical practice ICH E6(R2), 2016.

2. The Coundil for International Organizations of Medical Sciences (CIOMS). International

ethical guidelines for health-related research involving humans,2016.
3. WHO. Standards and Operational Guidance for Ethics Review of Health-Related Research
with Human Participants, 2011.

4. WMA World Medical Association Declaration of Helsinki - ethical principles for medical
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