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International Conference on
Harmonisation (ICH)

» Standardize drug development and approval process
 Protocol development standards

« Review by ethics committee

» Researcher responsibilities

« Sponsor responsibilities






The Belmont Report

Ethical Principles and Guidelines for the
Protection of Human Subjects of Research:

+ Respect for persons

* Beneficence

» Justice
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INFORMED CONSENT
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Risk-benefit ratio
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Beneficence or Do No Harm
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