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issues in research involving human participants ”
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Ethical and policy issues in research
involving human participants
(National Bioethics Advisory Commission, 2001)
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Comprehensive Framework

» Clinical Trial Subject Protection-Ethics Committee
« Regulatory Clinical Trial Approval Design

« Compliance with Good Clinical Practice + GMP
 Conduct of Clinical Trials

+ Detailed Pharmacovigilance Design

« Exchange of Information - European Data Base
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CIOMS with WHO
: International ethical guidelines for
biomedical research involving human

subjects (1993)
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