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Principles of Biomedical Ethics.
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American judges (top row, from left) Harold Sebring,
Walter B. Beals, Johnson Crawford, and Victor
Swearingen during the Doctors Trial, which was held
in Nuremberg, Germany, from December 9, 1946, to
August 20, 1947. NARA
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Human Research Protection Program, Inc)
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O WHO : Operational Guidelines for Ethics Committees
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Protect the rlghts and safety of research
subjects

3 Informed consent
0 Ethics committee
3 Adverse Event reporting
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Ensure the quality and of the data

2 Adherence to the protocol

3 Accurate and complete documentation
2 Drug accountability

2 Monitoring

2 Archiving
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&%, Good Clinical Practice of Taiwan

e 1996-11 : Announced and revised version to
harmonize with ICH-GCP in Sep.2002.

e 1998 : GCP Inspection Workshop In Taiwan
O Dr. Antoine El Hage (FDA)

e 1998-99 : Mock GCP inspection, officially
began since 2000.
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