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— SRR (treatment)
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— a clinical investigation in which treatments are
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shH. B (efficacy)
R (effectiveness)
T2 (safety)

QOL (quality of life)
I /2R (pharmacogenomics)
ZEI#EF (pharmacoeconomics)
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— to minimize potential risks that they may have
for human subjects, especially for those
treatment whose efficacy and safety are
unknown or are still investigation.
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e FDA (www.fda.gov)---%99,000 A

— HHS (Dept. of Health and Human Services) N 0 #8 #;
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 CDER (Center for Drug Evaluation and Research)
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CBER (Center for Biologics Evaluation and Research)
CDRH (Center for Devices and Radiological Health)
NCTR (National Center for Toxicological Research)
CVM (Center for Veterinary Medicine)
CFSAN (Center for Food Safety and Applied Nutrition)
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International Conference on Harmonisation
of Technical Requirements for Registration
of Pharmaceuticals for Human Use
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