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Discussion on quality management of phase 1
clinical trials based on risk

WEN Ke' CHAI Dong® WANG Jin' WANG Rui'
(1 Clinical Pharmacology Center 2 Center for Clinical Pharmacy PLA General Hospital Beijing 100853 China)

Abstract  The quality of drug clinical trials is an important prerequisite for protecting the rights of subjects
and evaluating drugs scientifically. As a preliminary clinical pharmacology and human safety evaluation trial the
risk of Phase [ clinical trial’s process is high compared with the Il /Il phase clinical trials. Therefore it always
has been the core concern of how to achieve the benefit risk optimization. According to the characteristics of Phase
I clinical trial and Phase | clinical laboratory management the risk factors at system level and project level were
identified and evaluated and the risk-based quality management strategy was proposed. Effective measures should
be taken to reduce the risk of Phase [ clinical trial cycle comprehensively and continuously.
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