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Problems and Analysis of In-hospital Audits Based on Clinical Trial Projects
ZHAO Xilan', JIA Lihua'?, WANG Li’( 1. Department of Pharmacy; 2. Clinical Trial Institution, Peking
University International Hospital , Beijing 102206, China)

ABSTRACT Objective To establish an audit team at the Clinical Trial Institution and explore the feasibility of a new
Methods

clinical pharmacists trained as clinical trial auditors by the National Medical Products Administration Institute of Executive

model involving clinical pharmacists in auditing clinical trial projects in hospitals. The audit team consists of 6

Development and specialized coaching by experts from other hospitals. Results The audit team completed a total of 16 audit
reports and identified 189 problems, including 128 general problems, 58 important problems and 3 serious problems. The
institution, sponsors, investigators and subjects were all involved. — Conclusion Based on the actual situation of our hospital ,

the mode of clinical pharmacists establishing audit teams in medical institutions can effectively improve the quality management

level of drug clinical trial projects.
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Fig.1 The formation process and work implementation of the audit team
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Fig.2 Flow chart of audit implementation
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