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Operation Procedure Analysis for Quality Control Management of Clinical Trial Institution in Our Hospital
LIU Lin-na, GUAN Bo, LI Shi-cao, ZHANG Tian, ZHANG Yan (Pharmaceutical Clinical Trial Institution, Tang-
du Hospital, Fourth Military Medical University, Xi’an 710038, China)

ABSTRACT OBJECTIVE: To provide reference for improving the quality of pharmaceutical clinical trials and establishing effec-
tive internal quality control system of clinical trial institution. METHODS: The construction of tertiary quality control system was
explained and analyzed. Furthermore, the key points and practical methods for quality control were reviewed and analyzed, and the
experience was put forward. RESULTS & CONCLUSIONS: The establishment and excellent operation of the quality control system
of drug clinical trials depends on sponsor/CRO, investigator and the institution to work together. As an important form of quality
control of clinical trials, tertiary quality control management mode, i.e. project team as first level of quality control, professional
group as second level and institutions and office as third level, plays an important role on solving the problems in clinical trials and
can elevate the quality of clinical trials.
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