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Analysis of Suspected Unexpected Serious Adverse Reaction Reports After the Implemention of the Good Clinical Practice(2020 Edition)
WANG Jing, DU Biao, WANG Huarong
(Department of Pharmacy , Chongqing University Three Gorges Hospital, Chongqing, China 404000)

Abstract: Objective A total
of 1 323 SUSAR reports submitted to the clinical trial institution office by sponsors from July to October 2020 were collected,and the

To promote the management of suspected unexpected serious adverse reaction(SUSAR) reports. Methods

staging of drug clinical trials, registration classification of trial drugs,outcome and nature(category) of the event in the reports were ana-
lyzed retrospectively. Results Among the staging of durg clinical trials, 245(18. 52% ) reports occurred in phase Il of drug clinical trials,
1 078(81.48% ) reports occurred in phase Il of drug clinical trails. Among the registration classification of trial drugs,there were 54
(4.08% ) reports of classification 1 chemical drugs,9(0.68% ) reports of classification 5 chemical drugs,1 212(91.61% ) reports of
classification 1 biological products,43(3.25% ) reports of classification 2 biological products and 2(0.15% ) reports of classification 7
biological products, 3(0.23% ) reports of classification 9 biological products. Among the outcome reports of SUSAR, there were 465
(35.15% ) reports of recovery,220(16.63% ) reports of improvement/remission,454(34.32% ) reports of non —improvement/non — re-
mission/ continuation, and 153(11.56% ) reports of death. Among the SUSAR reports with non — improvement/non — remission/ continua-
tion and fatal outcomes,there were 35(64.81% ) reports of classification 1 chemical drugs,551(45.46% ) reports of classification 1 bi-
ological products and 18(41.86% ) reports of classification 2 biological products. Among the SUSAR reports with fatal outcomes, 148
(12.21% ) reports of classification 1 biological products, 4(9.30% ) reports of classification 2 biological products, and 1(11.11% )
report of classification 5 chemical drugs. In the nature(category) distribution of SUSAR events,272(20.56% ) reports of fatal or life —
threatening SUSAR,and 1 051(79.44% ) reports of non fatal or life — threatening SUSAR. Conclusion Clinical trail institutions should
focus on reviewing the SUSAR in the clinical trials of classification 1 biological products and classification 1 chemical drugs, and
strengthen the risk early warning in such trials for early identification.
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