644 2022 6 36 6

W', Enk', He#, BTazr’, 2%, FARE, ER¥E, BOR,

BRITAE', TR ZBE [0 SRR R IRBARI B, JEE 1000555 2. KESIEZI A RS A,

Jbat 1000455 3. bt PHBPE R ARG RITIL AR, dLaL 1000455 4. R0 2GR A BRAR, i
201210; 5. FEiHIE (P E) FEARAF LR, LI 2000405 6. L faGELRGAERAR, I
76 201203]

st 2% B #2516 AROR IS A 18] 2 M R A a5 R 0 R P A L F 2 & F 34Tk RAAF, K
& iR Z AT E 0 T AT R BT ERT G RRIE B A S ERAR R, BRABFTE. R
FFMAsmE R E P BEZR, 6 AR N 2 A0 MRS E B KR 2 M 16 R I 4 18] A1) %
ARREREERFIKF RGO AL, REXEFREEE, HAMRL, TREPALAAE, StiAE
LRJATHM ., RREBEALE, RBENFEHHLERML TG T LA TAEA BT,
B A LR R B S HORPTAT Rt R B A 2h s R IX IS A 2 4 AR e R e e bl oy kAR S R R F
H— 2R, AR A3 —F 3B X EH G R R ISR 2 R e e R F R RS R T H
X H

B Redss); BARRERN; EE2L; FARAE

R95 A 1002-7777(2022)06-0644-15
doi:10.16153/5.1002-7777.2022.06.007

Research V on Pharmacovigilance and Risk Control During Clinical Trials of
New Drugs: A Questionnaire Survey and Result Analysis on Regulatory System
of Pharmacovigilance and Risk Control in China

Yang Jianhong', Zuo Xiaochun', Zhi Huijing’, Feng Hongyun’, Li Hao®, Zhou Lingyun’, Zhan Xiaojing’, Lii
Xinhuan', Chen Jiangpeng', Zhang Xianglin' [1. Yeehong Business School, Shenyang Pharmaceutical University,
Beijing 100055, China; 2. Changchun GeneScience Pharmaceuticals Co., Ltd., Beijing 100045, China; 3. Beijing
Stem Technology Co., Ltd., Beijing 100045, China; 4. DeltaMed Co., Ltd., Shanghai 201210, China; 5. Shanghai
Branch, Sanofi (China) Investment Co., Ltd., Shanghai 200040, China; 6. Jiangsu Hengrui Pharmaceuticals Co.,
Ltd., Shanghai 201203, China]

Abstract Objective: To investigate the key issues and management elements of pharmacovigilance and risk
control during clinical trials of new drugs in China and to come up with some feasible measures to strengthen

supervision in this field. Methods: Key management elements were refined based on previous literature researches
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on the pharmacovigilance system during clinical trials of new drugs in Europe and the United States, on regulatory
requirements for clinical trial protocols, investigator's brochure and informed consent forms, on regulatory
requirements for periodic safety reports during clinical trials, and on regulatory requirements for individual case
safety reports during drug clinical trials. The questionnaire survey was designed and conducted, and the survey
results were finally analyzed. The non-probability sampling method was used and the professionals engaged in
the work of pharmacovigilance were selected as the research objects. Results and Conclusion: The survey results
showed that most of the respondents had reached certain consensus on the key issues and management elements
of pharmacovigilance and risk control during clinical trials of new drugs in China. This survey will offer a data

support for further improvement in pharmacovigilance and risk control management during clinical trials of new

drugs in China.
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