“assaa# Drug Evaluation Research 84255 681 201946 B - 1041 -

[ thiEéd ]
Il PR IX 3 /LA BE F1 1Vl R S AR

WIS, EAE, ek, il OREW, smEsk, REA, £ B £ %, Kk O, 7 H,
EWg, pro A6, dhfE#E, XIRZE, THE, T O, @ M, 2%, A, B M, R,
x M, & B, M, EFF, WEIE, ERE, ERE, R OME, K, JuMEZ, Gk,
oW, b BE fRER, BRESY, BRERVE. KOV, 3 OBk, R 0%, w., o, KREH,
XOE, BROBL EHER, X TG, #OR, B O

IR AR AWK R B GURTCE . JERT 100020

> IE

8 E: IGAKIRE U RE VPG R bR LS I AR I HUA RE D PG PR L 16 F 23 04 2 B 2 8 0 VP Al bm e o I PR IR I8 Ll
AL PP AR DG KAR G B8 0 VEAS AR dE . AEPDARE A S AR D B8 0 PP AR il o BE TT DAZE-& 6F I PR ARG AL 14T B 44
fili, AT CAARST AT BTGVl o b R R R 1 VA 45 e 3. DA BE 8 U1 S R I R R EG ML AL B RE AL 12 47 5
B, ARG RIS B AR RRIE MO T EAE, s R 1 AR 7 PR R, SR I AR IR L KR
FEER: WGARRE: RSV AR

FESES: RISI XEkFRERE: A YERS: 1674-6376 (2019) 06-1041-20

DOI: 10.7501/j.issn.1674-6376.2019.06.001

Series of Standard for capacity assessment of clinical trial institution

HONG Minghuang, WANG Shaohua, CHENG lJinlian, WANG Haiying, ZHAO Xiuli, HUANG Jianying, WU
Jiancai, WANG Min, WANG Hao, ZHANG Li, FANG Yi, WANG Hongyun, SUO Wei, QU Hengyan, LIU
Lijun, DING Xueying, DING Qian, YAN Zhao, WANG Huanlin, LIN Yang, ZHOU Huan, HAO Xiaohua, WU
Wei, YU Qin, BAI Hua, WANG Xiuqin, CAO Guoying, WANG Meixia, WANG Xiaoxia, LIANG Yan, CAO
Yu, YUAN Wei'an, ZHANG Chi, SUN Hao, SHEN Ying, FU Haihong, XUE Huadan, GUO Shaojie, ZHANG
Yang, HUANG Lin, WU Feng, JIN Juan, YANG Liu, ZHU Weiguo, LIU Zhen, CHEN Rui, WANG Lijue, LIU

Qiao, HAN Mian, CAO Cai
Zhongguancun Jiutai Good Clinical Practice Union Association, Beijing 100000, China

Abstract: The series of standard for capacity assessment of clinical trial institution includes the capacity assessment standard for
clinical trial institution, the review capacity assessment standard for Ethics committee, the capacity assessment standard for clinical
trial professional group, the capacity assessment standard for phase I clinical trial, the capacity assessment standard for biological
sample analysis and detection. Both the overall evaluation of the clinical trial institution and the individual evaluation can be carried
out independently from the above five aspects. At the same time, the evaluation result decision method is specified in the standard.
The purpose is to promote the standardized management of the operation and supervision of clinical trial institutions, promote the
self-discipline of practitioners in clinical trials institutions, accelerate the internationalization of clinical trial research in China, and
improve the management and research level of clinical trials.
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Table 1 Content of capacity assessment for clinical trial institution
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