FE G RBTFE 2023 4F 12 H 55 36 #4535 12 ] Chin J Clin Res, December 2023, Vol.36, No.12 - 1881 -

- EHWF -

AILA 2= T4 3] M A 1 S it o A b B S PR 45 1 8 3L

RamH, M3, RLeH, K, BAh, B¥4a, ITi4E, ITEHF
AR FE R BT v R R Bt i PRIKER WA NN 3, VIR 9 st 210009

TR H R IR R0 Hh 47 ] R G 0 i 125 ) B 2T B, 1 Ay e AR K 6 K5 BRI A% A v B B R G T ) R
Xof i RIS 2 R 28 OC T B ELET T 245 ) 0k S B A5 B U e PRI sl i a7 1 AR TG BB B I IR
e, RIS ATEE B SRR AR R R (SOP) Sl APRaAsE L=k . AR E
SURFFEIN R . HUS B B B VR SRR AT BEA A5 [, A SCRANLA A B A, 4563

BescPriig ol , it 53 B AV IFHIT H & MEr SOP | hnsm i 72 85 UIFI 4 = AF 58 5 0 5 2SR BRI EE A
SRR, V5 M RIS B S ORI R AN SOP LLKGRALHLR X 15 25580 1 5 i A48 PRAE D7 i e AT 6, A
A s RS LAS T A PR A PR PR LA 4

KR AR BiE; BARE IUAE; dRfR el

HESSES: RIS XEHRIREE: B XE4HS: 1674-8182(2023)12-1881-05

Institutional management of maintenance of blind during the

implementation of clinical trials

ZHANG Rumeng, YANG Yue, CAI Mingmin, CHEN Hong, CHEN Xi,ZHAI Zihong, WANG Guimei, WANG Huiping
Clinical Trial Institution Office, Zhongda Hospital Southeast University, Nanjing, Jiangsu 210009, China
Corresponding author: WANG Huiping, E-mail . zdyyjgh@ 163. com

Abstract: Blindness is an important means of controlling and avoiding measurement bias in clinical trials. As a key
concern in on-site verification of clinical trial data, it is crucial for clinical trial results. However, in double-blind
clinical trials where the investigational drug cannot achieve blinding or in single-blind clinical trials where blinding
evaluators are established, clinical trial institutions have issues such as incomplete or incomplete blinding maintenace
procedure/ standard operation procedure ( SOP ), insufficient training for researchers on blinding, and insufficient
intervention and attention from quality management personnel on blinding. From the perspective of institutional
management and combined with the actual situation of our hospital , this article explores the improvement of blind design
and the development of blinding maintenance SOP, strengthening researcher training and increasing researchers’
awareness and sense of responsibility for blinding maintenance, implementing and implementing clinical trial blinding
maintenance procedure and SOP, and strengthening the quality management of blinding implementation by institutions,
in order to provide reference for maintenance management in clinical trial institutions.
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