Chinese Journal of New Drugs 2023,32(23)

I
l
l
l
I
l
\

CEFEEAATHMNEAY R IEARETHEBESHT
K OERAE.E
(R FA WA BT A DRI/ B R AL R AR AR EALRE,
UE¥ SRS 2 BB 3 H LB AR, T 100142)

[(BE] ANETEAZLNAMEAYDEARARB T ESATALANNE BESER, BB &SN
20182021 S AN EAFHBEER A RN M B E AN ERRBREN T ER T A B LR, F %R
F WK KEFELRE(BENSER) 2 AH#ATLKR, B2 7 EFTHYH, 20182021 £ & X% F &
AL R RIS R E T EHE 1256 R, FEFTEFTRERS K S (318 K,25.32% ) AR H LK
bl B/ ERERSHRD(6X,0.50%), ARFIA BEAFRFMEGRHRZE LR EFE R ERE
WERBHEARITFEX(P<0.0l), FEFFT XN ZRFW L AL M KRR £ E 6 2 5
N 5.81% ,4.78% 1 5.41% , M BEAYERRBEABFA TR A LALLM T ESET, TURAT WERE
BH HARAARMZRAEHAT A RN INERRERDELE RE AR RENFRE,

[XEiIR] MEFE; MWW EADERKE; 7 ZEF; BB KT

[ESZE] R969.4;R979.1 [XEEREL] A [X=4HES] 1003 —3734(2023)23 - 2411 - 06

Retrospective analysis on protocol violation of anti-tumor drug
clinical trials from the perspective of ethical review
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[ Abstract] To analyze the pattern, characteristics and causes of protocol violation in anti-tumor drug clinical
trials from the perspective of ethical review. The number and categories of violation projects were retrospectively
analyzed and compared in different departments and the area of clinical trials ( domestic or international ). The
impact of protocol violation on clinical trials carried out in our hospital from 2018 to 2021 was also analyzed. From
2018 to 2021, 1256 protocol violation cases occurred in clinical trials of anti-tumor drugs carried out in our hospital.
The number of continuous protocol violations (318, 25.32% ) was the largest, and the number of researchers’ failure
to cooperate with supervision/audit (6, 0.50% ) was the fewest. The difference in the number of protocol violation
between internal and surgical, domestic and global clinical trials were both statistically significant (P <0.01). The
proportion of protocol violations affecting the safety, rights of subjects and trials results were 5.81% , 4.78% and
5.41% , respectively. Various protocol violations may occur during clinical trials of anti-tumor drugs. In order to
improve the quality of clinical trials, it can be effectively avoided by strengthening quality control and conducting
targeted training for the research team and subjects.
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