FAEE AR RS PR e 2026 45 8 A4 39 £45 4 8] Chin ] Med Sci Res Manage, Aug. 2026, Vol. 39, No. 4

- BRI -

B 58 R i PR AR 5848 O Y 20 Ay S HLAA) v B 3R
73]
#AE HHF

At B AL 310013
BAEAMEFE T F . Email: Chenxy867@163. com, % 4% :0571-81595231

379 -

&

[(HE]1 BW ANREERSEHITTE T BRI R E 2R AR H BT By7 AV )Z T A iR B R 4R
1 TIT A8 J9 2 985 A TG BT 58, #E T O By TAENLM R TIT i R RIS %, Fik R Ir ik . 4461 A&
B g 58 T IR A 9006 o A 15 BB oF A SR QB AT, R ML & e A s R P AAE BRARYE A R R IR AT 1A
Piortr. ER UT R TE 1 B4 i A8 R i B e AR 7510 20 A7 A HE E 48 3 JF SR WF 55 DA% B AR MR O X 3R 7958 2 o A 41k o
L A B A S R B R ST RS, S BRI A E R TRMAE 5 IIME R A G R I
it R 24 SROAIL I AS A 4 B 5 2 AR S R S5 IR A R e 4 IR T T B R VA B A RE AN A T A5 R 2 . A AR A BT B 6 SR AL R
JAh AN 2o BRI T R BT R G B IR 45 O TR A R T AR LR P AR A FE X AR L U Se R TIT S A R R .

[kEiFY HRFREWIRRIR; BBELE; RHBHH

E&TH: #iilaEZ AR E (2025KY538)

[hE4SESE] RI197;R-05 [x#tARiRmE] A DOI:10. 3760/cma. j. cn113565-20251231-00373

Analysis of ethical misconduct in Investigator-Initiated Trials and exploration of institutional governance strat-
egies
Xie Xiaoping » Chen Xinyu
Zhejiang Hospital , Hangzhou 310013 ,China
Corresponding author : Chen Xinyu , Email: Chenxy867@163. com, Tel:0086-571-81595231

[Abstract] Objective This study aims to systematically analyze the primary manifestations and underlying causes of ethi-
cal misconduct in Investigator-Initiated Trials (IITs), and to propose governance strategies from the perspective of internal
governance systems within healthcare institutions, thereby providing references for promoting high-quality development of
IITs. Methods
viewed and analyzed the mainifestations of ethical misconduct during key stages of IIT oversight, including formal review, ini-

Employing a combination of experiential summarization and literature review, this study systematically re-

tial review. and continuing review. Results Ethical misconduct in IITs primarily manifested as: initiating research without ob-
taining ethical review approval as required, obtaining ethical review approval through fraudulent means, and conducting re-
search beyond the scope of the ethical review approval or in violation of ethical norms. Conclusions The aforementioned issues
mainly stem from factors such as an inadequate ethics education and training system, insufficient ethical incentive and constraint
mechanisms, insufficient provision of support services for research principal investigators, and maladaptation of cross-depart-
mental collaborative governance effectiveness. To effectively promote the high-quality development of IITs, it is essential to
construct governance strategies for healthcare institutions that focus on internalizing ethical awareness, strengthening institu-
tional incentives and constraints, empowering research principal investigators, and synergizing cross-departmental efforts.
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