Chinese Journal of New Drugs 2026,35(19)

o

N 4z 1 2
FoE e RO H R

(1l PHAFHBEEFRMBEFEER(FETE - ARER), ¥/ 415000; 2 FEZEXRF¥E MR
E G K E % P8, ® K 400037)

[(WE] MG HERREREFEAE) T 2026 56 A8 8 EXLA, 2 %4 E K ICH(E6
(R3): s KRR M EFEATCHAKRERMNDWEZCEN, A E R R L AU FTFERRITTRARE
B, B2l R K e E R AL )2026 F R 5 € 25 4 I R X ge T E 8 2R AL ) 2020 4R R HE AT tho
T EE(HpHFGER AR H A Z2UhERENEREAE AN EREFARAERREUN(ERELR))
(2026 £ ) EWMEXH, RANHAMH AL 2HFTFENELARMMALAEZSE, AR AL, HALEI N NRAH
HRIEA T RAUERENS T2 FENE ZoEFET RS- S RAM,FARMERTHAE, FEN L
REM FATRLUFENNNBEREFTEZACZRAFER AR MAFEAR ZREZLUFEN
BAERUEMES T HELEINTAMRERFTERNBEFTERR,

[X$ER] HAWEARRRETEAL; Z2EFTEREFEZR ALY

[hFESFES] RIT2.6 [ XHktRERE] A ([XEHS] 1003—3734(2026)19—2038—10

Key changes in the 2026 edition of the Good Clinical Practice

regarding safety reviews and corresponding measures

GAO Man', PENG Xue-ging' , WU Kai-hui', ZHOU Ji-yin®"
(1 Changde Hospital, Xiangya School of Medicine, Central South University (the First People’s Hospital of
Changde) , Changde 415000, China; 2 Clinical Medical Research Center, the Second Affiliated Hospital
of Army Medical University, Chongqing 400037, China)

[ Abstract] The new edition of the Good Clinical Practice (GCP) was officially issued on June 8, 2026. Tt
fully incorporates the core principles of the ICH guideline E6 ( R3): Guideline for Good Clinical Practice and
fundamentally reshapes the clinical trial safety review system. Through a comparative analysis of the 2026 and 2020
versions of the GCP, and with reference to supporting documents such as the Technical Guidance on the Collection,
Analysis, and Reporting of Expedited Safety Reports by Sponsors During Clinical Trials ( Draft for Comment )
(2026) , this study provides an in-depth analysis of the key changes and underlying logic of the safety review under
the new regulations. The study concludes that the new regulations comprehensively introduce the concept of “risk-
proportionality,” further optimizing the safety reporting mechanism, the content of safety reviews, and the approaches
of safety review, while clarifying the responsibilities of relevant parties. To adapt to these changes, safety reviews

under the new regulations should establish an ethics review system aligned with the new requirements by strengthening
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the review capabilities of ethics committee members, optimizing review procedures, refining the content and

requirements of safety reviews, and enhancing multi-stakeholder collaboration.
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