Chinese Journal of New Drugs 2026,35(19)

SR BRME AR AT
(1 AN AFWEILEER,# M 215000; 2 [ EFEAFE B ERIEKEFH K+ 8, 2K 400037)

[(HZE] BR:BHAAETB(ADERABREFEALE) X ICHE(R)EZETREAH L ELRE
FHEAX—FARRHAAGHEE RGN A AR THEFEGE LB, VIR EEERERBSF . F
F AT XN LW BRENN KRR ELA A RS EF R AR M EFREZRF LHRIVR R F LR,
AMEENEELER, GRABAAGE LR RS EER RN EEA NS CAHR A, 5 Z 5 — 09 Lk %
W, EELHFRTAHEREH  BARCRAXN 2> REFE wHRAE RNRIFE FRFLEIN FEOR
T REEE RARFAARXXEECEFTEAREAR L. ER: XA AEE LR DS EHEANF S
UBEAFOTHES,EWHATRENE, WRNEARNET ZEF AL WIEL TN, wRAET & )|
RGEE, ARHETRR,NTRESEHFNE S HETHE K,

[X@giA] KpRAAEEE, XRpAAGELERRES#

[FESZES] RIS [XEktRERE] A [XE%HS] 1003 —3734(2026)19 —2055 - 06

Reflections on the management of investigational products
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[ Abstract] Objective: To explore the current application status, implementation considerations, and
practical measures for a new model of delivering investigational drugs directly to trial participants ( direct-to-
subject, DTS) in the context of the revised Good Clinical Practice (GCP) and ICH E6 (R3), with the aim of
providing a reference for optimizing its management quality. Methods; Through a literature review, this study
compared regulatory policy differences, current implementation status, and common models for the direct-to-subject
model between domestic and international settings, and analyze the key considerations for its implementation.
Results: The direct-to-subject model has been adopted both domestically and internationally, but there is a lack of
unified implementation guidelines. Its use may be considered when appropriate. Effective implementation can be
ensured by strengthening the following aspects: clarification of responsibilities, ethical review, informed consent,
risk assessment, qualification verification, training, information system development, risk management, privacy
protection, and investigator oversight. Conclusion: The model aligns with the “patient-centered” philosophy but is
still in its exploratory phase. When planning to adopt this approach, its feasibility should be fully demonstrated in
the protocol, with enhanced emphasis on ethical review, training, and risk control, while clearly defining the
responsibilities of all parties to safeguard participants’ rights and ensure data reliability.
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