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[ Abstract] In accordance with the Pharmaceutical Administration Law of the People’s Republic of
China revised in 2019 and the Implementing Regulations of the Pharmaceutical Administration Law of the
People’s Republic of China effective in 2026, Peking Union Medical College Hospital led the development of
The Chinese Management Consensus on Compassionate Use of Investigational New Drugs in Medical Institutions
(2026) . This consensus was formulated by convening a multidisciplinary panel of experts, including health
policy specialists, clinicians, pharmacists, methodologists, ethicists, and industry representatives, fol-

lowing the consensus development process recommended by the World Health Organization handbook and the

BEHWH . MAATEE I B JIH (UGG06314) 5 T HL Sttt FUAEE I 7 WA 254 LT J5 22 2 VE AR 04 3 0 1 T SR M F 52 - 24 i
W Rl 4 R SCEe 2 LS (2025SKLDRS0334) 5 HRAIAA &4l € X9 H (UBJ11756)

SURASC: JeathmBER FIWRIMELL, EZSLEWRAY L Z R sy, TREY SRS 4. BT I I R 259 17 1% 25 h
FEEF B (2026) [J]. WhMIEESAZRAER, 2026, 17 (4): 1012-1023. doi: 10.12290/xhyxz2.2026-0571.
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Chinese Medical Association. As the first management consensus in China specifically addressing compas-
sionate use of investigational drugs, this document provides 19 recommendations across eight key
domains; eligibility criteria for compassionate use, scope of application, target patient populations, re-
sponsibilities of relevant stakeholders, key points for application and review, patient informed consent,
risk prevention and control, and cost-bearing arrangements. This consensus aims to standardize the clinical
practice of compassionate use of investigational drugs within medical institutions, enhance awareness of
this issue among healthcare institutions in China, address the clinical needs of critically ill patients requi-
ring urgent treatment, and provide recommendations and references for the establishment of standardized
compassionate use management procedures.

[ Key words] compassionate use; management of medical institutions; expert consensus; evidence-based medicine
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