FL 1 24 i U I 5 B [ PRt B S 22 560 7

MR E R RTE, 2ER ZERE R (PEAMAEAREERFRARELA R EEEERY
BEAAFSINEALRE,HX 211198)

FESES R XERERETE A XEHE  1001-0408(2024)17-2061-07
DOI  10.6039/1.issn.1001-0408.2024.17.01

A

M E BHWM o>WREB . E28 . BARGEFHDHYHEREIL, AERRBDINAFAZEIR R T & F 20000 56 Eibit b
W, Fik @itk % EFDAE M KM 2% 82 E (EMA)E M B A EH & E ST ZHESPAM (PMDA) B M & A8 X Uik, s
A LR B R/ R 69 b F 25 Bt 5 BT LR A S R A, 0T R B T R kA sk TR BT RAS
AR P, R, BREEL KB EB B AAETEELTHDHABIE LT AL R, FAH TR miE
WER TSR BARELETE MRHBER, FEHFBE, ML T KB ENT FEYTF AR P EX, LT FEED
B Sk I, TR A A RBERZOHET XRLAFE—F K E, ENREATRG RH 5 E R TIEFHER
BIEAEMN, ZECTFHRGW B EEENR G, 2D BIRE LT R H ARG H BB H Tk, Z b b T 530
FRERR, PRBAESDVN B ENTE it b FHBRA B TLSL £k,

KEEIR Byt R BT HY Tk E R

International practice and experience insights of electronic drug instructions

ZHENG Yujie, JIANG Rong, CHEN Yixuan, LI Haiqi, YUAN Sihan, SHAO Rong (Institute of Drug Regulatory
Sciences, China Pharmaceutical University/ NMPA Key Laboratory for Drug Regulatory Innovation and
Evaluation, Nanjing 211198, China)

ABSTRACT OBJECTIVE To analyze the practices of electronic drug instructions in the European Union (EU), the United
States (US) and Japan, so as to provide references for promoting electronic drug instructions under Chinese existing regulatory
systems. METHODS By searching the official websites of FDA, European Medicines Agency (EMA) and Pharmaceuticals and
Medical Devices Agency (PMDA), as well as relevant literature, the practice and system of electronic drug instructions in different
countries/regions were compared and analyzed. The problems of regulatory system, accessibility form and management system of
electronic drug instructions in China were analyzed to put forward the suggestions. RESULT & CONCLUSIONS The EU, the US
and Japan had established relevant laws for the implementation of electronic drug instructions, issued guidance to specify
management requirements and work processes, and set up information platforms to standardize data requirements and enrich search
channels. In contrast, the practice of electronic drug instructions in China is still in its infancy, the implementation of electronic
drug instructions in China still lacks legislative support, and its accessibility form and future regulatory system need to be further
explored. It is suggested to take the opportunity to carry out the pilot reforms of the age-friendly and barrier-free environment for
drug instructions in China, improve the regulatory system of electronic drug instructions, promote the readability of drug
instructions by exploring the accessibility form of electronic drug instructions in stages, establish and improve the regulatory system
of electronic drug instructions, actively build an electronic information platform for it, and promote the development and

implementation of electronic drug instructions.
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