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MAH
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Ecosystem, China Pharmaceutical University, Nanjing 211198, China)

Abstract Objective: To establish adverse drug reaction injury relief fund system and to better promote the pilot
work of marketing authorization holder (MAH) system in China. Methods: The contents of Japanese adverse drug
reaction injury relief fund system were analyzed, and its fund source, payment standard and application process
were emphasized. Results: Japanese adverse drug reaction injury relief fund system balances the legitimate rights
of people and the healthy development of the pharmaceutical industry by collecting reasonable payment from
MAHs. Conclusion: Combined with specific national situation, it was recommended that adverse drug reaction
injury relief fund system should be established from the legal level, “Implementing Rules for Adverse Drug
Reaction Injury Relief” should be promulgated, detailed provisions should be made for the following aspects, such
as fund management departments (administrative departments, technical appraisal institutions, fund management

institutions), fund-raising pattern, relief scope and standards, operating procedures, supervision and management,
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system publicity and so on to effectively ensure the operability of adverse drug reaction injury relief fund system.
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marketing authorization holder; Japanese; adverse drug reaction; relief fund; fund management

department; fund-raising pattern; relief scope and standards; operating procedure
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