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Abstract: Objective
(MAH) system. Methods

misadventures under the MAH system was carried out,and the mechanism of drug safety liability insurance in China was designed

To investigate the design method of drug safety liability insurance under the marketing authorization holder
Based on the analysis of concept and types of drug defects, the attribution of liability for medication
with the international experience as the reference. Results When the liability for the medication misadventures induced by drug
defects was atiributed, the principle of fault liability redistribution under the no — fault liability could be carried out for MAH. The
liability insurance could be designed through the orderly promotion of implementation scheme,the implementation of differential rate
with the fixed and floating rates, the compatibility of insurance coverage scope,compensation level and exclusion of liability scope
with the national conditions of China,as well as taking the results of liability identification for medication misadventures by the

authoritative institutions as the premise of claim settlement. Conclusion Drug safety liability insurance can solve the worries of

MAH,and promote the improvement of the supporting mechanism of MAH system.
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Fig.1 Types of drug defects and attribution of liability for medication misadventures under the MAH system
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Fig.2 Mechanism of the drug safety liability insurance under the MAH system
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