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Recall Obligations and Liability for Defective Drugs

ZHAO Yue
(Anhui Guoyun Law Firm, Hefei 230000, Anhui, China)

Abstract: Drugs cure and harm at once, and a defect may injure an indeterminate multitude. Compensation after the event
cannot undo the harm done, so recall becomes the key institution of risk control. Chinese drug law imposes recall duties on
marketing authorization holders, yet the nature of the duty, the liability for failure to recall and the relation between recall and
compensation remain under-regulated and unevenly adjudicated. This article argues that defect should be identified through a
progressive test of quality non-compliance and unreasonable danger, and that compliance with standards does not exclude defect.
The recall duty is not a mere extension of design or warning duties but an independent post-market tracking duty. Liability for
failure to recall should be recognized as an independent cause of action rather than a mere aggravating factor, so that harm
aggravated by the failure is assessed separately. The burden of proof should be partially reversed, requiring the holder to show an
effective surveillance system and timely measures. Recall does not extinguish compensation, nor compensation recall.
Institutional reform should specify targeted notification, strengthen pharmacovigilance, and build information sharing and a
compensation fund.
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