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Structure of Liability for Damage Caused by Defective Medical

Devices

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

Abstract: Disputes over injuries caused by medical devices keep increasing, and adjudication diverges on four issues: how
defect is established, who bears liability, which standard of fault applies, and whether the development risk defence holds. This
article argues that defects should be classified as design, manufacturing and warning defects, each judged by different standards
rather than a single reasonable-person test. Liability should be structured in three tiers: producers bear strict liability, sellers bear
fault liability with conditional strict liability, and medical institutions bear product liability or medical malpractice liability
depending on their position. Layering the standards is central; conflating them either expands or contracts liability improperly.
The development risk defence should be applied narrowly, limited to risks undiscoverable by the scientific knowledge available
at the time of circulation, and producers must monitor, warn and recall once a defect becomes known. Causation may be proved
through prima facie proof and relaxed burdens, yet the patient's burden cannot be wholly removed lest defensive medicine spread.
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