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The Product Liability of Medical Devices
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The exploration of judgment on product liability for

medical devices, given their unique nature, involves
three key issues: First, whether the medical device of
pure medical software falls within the “product” covered
by product liability law. Second, whether there should

be adjustments to the strict liability of medical device
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manufacturers with respect to product safety instructions
and warnings. Third, in addition to the Medical Devices
Act, there are other provisions in the civil law system, such
as the Consumer Protection Act and Article 191-1 of the
Civil Code. How should these legal aspects be applied?
This article addresses these three points to systematically
analyze product liability for medical devices and provide

insights for academic and practical reference.
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