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A Study on Tort Liability for
Off-Label Use of Medical Device
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Off-label use of medical device is a common and

significant part of current medical practice. Under the

right circumstances, off-label use of medical device is
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often appropriate, but it also creates special risks that
are not present when the use is on-label. Therefore, this
Article examines whether medical device off-label use is
negligence per se and thus doctors are liable for medical
malpractice. Further, it analyzes the product liability of
medical device manufacturers under Taiwan Consumer
Act for injuries stemming from off-label uses of medical
devices. It examines the issues on whether off-label use of
medical device affects the determination of manufacturing,

design, and warning defects.
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1 Doyle Stulting, Public Hearing: Manufacturer Communications Regarding
Unapproved Uses of Approved or Cleared Medical Products Summary
of Testimony, https://specialtydocs.org/wp-content/uploads/2019/10/FDA-
Testimony-Off-Label-Doyle-Oct-26-2016.pdf (last visited Jan. 14, 2024)
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