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The draft legislation of medical device management

is released in December, 2016, the legislative purpose
of the draft is to control the risk of the medical device
and protect the consumer. In the proposal, the medical
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devices are classified into two types. However, there is no
substantial classify system for the medical device to control
the risk. The pre-emption is also absent from the draft,
consequently, the common-law claim is not preempted
by the medical device regulation. Further, the learned
intermediary doctrine is not introduced into the draft. The
article addresses on the development of the U.S. medical
device regulation, and the article suggests introducing the
preemption, medical device classification system and the
learned intermediary doctrine into the draft legislation to

improve the consumer protection.
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1 FDA, Premarket Notification 510(k), https://www.fda.gov/
MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYour
Device/PremarketSubmissions/PremarketNotification510k/default.
htm (last visited Oct. 10, 2017).

2 FDA, Draft Guidance for Industry and Food and Drug Administration
Staff, The 510(k) Program: Evaluating Substantial Equivalence in
Premarket Notifications [510(k)] (12.27.2011).
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3 21 U.S.C. § 360k(a).

4 FDA, PMA Approvals, https://www.fda.gov/MedicalDevices/
ProductsandMedicalProcedures/DeviceApprovalsandClearances/
PMAApprovals/default.htm (last visited Oct. 10, 2017).

5 DANIEL R. LEVINSON, FDA’S CLEARANCE OF MEDICAL DEVICES THROUGH
THE 510(k) PROCESS 2 (2013).

6 21 U.S.C. § 360c(a)(A) CLASS I, GENERAL CONTROLS.
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