
21 U.S. Code § 360n-2
Ensuring cybersecurity of devices

(a) In general
A person who submits an application or submission under section 360(k), 360c, 360e(c), 360e(f), or 360j(m) of
this title for a device that meets the definition of a cyber device under this section shall include such
information as the Secretary may require to ensure that such cyber device meets the cybersecurity
requirements under subsection (b).
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