
21 U.S. Code § 360l
Postmarket surveillance

(a) Postmarket surveillance
(1)(1) In general In general

(A)(A) Conduct Conduct
The Secretary may by order, at the time of approval or clearance of a device or at any time thereafter,
require a manufacturer to conduct postmarket surveillance for any device of the manufacturer that is a
class II or class III device—

(i) the failure of which would be reasonably likely to have serious adverse health consequences;

(ii) that is expected to have significant use in pediatric populations; or

(iii) that is intended to be—

(I) implanted in the human body for more than 1 year; or

(II) a life-sustaining or life-supporting device used outside a device user facility.

(B)(B) Condition Condition
The Secretary may order a postmarket surveillance under subparagraph (A) as a condition to approval or
clearance of a device described in subparagraph (A)(ii).

This document is only available to subscribers. Please log in or purchase access.This document is only available to subscribers. Please log in or purchase access.

Purchase Login

Copyright © 2024 by Society of Corporate Compliance and Ethics (SCCE) & Health Care Compliance Association (HCCA). No claim to original US
Government works. All rights reserved. Usage is governed under this website’s .

- 1 -

Terms of Use

https://compliancecosmos.org/postmarket-surveillance
https://corporatecompliance.org/CCEM
https://compliancecosmos.org/user/login
https://www.hcca-info.org/terms-use
https://www.hcca-info.org/terms-use

	21 U.S. Code § 360l
	Postmarket surveillance
	This document is only available to subscribers. Please log in or purchase access.



