
40 C.F.R. § 53.9
Conditions of designation.

Designation of a candidate method as a FRM or FEM shall be conditioned to the applicant's compliance with the
following requirements. Failure to comply with any of the requirements shall constitute a ground for cancellation
of the designation in accordance with § 53.11.

(a) Any method offered for sale as a FRM or FEM shall be accompanied by a copy of the manual referred to in §
53.4(b)(3) when delivered to any ultimate purchaser, and an electronic copy of the manual suitable for
incorporating into user-specific standard operating procedure documents shall be readily available to any
users.

(b) Any method offered for sale as a FRM or FEM shall generate no unreasonable hazard to operators or to the
environment during normal use or when malfunctioning.

(c) Any analyzer, PM 10 sampler, PM 2.5 sampler, or PM 10–2.5 sampler offered for sale as part of an FRM or

FEM shall function within the limits of the performance specifications referred to in § 53.20(a), § 53.30(a),
§ 53.35, § 53.50, or § 53.60, as applicable, for at least 1 year after delivery and acceptance when maintained
and operated in accordance with the manual referred to in § 53.4(b)(3).

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

	40 C.F.R. § 53.9
	Conditions of designation.
	This document is only available to subscribers. Please log in or purchase access.



