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21 U.S. Code § 379k-1

Electronic format for submissions

(a) Drugs and biologics
(1) In general

Beginning no earlier than 24 months after the issuance of a final guidance issued after public notice and
opportunity for comment, submissions under subsection (b), (i), or (j) of section 355 of this title or
subsection (a) or (k) of section 262 of title 42 shall be submitted in such electronic format as specified by
the Secretary in such guidance.

(2) Guidance contents
In the guidance under paragraph (1), the Secretary may—

(A) provide a timetable for establishment by the Secretary of further standards for electronic submission as
required by such paragraph; and

(B) set forth criteria for waivers of and exemptions from the requirements of this subsection.

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 Terms of Use.

-1-


https://compliancecosmos.org/electronic-format-submissions
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 § 379k-1
	Electronic format for submissions
	This document is only available to subscribers. Please log in or purchase access.



