
21 U.S. Code § 360dd
Open protocols for investigations of drugs for rare diseases or
conditions

If a drug is designated under section 360bb of this title as a drug for a rare disease or condition and if notice of a
claimed exemption under section 355(i) of this title or regulations issued thereunder is filed for such drug, the
Secretary shall encourage the sponsor of such drug to design protocols for clinical investigations of the drug
which may be conducted under the exemption to permit the addition to the investigations of persons with the
disease or condition who need the drug to treat the disease or condition and who cannot be satisfactorily treated
by available alternative drugs.

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/open-protocols-investigations-drugs-rare-diseases-or-conditions
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 § 360dd
	Open protocols for investigations of drugs for rare diseases or conditions
	This document is only available to subscribers. Please log in or purchase access.



