INVESTIGATIONAL NEW DRUG (IND) APPLICATION EXEMPTION CHECKIST

The following checklist is intended to assist the investigator in determining whether an IND application needs to be submitted to the FDA for studies involving FDA-approved drugs. Answer each question below. If any question is answered “yes”, an IND application must be submitted to the FDA. If the answer to all questions are “no”, then the study may meet the criteria for an exemption from an IND. 
[bookmark: _GoBack]A clinical investigation of a marketed drug is exempt from the IND requirements if all of the criteria for an exemption in § 312.2(b) are met:

	CRITERION
	Y
	N

	The drug product is lawfully marketed in the United States.
	☐	☐
	The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication and there is no intent to use it to support any other significant change in the labeling of the drug. 
	☐	☐
	The investigation is not intended to support a significant change in the advertising for the drug.
	☐	☐
	The investigation does not involve a route of administration, dosing level, or patient population that significantly increases the risk (or decreases the acceptability of the risk) associated with the use of the drug product (21 CFR 312.2(b)(1)(iii)).
	☐	☐
	The investigation is conducted in compliance with the requirements for review by an IRB (21 CFR part 56) and with the requirements for informed consent (21 CFR part 50).
	☐	☐
	The investigation is conducted in compliance with the requirements of § 312.7 (i.e., the investigation is not intended to promote or commercialize the drug product).
	☐	☐




The potential sponsor or sponsor-investigator of a planned clinical investigation using a marketed drug is responsible for determining whether the investigation meets the criteria for an exemption. If there is uncertainty about whether the exemption criteria are met, the potential sponsor or sponsor-investigator can seek advice from FDA on the applicability of the IND regulations (§ 312.2(e)).
To apply for an IND, please refer to FDA guidance:
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-procedures-overview
Questions about whether a product (drugs) is subject to IND regulations: call FDA 301-796-3400

