


INVESTIGATIONAL PRODUCT AND INVESTIGATIONAL NEW DRUG/ INVESTIGATIONAL DEVICE EXEPMTION STATUS
Instructions: Provide a summary describing the availability of study agents and support for the acquisition and administration of the study agent(s).
Please indicate, if applicable, the IND/IDE status of the study agent, including whether a clinical investigation is exempt from the IND/IDE requirement. Also indicate whether the investigators have had any interactions with the FDA (e.g., indicate if the FDA has stated that research may proceed). If the study agent currently has an IND/IDE number, provide that information.
Do not include the IND/IDE application, manufacturer’s product specifications, study protocol, or protocol amendments in this attachment.
Additional information such as FDA letters or correspondence with the FDA may be requested in the FOA.
[bookmark: _GoBack]Note: The awarding component may request consultation with the FDA and the IND/IDE sponsor about the proposed clinical trial after peer review and prior to award.
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