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	IND Applicability Form



	Section I: Instructions

	1.  Use this form to help determine whether FDA Investigational New Drug (IND) Application regulations at 21 CFR 312 apply to the research project. It is recommended to complete this checklist during protocol development. 

	2.  Complete this form electronically and include it with your OSF Research Application when the research involves off-label use of an approved *drug. 

	*Drug includes drugs, biologics, and other compounds other than food that are intended to diagnose, treat, mitigate, cure, or prevent disease, or otherwise affect the structure or function of the body.  

	3.  In using the checklist to determine if an IND is needed for your research, also consider the following:

	a.  Single-dose bioequivalence studies of nonradioactive drugs intended to support generic drug development are generally not subject to IND regulations.

	b.  Regardless of whether the proposed investigation requires an IND, the study must comply with the FDA regulations on human subjects protections and informed consent (21 CFR 50) and IRB oversight (21 CFR 56), and may also be subject to HHS regulations on the Protection of Human Subjects (45 CFR 46).

	c.  Research projects may not promote the drug (21 CFR 312.7).

	d.  Studies conducted under an IND may not charge for the investigational drug, except in certain circumstances with written FDA approval (21 CFR 312.8).

	e.  Other regulations such as those implementing the HIPAA Privacy Rule, the Medicare Clinical Trials Policy, and Electronic Data Regulations (21 CFR 11) may also apply.

	f.  If the project involves a device, FDA device regulations may apply (21 CFR 812).

	g.  Consult the FDA guidance on INDs for further details. 

	Section II: General Information

	[bookmark: _GoBack]1.  Principal Investigator Name:        

	2.  Project/Protocol Title:      

	Section III: IND Applicability

	1.  Does the project involve administration of a drug to humans?

	|_| Yes

	|_| No > STOP completing Section III here; the research does not require an IND. Proceed to Section IV.

	2.  Is the research a *clinical investigation?

	*Clinical investigation is any experiment in which a drug is administered or dispensed to, or used involving, one or more human subjects. For the purposes of this document, an experiment is any use of a drug except for the use of a marketed drug in the course of medical practice.

	|_| Yes

	|_| No > STOP completing Section III here; the research does not require an IND. Proceed to Section IV.

	3.  Is the drug lawfully marketed in the U.S. as a drug?

	|_| Yes

	|_| No > STOP completing Section III here; the research requires an IND. Proceed to Section IV.

	4.  Is there an intention to submit the data collected in the study to FDA as a well-controlled study in support of a new indication or any other significant change in labeling for the drug?

	|_| Yes > STOP completing Section III here; the research requires an IND. Proceed to Section IV.

	|_| No > Explain:      

	5.  Is the information collected in the study intended to support any significant change in the advertising for a lawfully marketed prescription drug product?

	|_| Yes > STOP completing Section III here; the research requires an IND. Proceed to Section IV.

	|_| No > Explain:      

	6.  Does the proposed route of administration significantly increase the risks, or decrease the acceptability of the risks, associated with the drug?

	|_| Yes > STOP completing Section III here; the research requires an IND. Proceed to Section IV.

	|_| No > Explain:      

	7.  Does the proposed patient population significantly increase the risks, or decrease the acceptability of the risks, associated with the drug?

	|_| Yes > STOP completing Section III here; the research requires an IND. Proceed to Section IV.

	|_| No > Explain:      

	8.  Does the proposed dosage level significantly increase the risks, or decrease the acceptability of the risks, associated with the drug?

	|_| Yes > STOP completing Section III here; the research requires an IND. Proceed to Section IV.

	|_| No > Explain:      

	9.  Does the study involve any other factor that significantly increases the risks, or decreases the acceptability of the risks, associated with the drug?

	|_| Yes > The research requires an IND. Proceed to Section IV.

	|_| No > Explain:      

	Section IV: Final Determination

	1.  If the responses to questions III.4 through III.9 are all “No”, and you are conducting the investigation in compliance with the requirements for review by an IRB (21 CFR 56), informed consent (21 CFR 50), and the promotion and sale of investigational drugs (21 CFR 312.7), then the IND exemption requirements are met.

	a.  The final determination for this research is (choose one):

	[bookmark: Check1]|_| The research does require an IND > Proceed with the FDA IND application process.

	|_| The research does not require an IND > Complete i.:

	i.  My signature below confirms I have evaluated the above named study in light of 21 USC § 355(i), the regulations in 21 CFR Part 312, and related guidance, and determined that the study qualifies for exemption from the IND requirement in accordance with the cited requirements and guidance.

	
	
	
	
	

	
	Principal Investigator Signature
	
	Date
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