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IND Applicability Checklist


Tool Summary Sheet
	Tool:
	IND Applicability Checklist

	Purpose:
	This checklist can be used to help investigators determine whether US Investigational New Drug (IND) regulations apply to their research project.  

	Audience/User:
	Clinical Investigators, site study coordinators, OCTOM, and CROMS.

	Details:
	The criteria listed here are specified in IND regulations at 21 CFR 312.2(b)(1).

	Best Practice Recommendations and Notes:
	· Complete this checklist during protocol development and retain the checklist for documentation.  For studies that DO involve drugs1 and for which an IND is NOT being pursued, consider including the completed signed checklist in the IRB submission.  
· Use the “Explain” field to provide detailed rationale for items where “No” is selected, especially in STEP 2, Item 4.

· Complete the body of the form electronically, so that you can include as much detail as necessary in the explanation field.  
· Use the checklist to determine if an IND is needed for your project; communicate early with OCTOM representatives to clarify any uncertainties.  Consider the following notes as well :
· Single-dose bioequivalence studies of nonradioactive drugs intended to support generic drug development are generally not subject to IND regulations.

· Whether the proposed investigation requires an IND, the study must comply with regulations on informed consent (21 CFR 50) and IRB oversight (21 CFR 56 and potentially 45 CFR 46).  

· Research projects must not promote the drug or charge for access to the product (except in certain circumstances with FDA approval), per 21 CFR 312.7.

· Other regulations such as those implementing HIPAA and electronic data regulations may also apply.  

· If the project involves a device, FDA device regulations may apply.

· Consult the (draft) FDA guidance on INDs for further details, including examples of rare instances where INDs do or do not apply: http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM229175.pdf
· A copy of the completed form must be provided to the extramural Program Official or intramural Clinical Director and to OCTOM.




Tool Revision History:
	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	21Jan2011
	Approved Version

	2.0
	19Jul2011
	Removed reference to OCTOM from Checklist


STEP 1:  Mark “Yes” or “No” for each of the below:
	Yes
No

 FORMCHECKBOX 

 FORMCHECKBOX 

	1. Does the project involve administration of a drug1 to humans?

	 FORMCHECKBOX 

 FORMCHECKBOX 

	2. Is the project a clinical investigation?  A clinical investigation is an experiment in which a drug is administered to humans for any use that is not per the marketed use of the drug in the course of medical practice.  If use of the drug is subject to a randomization scheme, the project is a clinical investigation.


If only one of the above rows is checked “Yes”, stop; the study does not require an IND.  Otherwise, proceed.  
STEP 2:  Mark “Yes” or “No” for each of the below:
	Yes
No

 FORMCHECKBOX 

 FORMCHECKBOX 

	3. Is the drug investigational, i.e., not currently marketed in the U.S. as a drug?

	
	Explain:



	 FORMCHECKBOX 

 FORMCHECKBOX 

	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?

	
	Explain:



	 FORMCHECKBOX 

 FORMCHECKBOX 

	5. Is the information collected in the study intended to support any significant change in the advertising for the product?

	
	Explain:



	 FORMCHECKBOX 

 FORMCHECKBOX 

	6. Does the study involve a route of administration, patient population, dosage, or formulation that significantly increases the risks associated with the drug?

	
	Explain:




If any of the above rows is checked “Yes”, the study does require an IND.  
Final determination: the project does   FORMCHECKBOX 
   / does not   FORMCHECKBOX 
  require an IND2
________________________________________________

____________________

Sponsor/Investigator Printed Name; Signature


Date

1 For the purposes of this document “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.  

2 Certain projects may produce information of significant public health import.  NIH review may determine that such projects must be conducted under an IND even if IND regulations don’t apply.
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