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IND EXEMPTION CHECKLIST 

Purpose: Complete this form to document the investigator’s justification requesting an IND exemption for the use of a drug product in the conduct of a research study. 

Instructions:
1. Complete and submit a separate checklist of each drug product being studied for safety and/or effectiveness during the proposed investigation.
2. Complete SECTION 1, 2, or 3 as applicable to the proposed research
3. PI sign and date.
4. Upload, as an Attachment to the IRBIS application, the most current documentation (e.g., package insert) for each drug product being studied for safety or effectiveness.
5. References to FDA guidance to assist with completing these sections are below. You are encouraged to consult with FDA regarding the need for an IND early in the process if you are using the drug off label.
1 Investigational New Drug Applications (INDs) – Determining Whether Human Research Studies Can Be Conducted Without an IND. https://www.fda.gov/files/drugs/published/Investigational-New-Drug-Applications-%28INDs%29-Determining-Whether-Human-Research-Studies-Can-Be-Conducted-Without-an-IND.pdf 
2 IND Exemptions for Lawfully Marketed Drug or Biological Products for the Treatment of Cancer (useful for studies of marketed drugs in other therapeutic areas, as well). https://www.fda.gov/media/71627/download 
3 https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-56 
4 https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50 
5 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.7 
6 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.2 
7 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.160 
8 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=320.31 


Study Summary:
1. Date:       
2. [bookmark: Text1]IRB #      
3. Protocol Title:      
4. [bookmark: Text2]PI Name:      
5. Drug Product being studied:      
SECTION 1: 
Clinical investigation of a drug product lawfully marketed in the U.S. [21 CFR 312.2(b)(1)]
	
Clinical investigation means any experiment in which a drug is administered or dispensed to, or used involving, one or more human subjects. For the purposes of this part, an experiment is any use of a drug except for the use of a marketed drug in the course of medical practice. 

Enter a response for each statement and provide additional information when requested.
                                   	     
	
	
	YES
	NO

	1
	The clinical investigation involves a drug product that is lawfully marketed in the U.S. If NO, Section 1 does not apply; proceed to Section 2 or 3, as applicable, or seek an IND from the FDA.
	☐	☐

	2a
	The clinical investigation is intended to be reported to the FDA as a well-controlled study in support of a new indication for use. 
If yes, please explain:      
	☐	 ☐

	2b
	The clinical investigation is intended to be used to support any other significant change in the labeling for the drug. If yes, please explain:      
	☐	☐

	3
	The clinical investigation is intended to support a significant change in advertising for the product. If yes, please explain:      
	☐	   ☐

	   4a
	The clinical investigation involves a change in the route of administration.1,2 
Indicate the approved route(s) of administration.      
Indicate the route of administration to be used in the proposed research.      
If modifying the route for the purposes of the proposed research, provide the PI’s robust assessment of the impact of this change on risk to participants. Provide relevant citations or other clinical data that support the PI’s risk assessment.       
	☐	 ☐

	4b
	The clinical investigation involves a change to the dosage level (either raising or lowering dose, frequency or duration compared to the approved label). 
Indicate the approved dosage level(s) and any special considerations (e.g., titration, adjustments based on disease status)      
Indicate the dosage(s) to be used in the proposed research.      
If modifying the approved dosage, provide the PI’s robust assessment of the impact of this change on risk to participants. Provide relevant citations or other clinical data that support the PI’s risk assessment.      
	☐	 ☐

	4c
	The clinical investigation involves a change in the patient population. 
Indicate the approved population(s) and any special considerations (e.g., age, disease type or severity, co-morbidities)      
Indicate the population(s) to be studied in the proposed research.      
If modifying the patient population, provide the PI’s robust assessment of the impact of this change on risk to participants. Provide relevant citations or other clinical data that support the PI’s risk.      
	☐	 ☐

	4d
	The clinical investigation involves a change of any other factor that increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product. 
Considering drug-drug interactions, FDA guidance regarding use of the drug in clinical oncology practice, and any other factors relevant to evaluating risk to participants in the proposed research, describe the other factor(s) that differ from the approved indication and provide the PI’s robust assessment of the impact of this change on risk to participants. Provide relevant citations or other clinical data that support the PI’s risk assessment.       
	☐	 ☐

	5
	The clinical investigation will be conducted in compliance with the requirements for IRB review3 and informed consent.4
	☐	 ☐

	6
	The Sponsor and/or investigator will comply with regulatory requirements regarding promotion of an investigation product.5 By selecting ‘YES”, you are confirming that the Sponsor and/or investigator shall not do any of the following:
· Represent in a promotional context that an investigational new drug is safe or effective for the purposes for which it is under investigation or otherwise promote the drug;
· Commercially distribute or test market an investigational new drug;
· Unduly prolong an investigation after finding that the results of the investigation appear to establish sufficient data to support a marketing application.
	☐	 ☐




SECTION 2: 
Clinical investigation involving an invitro diagnostic biological product [21 CFR 312.2(b)(2)]6 

	
	YES
	NO

	1a
	The clinical investigation involves blood grouping serum, OR 
	☐	 ☐

	1b
	The clinical investigation involves reagent red blood cells, OR 
	☐	 ☐

	1c
	The clinical investigation involves anti-human globulin. 
	☐	 ☐

	2
	The product is intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure. 
	☐	 ☐

	3
	The product is shipped in accordance with 21 CFR Part 312.160.7
	☐	 ☐




SECTION 3: Other Exemption Categories  
	
	YES
	NO

	1
	21 CFR 312.2(b)(3)
The investigation involves a drug intended solely for tests in vitro or in laboratory research animals, and the drug is shipped in accordance with 21 CFR 312.1607
	☐	  ☐

	2
	21 CFR 312.2(b)(5)
The clinical investigation involves a placebo, and the investigation does not otherwise require submission of an IND (refer to the sections above)
	☐	  ☐

	3
	21 CFR 320.31(b) and (d) – respond ‘yes’ ONLY if ALL 4 sub-requirements apply.
· The drug product does not contain a new chemical entity, is not radioactively labeled, and is not cytotoxic.
· The dose (single dose or total daily dose) does not exceed the dose specified in the labeling of the approved version of the drug product.
· The investigation is conducted in compliance with the requirements for review by an IRB3 and the requirements for informed consent.4
· The sponsor meets the requirements for retention of test article samples8 and safety reporting.8 
	☐	  ☐

	4
	21 CFR 361.1 – respond ‘yes’ ONLY if ALL 4 sub-requirements apply.
· The research is basic research not intended for immediate, therapeutic, diagnostic, or similar purposes, or otherwise to determine the safety and efficacy of the product.
· The use in humans is approved by a Radioactive Drug Research Committee (RDRC) that is composed and approved by FDA.
· The dose to be administered is known not to cause any clinically detectable pharmacological effect in humans.
· The total amount of radiation to be administered as part of the study is the smallest radiation dose practical to perform the study without jeopardizing the benefits of the study and is within specified limits.
	☐	  ☐

	5
	Cold isotopes (FDA enforcement discretion) – respond ‘yes’ ONLY if ALL 4 sub-requirements apply.
· The research is intended to obtain basic information regarding the metabolism (including kinetics, distribution, and localization) of a drug labeled with a cold isotope or regarding human physiology, pathophysiology, or biochemistry.
· The research is not intended for immediate therapeutic, diagnostic, or preventive benefit to the study subject.
· The dose administered is known not to cause any clinically detectable pharmacologic effect in humans based on clinical data from published literature or other valid human studies.
· The quality of the cold isotope meets relevant quality standards.
· The investigation is conducted in compliance with the requirements for review by an IRB (21 CFR Part 56)3 and the requirements for informed consent (21 CFR Part 50).4
	☐	  ☐




PI Signature ____________________________________________________         Date ______________________


Version date: December 16, 2025
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