CHECKLIST: Investigational Drug 

Instructions: Complete this checklist as you review the protocol.  Records and minutes must document protocol-specific findings justifying each of the determinations.
	IRB Number:                         PI Name:                                               IRB Meeting Date:                 

Protocol Title:      


     










     

Reviewer (Print Name) 



Reviewer’s Signature                               Date
	Does the study have an IND number?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, have you verified that the IND is valid (copy of an FDA letter, IND displayed on sponsor’s protocol, etc.)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Does the PI hold an IND for the study?

If Yes, include a recommendation in the approval letter that the PI review their responsibility to be knowledgeable regarding the FDA requirements at 21 CFR parts 312 for investigators and sponsors.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Has the PI adequately described how they will control access to, dispensing, record keeping and final disposition of the drug? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If the study does not have an IND, does it meet one of the requirements for exemption under 21 CFR 312.2(b)?  
[For the 21 CFR 312.2(b) Exemptions see the notes below.]
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


Exemptions 
If none of the below exemptions are met.  An IND is required.
1. Lawfully Marketed Product

The clinical investigation of a drug product that is lawfully marketed in the United States is exempt from the    requirements of this part if all the following apply:

a) The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug;

b) If the drug that is undergoing investigation is lawfully marketed as a prescription drug product, the investigation is not intended to support a significant change in the advertising for the product;

c) The investigation does not involve a route of administration or dosage level or use in a patient  population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product;

d) The investigation is conducted in compliance with the requirements for institutional review and with the requirements for informed consent; and

e) The investigation is conducted in compliance with the requirements of prohibiting promotion, sales and marketing.

2. In Vitro Diagnostic Devices

A clinical investigation involving an in vitro diagnostic biological product involving blood grouping serum,) reagent red blood cells, and anti-human globulin is exempt from the requirements if (a) it is intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure and (b) it is shipped in compliance with FDA regulations.

3. For Use in Laboratory Animals
A drug intended solely for tests in vitro or in laboratory research animals is exempt from the requirements of this part if shipped in accordance with federal regulations.

4. Placebo Trials

A clinical investigation involving use of a placebo is exempt from the requirements for an IND if the investigation does not otherwise require submission of an IND.
5. Bioavailability or Bioequivalence Studies in Humans

An IND is not required if fall of the following are met:

a) The drug product does not contain a new chemical entity, is not radioactively labeled, and is not cytotoxic.

b) 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.
c) The investigation is conducted in compliance with the requirements for review by an IRB and the requirements for information consent.

d) The sponsor meets the FDA requirements for retention of test article samples.
6. Cold (Stable) Isotopes

An IND is not required if fall of the following are met:
a) 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.
b) The research is not intended for immediate therapeutic, diagnostic, or preventative benefit to the study subject.

c) The dose to be 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.

d) The quality of the cold isotope meets relevant quality standards.
7. Dietary Supplements
An IND is not required of the study is intended only to evaluate the dietary supplement’s effect on the structure or function of the body.  

However, if the study is intended to evaluate the dietary supplement’s ability to diagnose, cure, mitigate, treat, or prevent a disease, an IND is required.
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