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	PRINCIPAL INVESTIGATOR:
	     

	TITLE OF STUDY:
	     

	NAME OF DEVICE:
	     

	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true



	· Any research involving the use of a drug other than the use of a marketed drug in the course of medical practice requires an Investigational New Drug Application (IND), or requires that the research be exempt from the requirement to have an IND.

· Use this worksheet to make required regulatory determinations for each drug in the research

· For each drug in the research, use the checklist below to evaluate whether it meets regulatory requirements, then record the name of each drug and the determination of whether the requirements are met, and any concerns, on the second page.



	 FORMCHECKBOX 
  Option 1: The drug has an IND for this protocol, and the IND has been verified:
 FORMCHECKBOX 
 supported by the commercial sponsor protocol (e.g., stamped or listed in the protocol)
 FORMCHECKBOX 
 communication from the commercial sponsor
 FORMCHECKBOX 
 communication from the FDA
The Investigator Brochure is not sufficient to verify the IND. Study cannot be approved without verification of the IND, unless it meets one of the IND exemption categories.
 FORMCHECKBOX 
 Option 2: The drug does not have an IND for this protocol, but the drug falls into one of the IND exemption categories (21 CFR 312.2(b)): 

 FORMCHECKBOX 
 Exemption 1: 

 FORMCHECKBOX 
 The drug is lawfully marketed in the United States.
 FORMCHECKBOX 
 The research 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. 
 FORMCHECKBOX 
 The research is not intended to support a significant change in the advertising for the product. 
 FORMCHECKBOX 
 The research 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.
 FORMCHECKBOX 
 The research is conducted in compliance with the marketing limitations described in 21 CFR §312.7
 FORMCHECKBOX 
  Exemption 2:

 FORMCHECKBOX 
 The clinical investigation was for an in vitro diagnostic biological product that involves one or more of the following:
 FORMCHECKBOX 
 Blood grouping serum.
 FORMCHECKBOX 
 Reagent red blood cells.
 FORMCHECKBOX 
 Anti-human globulin.
 FORMCHECKBOX 
 The diagnostic test was intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure.

 FORMCHECKBOX 
 The diagnostic test was shipped in compliance with 21 CFR 312.160.
 FORMCHECKBOX 
  Exemption 3:

 FORMCHECKBOX 
 A drug intended solely for tests in vitro or in laboratory research animals if shipped in accordance with 21 CFR 312.160.
 FORMCHECKBOX 
  Exemption 4:

 FORMCHECKBOX 
 The clinical investigation involved use of a placebo if the investigation does not otherwise require submission of an IND.
 FORMCHECKBOX 
  A drug does not have an IND, and does not meet an exemption criterion.  Investigator needs to apply to FDA for an IND
Continued…

For each drug in the research, indicate: 
Are the doses within acceptable dosing limits?


 FORMCHECKBOX 
  yes  


 FORMCHECKBOX 
  no 


Is the route of administration noted in the protocol?


 FORMCHECKBOX 
  yes  


 FORMCHECKBOX 
  no 


Are the side effects of all agents listed adequately in the protocol also listed in the consent?


 FORMCHECKBOX 
  yes  


 FORMCHECKBOX 
  no 


Are other clinical considerations (pregnancy, dietary restrictions, or drug interaction potential) clearly addressed in the consent document?


 FORMCHECKBOX 
  yes  


 FORMCHECKBOX 
  no 
  

Are the investigator’s plans for storage, handling and dispensing or distribution adequate?


 FORMCHECKBOX 
  yes  


 FORMCHECKBOX 
  no 




	List Name of Drug

Are all requirements met?

If requirements are not met, describe concerns

 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
 FORMCHECKBOX 
  yes   FORMCHECKBOX 
  no 

Type your answer here
Additional comments

Type your answer here
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