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Exempt Medical Protocol Submission Review Form
	Reviewer:  
	Investigator:       

	Protocol # and Title:        


	Exempt Category #      

	 FORMCHECKBOX 
 Concurrence of Exemption-involves minimal risk: the probability and magnitude to harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance or routine physical or psychological examinations or test.
	 FORMCHECKBOX 
  Expedited Review Required 
	 FORMCHECKBOX 
 Full Board Review Required

	Reviewer’s Signature:  ________________________________________   Date: ________________

	


	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	1. 
	Does this study meet the definition of human subject research? See definition in glossary.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	2. 
	Q6: has the Dean/Chair certified that adequate resources and facilities are available to conduct the research in a way that protects human participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	3. 
	Q6/7: Have all persons identified in Questions 6 and 7 completed HIC training and signed COI Statement?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	4. 
	Q8 & 24: Does the protocol qualify for exemption under the category requested?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	5. 
	Q12: If “vulnerable” participants are to be enrolled is their inclusion consistent with HIC policy? Include protocol specific justification for their inclusion.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. 
	Q14-20: Is the use of specimens, data or records, clearly described and are no more than minimal risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	7. 
	Q17: If medical records or databases will be accessed, or if a database or specimen bank will be created, is the HIPAA Summary Form attached and completed appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8. 
	Q22:  If a master list will be used for the study, is the link secure and unavailable to the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9. 
	Q23: If using a HIC Information Sheet are all of the necessary criteria included?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10. 
	 Does the protocol meet the following federal criteria for approval? (See attached for expanded criteria)
a. Are the risks to subjects minimized?
b. Are the risks to subjects reasonable in relation to anticipated benefits?

c. Is the selection of subjects equitable?

d. Is informed consent sought and properly documented? (use of Information Sheet)

e. Where appropriate, does the research plan make adequate provision for monitoring the data collected to ensure the safety of subjects?

f. Where appropriate, are there adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data?

g. Have appropriate safeguards been included to protect vulnerable subjects?
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	     
     
     
     
     
     
     


	11. 
	Is the experimental design ethical?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     


ADDITIONAL COMMENTS and 
CONDITIONS PLACED ON THE PROTOCOL BEFORE IT CAN BE APPROVED:  
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