Research Project Cover Sheet
	Section A.   Overview

	Date:
	Click here to enter a date.
	Project Name:
	[bookmark: Text2]     

	Section B.  Project Personnel

	All project personnel must complete the required CITI training for Investigators.  Additional CITI modules may be required based on the type of project.  For example, if this project involves the use of a test article (drug, device, biologic, etc.) as regulated by the Food and Drug Administration (FDA), then the project personnel must complete the Good Clinical Practices modules as well.  Additional information or agreements may be required for non-DOD personnel (example, ORISE, Red Cross Volunteers, foundation employees, etc.)
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	[bookmark: Dropdown10]
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	Are any non-federal institutions involved in this project?  
	[bookmark: Dropdown9]

	Section C.  Project Category(ies) and Type(s)

	Is this a multi-site project?  
	[bookmark: Dropdown8]

	[bookmark: Text4]	If this site is not the lead site, provide the name of the IRB of record:      

	Are these activities undertaken solely to inform and improve operations within this institution?
	[bookmark: Dropdown5]

	Is this project research (systematic investigation designed to develop or contribute to generalizable knowledge)?
	

	Is this project solely for scholarly activity requirements?
	

	Does this project require:

		Interaction with human subjects?
	

		Intervention with human subjects?
	

		Data/tissues/specimens only?
	

			Individually identifiable information of living individuals?
	

			Individually identifiable information of deceased individuals?
	

			Aggregate, anonymous data?
	

			Coded data/tissues/specimens?						
			Do any members of the project team have access to the code or 					will they ever see identifiers?						
			Does this data currently exist prior to this application?		
			Will this data be recorded by the members of the project team in 
			such a	manner that subjects cannot be identified directly?		
			Will this data be recorded by the members of the project team in 					such a 	manner that subjects cannot be identified through 						identifiers linked to the subject (coded)?				
			Will this data be de-identified by a third party prior to the project 					team receiving the data?						

	Does this project qualify as a minimal risk project?				

	Probability and magnitude of 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 of routine physical or 	psychological examinations or tests. 

	(NOTE:  This requires the implementation of the reasonable person standard and cannot be limited to the 	potential research subjects.  For example, the clinical care of cancer patients may require routine MRIs but 	the average person does not have a MRI during a routine physical examination.)

	If No, then this project must identify a Research Monitor in the Personnel section. Include 	any training materials for the Research Monitor with the project submission.

	Will this project require expanded access or emergency one-time use (including an HUD)?
	

	Section D. Project Information

	Project Objective:
[bookmark: Text3]     

	Technical Approach:
     

	Section E. Subject Population Information

	Indicate all that will be considered as part of the potential subject pool:

	|_|  DoD Civilians

	|_|  Educationally Disadvantaged Persons 

	|_|  Economically Disadvantaged Persons

	|_|  Military Personnel or Trainees

	|_|  Students

	|_|  Non-Native English Speakers  
		NOTE:  Materials provided to subjects must be in their native language. Consider 				recruitment materials, questionnaires, etc.

	|_|  Pregnant Women and Fetuses

	|_|  Wounded Warriors

		|_|  Persons with Impaired Decisional Capacity

	[bookmark: Dropdown6]			Do the participants in your study meet the definition of an experimental subject? 
				If yes, there must be intent to directly benefit every participant in this project 					who requires a Legally Authorized Representative (LAR).

		Children (viable neonates to age of legal consent in the state in 	which the research will be conducted)
	|_|

				Do the participants in your study meet the definition of an experimental subject? 
				If yes, there must be intent to directly benefit every participant in this project 					who requires a Legally Authorized Representative (LAR).

		Non-viable Neonates
	|_|

				Do the participants in your study meet the definition of an experimental subject? 
				If yes, there must be intent to directly benefit every participant in this project 					who requires a Legally Authorized Representative (LAR).

	Are you planning to compensate subjects?  [see DODI 3216.02]
	[bookmark: Dropdown7]

	Section F. Informed Consent Process and Documentation

	How will the informed consent process be obtained and/or documented?
	|_|  Requesting a waiver of consent process  [see 32 CFR 219.116(c) and (d)]
	|_|  Requesting a waiver of documentation of consent  [see 32 CFR 219.117(c)]
	|_|  Exempt study – consent not required
	|_|  Signed informed consent
	|_|  Parental permission for children to participate
	|_|  Children’s Assent
	|_|  Legally authorized representative (LAR) [see 32 CFR 219.111(a)(4); check local/state laws]
	|_|  Requesting use of the short form  [requires witness; see 32 CFR 219.117(b)]

	Section G. Additional Considerations

	Indicate all of the following that the conduct of this project involves:

	 |_|  Genetic Testing
	Genetic Non-Discrimination Act (GINA) 
		

	|_|  FDA regulated test article(s)

		|_|  Medical Product?	NOTE:  Pharmacy Impact Statement is required and must be attached.

	Product Type
	Trade Name
	Generic Name

		|_|  Nutrient
	     
	     

		|_|  Supplement
	     
	     

		|_|  Drug
	     
	     

			Is the drug FDA approved and being used in accordance with its approved:
				Indication?				
				Route of administration?		
				Frequency?				
		IND #:       
		IND Sponsor Name:       
[bookmark: Dropdown3]		IND Sponsor Monitor:  

		|_|  Medical Device?	NOTE:  Medical MNTC impact statement is required and must be attached.
		Is the device FDA cleared and being used in accordance with its approved 				indication?
			
		Has the FDA or sponsor made a device risk determination?
			
		IDE #:       
		IDE Manufacturer Name:       
		IDE Manufacturer Monitor:  

	Section H. Project Focus

	Select all that apply:

	|_|  Blast/Polytrauma
|_|  Eye Injury
|_|  General Deployment Injury
|_|  Health Care Efficiency
|_|  Medical Devices
|_|  Medical Training Systems
|_|  Patient Monitoring/Enroute Care
|_|  Post-Traumatic Stress Disorder (PTSD)/Mental Health
|_|  Restorative/Regenerative Medicine
|_|  Traumatic Brain Injury (TBI)
|_|  Other:       
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