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	Application for Designation of 

Not Human Subjects Research (NHSR)
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	· This form is to be used to request a determination by the IRB (or designated reviewer) of whether an activity is research involving human subjects.

· Complete every numbered item, using a font different from the items for your responses.
· Retain the order, numbering, and general layout of this form.

· Please direct questions or comments to the Office of the IRB at 205-934-3789 or irb@uab.edu.


	GENERAL INFORMATION


	

	1. Title of Project
	[ title ] 


	2. Principal
	Name 
	[ name ]

	
	Investigator
	Department/Division
	[ dept/div ]

	
	
	Mailing Address
	[ address ]

	
	
	Telephone 
	[ telephone ]
	BlazerID
	[ blazer ID ]


	3. Contact 
	Name 
	[ name ]

	
	Person
	Telephone
	[ telephone ]
	Fax
	[ fax ]
	BlazerID
	[ blazer ID ]


	4. Is this activity funded in any way? 
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	If yes, attach 1 copy of completed funding application and complete (a)-(d): 

	
	

	1. 
	a. Grant or Contract Title
	[ title ]
	

	a. 
	b. PI of Grant or Contract
	[ PI ]
	

	b. 
	c. OGCA Tracking Number
	[ OGCA ]
	

	
	d. Funding Source
	Gov’t Agency or Agencies
	[ name ]
	

	
	
	UAB Departmental Funds
	[ dept/div ]
	

	
	
	Other
	[ other ]
	


	OTHER INVESTIGATORS, SUPERVISORS


	

	5. Is anyone listed as a Co- or Other investigator on this project?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	If yes, indicate Co- or Other and complete (a)-(c) for each investigator. Copy/paste the three rows below as necessary for additional investigators.
	
	

	
	a. Name 
	Co-  FORMCHECKBOX 
 Other  FORMCHECKBOX 

	[ name ]
	

	
	b. Job Title
	[ job title ]
	

	
	c. Primary UAB Dept., or non-UAB Employer
	[ department or employer ]
	


	6. Is the principal investigator (named in Item 2) a UAB student? 
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	
	If yes, provide name, phone, and BlazerID of student's supervisor, and 

obtain signature of supervisor.
	
	

	
	Name
	[ name ]
	Telephone 
	[ telephone ]
	BlazerID
	[ blazer ID ]
	

	
	Signature of Student’s Supervisor: 
	


	CRITERIA FOR DETERMINATION


	

	7. Is the activity a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	8. Does the activity involve obtaining information about living individuals? 
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	9. Does the activity involve intervention or interaction with any living individuals? 
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	10. Does the activity involve information that is individually identifiable, that is, "the identity of the subject is or may readily be ascertained by the investigator or associated with the information"?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	If yes, is the information private, that is, "about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public"?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	11. Does the activity involve one or more human subjects and any use of a drug other than the use of a marketed drug in the course of medical practice; that is, is it subject to FDA IND regulations? 
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	12. Does the activity involve one or more human subjects and any evaluation of the safety or efficacy of a medical device; that is, is it subject to FDA IDE regulations? 
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	13. Are the results of the project to be submitted later to, or held for inspection by, the FDA as part of an application for a research or marketing permit?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	ACTIVITIES INVOLVING HUMAN MATERIALS



	To help the IRB determine that your project does not need further review, complete the following items. 


	14. Does the activity involve only cadaveric materials?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	If yes, attach documentation from source.
	


	15. Does the activity involve only blood products from the Red Cross or other blood banks?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	If yes, attach documentation from source.
	


	16. Does the activity involve potentially identifiable human materials, such as those from an autopsy?
	  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	If yes, describe the materials, their origin, the coding system, and plans for use:[ description ]   
	


	17. Briefly describe the proposed research, including what materials you are obtaining and the source of those materials:

	
	[ description ] 


	Mail or deliver all IRB materials and correspondence to

Room 470, Administration Building (AB)
701 20th Street South, Birmingham, AL 35294-0104
Phone 205-934-3789 — Fax 205-934-1301


	ORIGINAL, DATED SIGNATURE OF PRINCIPAL INVESTIGATOR



	

	Signature: 
	
	Date: 
	


For IRB Use Only
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