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APPLICATIONS AND PROPOSALS LACKING DEFINITE PLANS FOR INVOLVEMENT OF HUMAN SUBJECTS

(Research in Concept Only)

	Use this form if the following applies to your application or proposal:

§CFR 46.118: Certain types of applications for grants, cooperative agreements, or contracts are submitted to [federal] departments or agencies with the knowledge that subjects may be involved within the period of support, but definite plans would not normally be set forth in the application or proposal.  These include activities such as institutional type grants when selection of specific projects is the institution's responsibility; research training grants in which the activities involving subjects remain to be selected; and projects in which human subjects' involvement will depend upon completion of instruments, prior animal studies, or purification of compounds.  These applications need not be reviewed by an IRB before an award may be made.  However, except for research exempted or waived under § 46.101 (b) or (i), no human subjects may be involved in any project supported by these awards until the project has been reviewed and approved by the IRB, as provided in this policy, and certification submitted by the institution, to the Department or Agency.  [Code of Federal Regulations, Title 45, Part 46]


(cells will expand as needed)

	Principal Investigator:   
	Phone/Pager:   

	Department:   
	Address:  



	E-Mail:  
	Degree:  
	

	Contact Person:  
	Phone/Pager:  

	E-mail:  
	Address:  

	Study Title: (use the exact title listed in the grant/contract application)

	Funding Source:   

	eRS #:


	Give justification for research that is in concept only (provide a brief explanation).  If applicable, you may reference page numbers in the grant application or proposal that support your statement:


	Provide an estimated date when human subjects research is planned to begin:

(use the timeline listed in the grant/contract application)
	


	My signature below assures that no human subjects will be involved in the above described research in concept until the specific component of the project has been reviewed and approved by the IRB.

______________________________________

_____________________

Signature of Principal Investigator


Date
______________________________________

_____________________

Acknowledged by Institutional Review Board

Date


Version Date: 01-2020
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