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Institutional Review Board

office:  Research 1, 1735 NDSU Research Park Drive, Fargo, ND 58102

mail:  NDSU Dept. #4000, PO Box 6050, Fargo, ND 58108-6050

p: 701.231.8995  f: 701.231.8098  e: ndsu.irb@ndsu.edu  w:  www.ndsu.edu/irb                                                                         

Request for IRB Pre-screening of Sponsored Project

(45 CFR 46.118 Designation)
45CFR46.118: Applications and proposals lacking definite plans for involvement of human subjects. 

Certain types of applications for grants, cooperative agreements, or contracts are submitted to 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. No human subjects may be involved in any project supported by this award 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.
	Project Title (as on proposal):      


	Principal Investigator (PI) Name:      
	Department:      

	Phone Number:      
	Email Address:      

	Funding agency:      
	Date funding expected:      

	Proposal Transmittal Form number (PTF#):      
	


Anticipated start date for human subjects research:       
Review Type:

 FORMCHECKBOX 
 Exempt, Category  FORMDROPDOWN 

 FORMCHECKBOX 
 Expedited, Category  FORMDROPDOWN 

 FORMCHECKBOX 
 Full Board

Provide a brief description of the human subjects project with the level of detail as currently known:

	Purpose of project:
	     

	Procedures/interventions:
	     

	Description of participants and data collection:
	     

	Research site(s):
	     

	Reason for requesting delay of IRB review: (select any as applicable) 
	 FORMCHECKBOX 
 plans for human research are not yet finalized 

 FORMCHECKBOX 
 funds are required for non-human research portions of the project

 FORMCHECKBOX 
 other – describe:       


[image: image2.wmf]  Attach a complete copy of the proposal as submitted to the funding agency.  (If only an abbreviated version of the proposal has been routed with the PTF form, the complete proposal is required for IRB review.)
I verify that the project is accurately described as currently known.  An IRB protocol application(s) will be submitted prior to start of human subjects procedures.    

PI Signature:   ______________________________________ 
Date:  __________________

[image: image3.wmf]  Principal Investigators may submit applications for pre-screening and required supplemental materials electronically via their official NDSU Email account, carbon copying the department chair, dean, or director.
Dept. Chair/Head, or College Dean:  ______________________________________ 
Date:  __________________

· The terms of NDSU’s FederalWide Assurance (FWA) with the Office of Human Research Protections (OHRP) outline required procedures for protecting the rights, safety and welfare of research participants; these terms apply regardless of funding.  The terms of this assurance require IRB approval prior to engagement in human subjects research on the part of NDSU employees or agents.  In short, an NDSU employee or agent becomes engaged in human research when they interact or intervene with human subjects, or obtain private, identifiable information about human subjects for the purposes of research.  

· The FWA terms also require the IRB to report instances of serious or continuing noncompliance to institutional officials, funding agencies or sponsors, as well as OHRP and any other applicable federal agency.  Initiation of human subjects research prior to IRB approval would be one example of an instance of serious noncompliance.  More information on reporting, as well as forms and other requirements can be found on the IRB’s web page at:  www.ndsu.edu/irb.  

	IRB Signature:                                                                                  Date:

Comments:  




cc:  
Amy Scott, Asst. Director, Sponsored Programs Administration



Ann Young, Director, Grant and Contract Accounting


     , Chair/Head, Dept. of      [image: image4.wmf]
IRB Protocol #:
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