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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
Email: irb@creighton.edu
Application for

External Review

IRB #:      
All research projects involving human subjects conducted by Creighton University faculty, staff, or students (whether funded or not) require IRB review. If all research procedures and subject contact required by the protocol will be done at another facility that has an IRB that has a Federal-wide Assurance (FWA) and that provides oversight (designated IRB); the Creighton University IRB will perform an external review only. If the facility does not have an IRB and a FWA, Creighton University’s IRB must review the project.

The external review by Creighton University’s IRB will be conducted only AFTER review by the designated IRB and PRIOR to initiation of the project.

1. Contact and Study Information

All study personnel must have evidence of human subjects research training. Creighton faculty, staff, and students involved in the study must complete the mandatory Creighton University Human Subjects Research Education Program prior to approval of this study. For all study personnel listed, indicate whether or not this requirement has been met by checking yes or no under “IRB Trained?” below. If you have any questions regarding education requirements, please call the IRB office at 280-2126.
	Study Title: 
	     
	IRB Trained?

	Principal Investigator: 
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Phone: 
	     
	E-mail: 
	     
	
	

	Department and School: 
	     
	
	

	Person Responsible for Regulatory Documents: 
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Phone: 
	     
	E-mail: 
	     
	
	

	All other study personnel* 

All persons must have received their certificate of completion of Human Subject Training prior to involvement in this research project; persons who may perform a procedure that is standard of care will not require IRB training. When listing a person who does not require IRB training, include your rationale as why this is the case (include their role in parentheses after their name). All persons involved in the consent process must complete IRB training. If an investigator listed is not Creighton University faculty, staff, or student and has been certified by another institution, please attach a copy of their certification.

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


2. Conflict of Interest Statement
	Do any of the Investigators listed on this project or any of their family members have a significant financial interest, as outlined in Creighton University Policy 3.1.10?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


If YES, please attach the review from the Conflict of Interest Review Committee.

3. Project Sites—this project is being conducted at:      

4. Funding Source:      

5. Designated IRB providing oversight for the Protection of Humans in Research: 

 FORMCHECKBOX 
  Veterans Administrative Medical Center Omaha, NE 

 FORMCHECKBOX 
  Children’s Hospital, Omaha, NE

 FORMCHECKBOX 
  Other: Separate agreement with the institution must be obtained prior to initiating study. 
*Contact the IRB for further information in this regard.

6. Submission Requirements—submit the following documents:

	 FORMCHECKBOX 
 Completed Application for External Review

	 FORMCHECKBOX 
 Protocol or study design

	 FORMCHECKBOX 
 Consent/Permission/Assent

	 FORMCHECKBOX 
 Designated IRB approval 


Signature of Principal Investigator


Date
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