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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
Request for Review of Supplemental Documents
Contact and Study Information
	IRB #:
	     

	Study Title: 
	     

	Principal Investigator (include credentials): 
	     

	Phone: 
	     
	Email:      

	Department and School: 
	     

	Person Responsible for Regulatory Documents:
	

	Phone:
	     
	Email:      

	Name and Address to mail IRB correspondence to: 
	     

	Person who could answer questions about this application and the proposed research, if other than the Principal Investigator:          Phone:             E-mail:      


Check all Supplemental Documents:

 FORMCHECKBOX 
  Recruitment Material/Advertisement: (For multiple advertisements, assign a number and title to each document)
Describe how and where you will advertise; be specific with each recruitment document:        

	Document # (add this number to the corresponding document)
	Type of Recruitment Material (e.g., poster, flyer, brochure, pamphlet)
	Title of Document
	Version Date (if applicable)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


If recruiting outside of Creighton University, additional approvals may be required. See list below:
 FORMCHECKBOX 
 Sponsor-provided advertisements (PR approval not needed)
 FORMCHECKBOX 
 Investigator-developed advertisements that are posted outside of Creighton University must be approved by the University Public Relations prior to IRB review. Advertisements can be sent via email to Kim Manning in PR). 

Date of PR approval:       (Attach PR correspondence)  
 FORMCHECKBOX 
 If recruiting at an Alegent Creighton Site, include all recruitment material with submission to the Research Feasibility Review Committee at an Alegent Creighton Health/Clinic Site, the Alegent Creighton Research Office must also approve. Submit this IRB application with all recruitment material to Research@alegent.org. If questions, call the ACH Contracts and Budget Coordinator at 402-715-4741
Date of Alegent/Creighton approval:       (Attach approval correspondence)  

 FORMCHECKBOX 
  Gifts for Recruitment/Retention:


 FORMCHECKBOX 
 Describe and list approximate value (the actual gift should not be submitted):      
 FORMCHECKBOX 
  Information to be Distributed to Enrolled Subjects:
	Document # (add this number to the corresponding document)
	Type of Material (e.g., diary cards, appointment cards, instructions)
	Title of Document
	Version Date (if applicable)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


 FORMCHECKBOX 
  Updated Information for Drugs Used in Protocol That Does Not Affect Risk: (if submission involves risk this shall be reported on the Reporting Form for Reportable New Information Application)
 FORMCHECKBOX 
  Updated Investigator’s Brochure (include name of drug, version number, and date of update):      
 FORMCHECKBOX 
  Updated Package Insert (include name of drug and date of update):      
 FORMCHECKBOX 
  Other (Describe:     )
 FORMCHECKBOX 
  5. Updated 1572 
 


Date Investigator signed:      

Summarize changes:      


Does this update require changes to the informed consent?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No  




   If yes, has the change been approved by the IRB?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No 
 FORMCHECKBOX 
  6. Other:  
 

Describe:       
I understand that I cannot use supplemental materials before I have received IRB approval and/or complied with all contingencies/stipulations with regard to that approval.
Signature of Investigator (or designee)

Date

Signature must be original (not a stamped signature); a faxed or scanned original is acceptable.[image: image1.png]
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