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Creighton University Institutional Review Board                                                                    
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Email: irb@creighton.edu



Reporting form for

Continuing Review or Project Termination for Projects Determined to be Exempt
 FORMCHECKBOX 
  IRB-01 Biomedical Board

 FORMCHECKBOX 
  IRB-02 Social Behavioral Board

NOTE: 
For projects previously determined to be exempt, continuing review materials should be submitted at least one week prior to the expiration date of the current approval period. (Submit this original reporting form signed by the investigator.) 
For termination of projects, project termination materials should be submitted prior to the expiration date of the current approval period. (Submit this original signed reporting form.)

1. Contact and Study Information
Date of report:      
	Study Title: 
	     

	IRB Number:
	     

	Study Sponsor or Funding Agency:
	     

	Principal Investigator (include degree): 
	       

	Phone: 
	     
	Email: 
	     

	Department & School: 
	     

	Person Responsible for Regulatory Documents (if other than the PI): 
	     

	Phone: 
	     
	Email: 
	     

	Date of the original approval or the date of the last renewal for this study: 
	     

	Type of Project:   FORMCHECKBOX 
  Multi-institution  

                             FORMCHECKBOX 
  Single Center (CU IRB is the only IRB providing oversight)


2. Project Status—Please check one of the following, as appropriate:

 FORMCHECKBOX 

Continuing with no changes in procedure, risks, or type of human subjects 
 FORMCHECKBOX 

If you have additional changes to this project that have not been approved. please list:      
or  FORMCHECKBOX 
 separate document describing change attached.
 FORMCHECKBOX 

Completed; no further contact with human subjects or use of identifiable information is planned and study closure is requested. If completed, date of project termination:       
 FORMCHECKBOX 
  Close study: never initiated.
3.  Project Sites—This project is being conducted at the following Creighton sites or Creighton-affiliated sites:

	 FORMCHECKBOX 

Creighton University (including ambulatory centers)
	

	 FORMCHECKBOX 
  Creighton University Medical Center/St. Joseph Hospital 
	

	 FORMCHECKBOX 

Alegent Health Facilities 

 FORMCHECKBOX 
  Boystown National Research Hospital 

 FORMCHECKBOX 
  Missouri Valley Cancer Consortium
	

	 FORMCHECKBOX 

Other (please specify):
	     


4. Brief Description of This Project (200 words or less):       
5. Have there been any problems with this project since approval (such as subject complaints, data loss, etc)? If so, please describe:      
6. Does this project include the collection of Protected Health Information? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes. If yes, do you have a Waiver of HIPAA Authorization  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

7. Progress Report
A statement concerning the progress is required at all reviews. Please check the appropriate box for the status report of this study.
 FORMCHECKBOX 
 If this project has not been initiated, please write a brief explanation as to why the project is delayed:       
 FORMCHECKBOX 
 If the project has been initiated, please write a brief summary of the findings of the research thus far, even if you have only preliminary data to report:      
 FORMCHECKBOX 
 Check if separate report attached. Date of attached report (required):      
8. Study personnel update:

Training is not required for investigators who conduct studies that qualify for exempt status, except for investigators who are using Protected Health Information (PHI) for studies in which HIPAA authorization is required or has been waived. 
Disclosure forms are required to be on file on all study personnel only if the project is funded
	All Personnel Involved in Study (include degree) 
	√ If a change

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty 
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	 FORMCHECKBOX 
 Faculty
	 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Student


9. Principal Investigator’s Assurance

I certify that the approved protocol has been followed during the period covered by this progress report. I also certify that the information provided for continuing review is complete and accurate to the best of my knowledge.

Signature of Principal Investigator

Date

Signature must be the Principal Investigator; the PI may not delegate to other investigators. Signature must be original (not a stamped signature); a faxed or scanned original is acceptable.
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