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UNIVERSITY OF OKLAHOMA – NORMAN CAMPUS

INSTITUTIONAL REVIEW BOARD

CONTINUING REVIEW OF APPROVED RESEARCH
 Note: 
This form will need to be completed for continuing review purposes if the study is to remain open or as a final report if this study is to be permanently closed.  You must attach a current copy of the CITI Certificate of Completion with this form.  Refresher CITI training is required on an annual basis for all key personnel.

 See http://www.ouhsc.edu/irb-norman/ContinuingReviewPassThroughScreen.asp 
	IRB#:
	     

	Protocol Title:
	     


	Principal Investigator:
	     

	College/Department:
	     
	Email address:
	     

	Campus Mailing Address:
	     
	Daytime Phone:
	     


Please send this form and a summary to the IRB office (Office of Human Research Participant Protection, Parrington Oval, Evans Hall, Room 316, Norman, OK 73019-3085).
1)  Current status of the study: (Please check one)
	 FORMCHECKBOX 
  Active (still enrolling/recruiting participants)

	 FORMCHECKBOX 
  Closed to enrollment but participants are still engaged in protocol activities

	 FORMCHECKBOX 
  Closed to enrollment but participants are still being followed

	 FORMCHECKBOX 
  Study not begun

	 FORMCHECKBOX 
  Data analysis only

	 FORMCHECKBOX 
  Completed/discontinued – closure of the IRB file requested


2) 
How many participants were originally approved to participate in this study? 

Have any subsequent modifications been approved by the IRB 
to increase the number of originally approved participants?


 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 If Yes, what is the maximum number of subjects to be enrolled now:
     
3)
How many participants were enrolled since this study was initiated?
     
4)
How many participants were enrolled since the last continuing review?
     
5)
Did any participant(s) experience an unanticipated problem involving risks to participants or others? If so, list below. 
     
6)
Did any participant(s) experience any harms—adverse events—(regardless of whether on-site/off-site or serious/non-serious).

If changes have been made in the study protocol that have not been previously reported and approved by the IRB, complete and submit a Request for Modification of Approved Research Form with all associated documentation.

     
7)
List participant benefits:

     
8)
List any complaints received about the research
     
9)
List any relevant recent literature.

     
10)
Describe any interim findings.


11)
Attach any available multi-center trial reports.
     
12)
Provide a current risk-potential benefit assessment based on study results.

     
13)
State number of participants withdrawn and reasons for withdrawal. 



     

	 Reason(s) for withdrawal:      


14)
Has the project changed in any way since first approved or since the last continuing review?  
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes


 If YES, please indicate the dates the changes were reported to and approved by the IRB.  (Changes include protocol amendments and/or revisions, investigator changes and/or revisions to the consent form document.) 
	     



Use a separate sheet of paper if needed.  Provide the appropriate documentation of any changes not previously reported for review and approval by the IRB.  

15)
Since the study was approved, is there new or additional information available that may influence a potential participant’s decision to volunteer to participate or a current participant’s willingness to continue his/her participation? 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Is there new information that should now be provided to prior participants?


 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If YES, please explain here and provide information to be given to existing or prior participants: 
	     


16)
If you are continuing to enroll participants on this study, please attach a copy of the current consent form, assent form and/or parental permission form.  
17)
Financial relationship between the Investigators (including Principal Investigator, Co-Principal Investigators, Study Staff, and/or Collaborators) and the Sponsor.

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
 Do you or other key personnel have an economic interest that could affect or appear to affect the design, conduct, or reporting of the research as more specifically described in HRPP SOP 104?





If Yes, you shall complete the Disclosure Form found at http://www.ouhsc.edu/irb-norman/documents/104A-A_Conflict_of_Interest_Disclosure_Form.doc .
18)
A summary of study results and activities summarizing the research performed under this project during the past year must be submitted to the IRB with this form. You will need to describe the purpose of this research, as originally approved by the IRB, to include the study population, sample procedure and methodology.  Summarize your research progress to date in specific terms.  If the study has been terminated, a brief completion report must be provided.  

19)
Attach a copy of the currently approved protocol.

20)
Attach any outside IRB approval letters for Continuing Review of research.

I understand that I cannot initiate any changes in my approved protocol before I have received IRB approval and/or complied with all contingencies/stipulations with regards to that approval.  By signing this form, I certify that all relevant information concerning adverse events or other issues that might affect the risk/benefit ratio of this study has been disclosed to the IRB.

	
	
	     

	Signature of Principal Investigator
	
	Date


FOR IRB USE ONLY:  
 FORMCHECKBOX 

Meets Criteria for Expedited Review (Category 8a, 8b, or 8c if originally 
approved at a convened board, Categories 1-7 apply for continuing review if 
the project was originally approved under one of these categories).
 FORMCHECKBOX 

Requires Convened IRB Review
____________________________________

______________________________________
Signature of Primary Reviewer



Date of Review(s)











Date of Approval
Version Date:  5/29/2007

