CARNEGIE MELLON UNIVERSITY


REQUEST FOR CONTINUING REVIEW OF IRB APPROVED HUMAN SUBJECT RESEARCH
Requests for continuing review should be submitted to the IRB four (4) weeks prior to the expiration date of the study. 
The following items must be submitted for Continuing Review to be completed:

1. Completed Request for Continuing Review form.
2. Copy of the original application or updated application that includes all modifications previously approved. 
3. Consent form if applicable.
If requesting a modification as well as a renewal, please complete and submit the CMU IRB Request for Modification form.  

Please email all documents to irb-review@andrew.cmu.edu.  For assistance call CMU Research Compliance @ 412-268-5460 or email irb-review@andrew.cmu.edu.  Additional information and templates are available at http://www.cmu.edu/osp/regulatory-compliance/human-subjects.html
	1.  Protocol

	Title:      

	IRB Number:      
	Expiration Date:      

	Level of risk:   FORMCHECKBOX 
 Minimal risk   FORMCHECKBOX 
  Greater than Minimal Risk

	2. Principal Investigator (PI)

	Principal Investigator:      

	Telephone:      
	E-mail:     

	 FORMCHECKBOX 
 I am a student.  If so, please provide information about your faculty advisor below.

	Faculty Advisor Name:      
	E-mail:      

	Other person to correspond with regarding continuing review:      

	Telephone:      
	E-mail:      

	Business Manager for your department:      
	E-mail:      

	3. Co-Investigators

	Name:     
	E-mail:     

	Name:     
	E-mail:     

	Name:     
	E-mail:     

	Name:     
	E-mail:     

	4. Funding

	 FORMCHECKBOX 
 Unfunded research
	Sponsor/Source:      

	 FORMCHECKBOX 
External Funding
	SPEX Proposal #:      

	 FORMCHECKBOX 
 Internal Funding        
	Oracle String:     

	Grant Title:      

	If you don’t know the funding/grant information, please get it from your department’s business manager.

	5.  Review Type  check the one that applies

	 FORMCHECKBOX 
 Continuing review and progress report for study still recruiting participants and/or collecting data

	 FORMCHECKBOX 
 Continuing review for study closed to accrual but still analyzing data

	 FORMCHECKBOX 
 Final report for study that is completed

	6.  Protocol Progress Report

	How many study participants have been enrolled in this review period?      

	How many study participants have been enrolled since the inception of the study?     

	Estimate the ethnic origin of all participants enrolled in the study since its inception as follows:

	Caucasian     %

African American     %

Hispanic     %
	Asian     %

Native American     %

Other      %

	Answer the following questions as they relate to this renewal period.

	Have any participants withdrawn from the study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

If yes, how many?       Please explain.       

	Have any participants have been removed from the study by the Investigator?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

If yes, how many?       Please explain.       

	Have there been any complaints about the study?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, have these been reported to the CMU IRB?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If no, please describe.      

	Have there been any unanticipated problems with the study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

If yes, have these been reported to the CMU IRB?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If no, please describe.      

	Have there been any adverse events?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, have these been reported to the CMU IRB?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If no, please describe.      

	Has literature relevant to the research been published during this review period?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes, please summarize or attach.      

	Has anything happened that may affect the risk benefit ratio for the study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, explain.      

	Have there been any changes related to the conflict of interest disclosure information or are there conflict of interest issues now relevant to the review of this protocol?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, explain.      

	Has funding for the study changed?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, explain.      

	Are you requesting a change to the informed consent document?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

Please attach a copy of the current approved consent document and if applicable a new consent document. 

	Is there anything else you would like the IRB to know about this study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, explain.      

	7. Final Report

	If this is the final report for the study, please provide a description of any findings.  Describe the overall success of the study. You may attach a copy of the final report to the sponsor if you prefer.        

	8. Principal Investigator’s Assurance

	· I certify that the information provided in this request is complete and accurate.

	     
	                                                                

	PI Signature                                                                                                      Date

NOTE: If e-mailed from the PI’s CMU account, a hand written signature is not needed.  Please type in name and date.  


Please e-mail all documents to irb-review@andrew.cmu.edu
	Comments:        
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