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REQUEST FOR CONTINUING REVIEW
Instructions: Please complete this form no later than 45 days prior to the study expiration date and submit with current approved consent documents (if applicable) bearing the IRB approval stamp. Also, include a clean version of consent documents that can be stamped and returned upon approval of the continuing review.  Identify any requested changes and provide the IRB with all the necessary information to conduct a thorough and substantive continuing review.  
Check here if this includes a modification   FORMCHECKBOX 
 and complete sections 5 and 6 below.
	1. PRINCIPAL INVESTIGATOR

	     Name:      
	Currently CITI Certified:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No

	     School/Department:                                                  

	     Campus Mailing Address:      
	Telephone Number: (     )     -            

	     E-mail Address:      
	Faculty:  FORMCHECKBOX 
     Staff:  FORMCHECKBOX 


	2. CO-INVESTIGATOR

	     Name:      
	Currently CITI Certified:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No

	     School/Department:                                                              

	     Campus Mailing Address:      
	Telephone Number: (     )     -            

	     E-mail Address:     
	 FORMCHECKBOX 
 Faculty  FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student

	3. CONTINUING REVIEW TYPE

	 FORMCHECKBOX 
 Continuing Review Only

	 FORMCHECKBOX 
 Continuing Review with a Modification (must complete sections 5 & 6)

	 FORMCHECKBOX 
 Continuing Review for Data Analysis Only 

	4. MODIFICATION INFORMATION (If Applicable)

	Please provide a detailed description of the requested change(s) including rationale for why change is necessary:

	     

	In your opinion does the change alter the risk/benefit ratio of the research study? 
If yes, how?
	Yes  FORMCHECKBOX 
     No FORMCHECKBOX 


	     

	Will the change affect the safety and/or welfare of research subjects? 
If yes, how? 
	Yes  FORMCHECKBOX 
     No FORMCHECKBOX 


	     

	Will the change affect the informed consent process or documents? 
If yes, how?
	Yes  FORMCHECKBOX 
     No FORMCHECKBOX 


	     

	5. ATTACHMENTS:  If change involves the modification of any study materials make sure to include a tracked changed version, a clean version without track changes and new version dates. 

	 FORMCHECKBOX 
 Protocol Summary (Version Date:     )

	 FORMCHECKBOX 
 Advertisements (printed, audio, or video)

	 FORMCHECKBOX 
 Study Instruments (surveys, questionnaires, etc.)

	 FORMCHECKBOX 
 Scripts

	 FORMCHECKBOX 
 External Approvals (IRB, Schools, or Centers)

	 FORMCHECKBOX 
 Grant Application 

	 FORMCHECKBOX 
 Flyers, Posters and Brochures

	 FORMCHECKBOX 
 Informed Consent Forms/Assent Forms

	 FORMCHECKBOX 
 CITI Certificates   

	6.  PARTICIPANT INFORMATION

	Number of Participants Screened to Date:       

	Number of Participants Enrolled to Date:       

	Participant Demographics (Enrolled):       Number of males:            Number of females:             Number of minorities:       

	7.  WITHRAWALS  

	Have any participants withdrawn from the study since its start or since the last continuing review?  If yes, list the reason for each participant (only list those not previously reported)
	    Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	8.  DROPS

	Have any participants been dropped from the study by the investigator since the last continuing review?  If yes, list the reason for each participant (only list those not previously reported)
	    Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	9.  ADVERSE EVENTS OR UNANTICIPATED PROBLEMS

	Have there been any unanticipated problems or adverse events from the last 12 months?  
If yes, please report them below.
	    Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	10.  RECENT RELEVANT LITERATURE

	Has there been any publication of recent literature that may be relevant to this study? 
If yes, please identify below.
	    Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	11.  PREVIOUS PROTOCOL MODIFICATIONS:

	Have there been any protocol modifications made to the protocol and approved by the IRB in the last 12 months?  If yes, please list dates of modifications approved below.
	    Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	12.  PARTICIPANT COMPLAINTS

	Have there been any complaints made about the protocol in the last 12 months?  If yes, please describe the nature of the complaint and remedy below.
	    Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	13.  CONFLICTS OF INTEREST

	Have you previously disclosed any conflicts of interest related to this study?
	   Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	Do you presently have a conflict of interest, financial or otherwise, related to this study?  If yes, describe the nature of the conflict of interest and complete and attach an approved COI Management Plan.  
	   Yes  FORMCHECKBOX 
      No FORMCHECKBOX 


	     

	14.  OTHER RELEVANT INFORMATION    Please list any other relevant information of which the IRB should be made aware (such as change in study personnel or change in sponsor).

	     

	15.  SUMMARY OR PROGRESS/PRELIMINARY FINDINGS

	     


*Please obtain E-Signatures through IRBNet from the following prior to submission :

Department Chair or Dean

Principle Investigator

Co-Investigator(s)

Faculty Advisor (for students only if different from PI)

Please contact the Office of Research and Sponsored Programs if you need assistance with setting up an account on www.irbnet.org.
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