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This form may be submitted by Fax (919-465-4311) or by other electronic means.

Blank & incomplete answers will result in delayed reviews!
	Protocol #:      
	IRB Tracking #:      

	Date IRB Approval Expires:      

	Board Meeting Date for Continuing Review of this Study:      

	Study Contact Person:      
Company:      
Address:      
City, State, Zip:      
E-mail:      

	The open, CGIRB-approved principal investigators (PIs) have been sent notifications reminding them that they are to submit completed Continuing Review Status Reports.  PIs who fail to submit complete continuing review information to CGIRB before the above-listed meeting date may be considered noncompliant with CGIRB procedures.  If the CGIRB Board deems the noncompliance to be serious or continuing, CGIRB will report the PI to the appropriate regulatory agency.
As part of the continuing review process, CGIRB is requesting answers to the below questions.  This information must be submitted to CGIRB prior to the above-listed CGIRB Board meeting date. 

	1
	What is the status of this research study?  Please select one:

 FORMCHECKBOX 
  Active

 FORMCHECKBOX 
  Active, but Enrollment is on Hold (state reason for hold:      )

 FORMCHECKBOX 
  Closed to Enrollment/Administration of Study Drug Continuing

 FORMCHECKBOX 
  Permanently closed to the enrollment of new subjects: all subjects have completed all research- related interventions and the research remains active only for long-term follow-up of subjects
 FORMCHECKBOX 
  No subjects have been enrolled and no additional risks have been identified

 FORMCHECKBOX 
  The remaining research activities are limited to data analysis

 FORMCHECKBOX 
  Closed

	2
	Has an interim safety analysis been performed?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes – If YES, provide a summary of the findings

	3
	Has the data safety monitoring board/committee (DSMB/DMC) met and reviewed data?
 FORMCHECKBOX 
 N/A 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes - If yes, provide a summary of the findings.

	4
	Have there been any new findings or scientific publications relevant to the risks and benefits of this research? 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes - If YES, provide a copy

	5
	What is the overall total number of subjects enrolled in the trial? 

      (all sites, not just those approved by CGIRB)

What is the overall total number randomized (if applicable) in the trial?

      (all sites, not just those approved by CGIRB) or  FORMCHECKBOX 
 N/A

a. How many of these were withdrawn from the study?

Number      
Percentage      
b. What is the number and percentage of subjects discontinued from the study product due to treatment failure?  Number       
Percentage      
c. What is the number and percentage of subjects withdrawn due to serious and unexpected adverse events?  Number 
d. What is the number and percentage of subjects withdrawn from the study due to unanticipated problems involving risks to research subjects or others?

Number 

	6
	If the study is a randomized clinical trial, do the answers in #5 refer to a blinded treatment assignment or an unblinded treatment assignment?

 FORMCHECKBOX 
 Blinded Treatment Assignment  FORMCHECKBOX 
 Unblinded Treatment Assignment or  FORMCHECKBOX 
 N/A

	7
	Have material changes, other than IRB-approved protocol amendments, occurred in the research since the initial IRB approval or most recent continuing review?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes - If yes, provide detailed information.


The submission of this form means that the organization submitting this form is agreeing to and is responsible for the accuracy of all information being provided to CGIRB. 

	     
	
	     
	
	     

	Name of Individual Completing Form 
	
	Title of Individual Completing Form 
	
	Date 








For questions, you may contact CGIRB at (888) 303-2224.  For the best service, have your IRB tracking number.
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