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CONTINUING REVIEW FORM (Version 04//09)

Form must be sent electronically or typed for submission to PH IRB.
Please submit 1 copy of completed Continuing Review Form and current version of Informed Consent.

	Principal Investigator:
	

	Study Coordinator:
	

	Protocol #: 
	

	Title of Protocol: 

	Informed consent version: 
	


	Is this study still open to accrual?
	
	Yes
	
	No
	
	NA

	Has there been any activity (screening, Pt. contact, sponsor submissions) in the study since the last review?  
	
	Yes
	
	No

	Total number of subjects approved for enrollment by PH IRB:
	

	Total number of subjects enrolled in Study:
	

	Total number of subjects withdrawn from Study and all follow-up visits, including deaths:
	

	Please list reasons for each withdrawal:
	

	Total number of subjects completed Study:
	

	Total number of subjects ongoing in Study: 
	

	Has the Study been amended in the past year?                 
	
	Yes
	
	No

	If yes, please list Amendment with a brief explanation of revision: 

	Amendment # or Date:
	Explanation of Revision:

	
	

	
	


                                                                                                                                                                          Please list all Serious Adverse Events (SAE), (i.e., serious unanticipated events, hospitalizations, deaths) which have occurred for each subject, highlighting those which have occurred since the last review.
	Type of SAE
	Pt. Initials
	Date of SAE
	Brief Summary of SAE

	
	
	
	

	
	
	
	


(Please press “Tab” to create more rows.)

Additional Comments:  

If available and/or applicable, use this section as needed for research results obtained thus far, if not previously reported.         
If not previously reported, were there any: 

1.  Significant new findings relevant to the study?  (21 CFR 50.25(b)(5)) (45 CFR 46.116(b)(5))



_____ No   _____ Yes (please explain):

2.  New determinations of risk?
                              


                      _____ No  _____ Yes (please explain):

3.  Changes effecting subjects’ willingness to continue participation? 

                      _____ No  _____ Yes (please explain):

________________________________________                            ________________

Principal Investigator or Designee
                                        

Date
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