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BRI IRB Continuing Review Report

	Continuing Review for Studies in Data Analysis Only


Submit to the IRB at IN-RC.  Password to unlock form is “benaroya”.  Contact the IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]
	IRB Number:     
	VM/BRI funding #(s):     
	Date:     

	TITLE OF RESEARCH PROPOSAL (PROTOCOL TITLE):
     

	Principal Investigator (PI):     
	Study Coordinator:     

	Dept & Mailstop:     
	Dept & Mailstop:     

	Email:     
	E-mail:     

	GCP ( / Ethics ( / FDS (  (IRB use only)
	GCP ( / Ethics ( / FDS ( (IRB use only)


	IRB Regulatory Contact (optional)
(if designating someone other than the study coordinator) 
	GCP/Ethics/FDS (IRB use)
	Phone: 
	Email:

	     
	( / ( / (
	     
	     

	Dept. & Mailstop:      
	Address (if not VM/BRI):      


CURRENT STATUS OF RESEARCH PROJECT: (For all sites engaged with VM/BRI):
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	       Research was previously approved by the IRB at a convened meeting.  (i.e. Full Board at BRI IRB, CIRB, or the IRB of record)

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	 FORMCHECKBOX 
  Current activity involves no more than minimal risk.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	       Research is permanently closed to enrollment of new subjects.  

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	No subjects have been enrolled, and no additional risks/problems have been identified at any site covered by the IRB of record since the last Continuing Review. (Applies to local accrual only if BRI IRB is not the IRB of record)

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Subjects have completed all research-related interventions at all sites covered by the IRB of record. (Applies to local accrual only if BRI IRB is not the IRB of record)

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	No new financial disclosures are being reported at this time by any key personnel on this study.  (more_info) 

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	All remaining research activities are limited to data analysis only.  (Applies to local activities only if BRI IRB is not the IRB of record)


· If you answered “NO” to any of the above questions STOP.  You cannot to use this form and must submit a standard Continuing_Review_Report to the IRB.
Under federal regulations, Continuing Review of research under Expedited Review (45_CFR_46.110) category (8)(c) is appropriate for studies where “activity involves no more than minimal risk” and “remaining research activities are limited to data analysis.”  Continuing Review may be accomplished through a simple abbreviated process per OHRP:    http://www.hhs.gov/ohrp/policy/continuingreview2010.html#section-e2
INVESTIGATOR'STATEMENT: (Only the Principal Investigator’s original signature will be accepted):

As Principal Investigator, I acknowledge my study only involves data analysis, which is proceeding in accordance with the IRB-approved research protocol, and there are no problems to report.  I will report any emergent problems, adverse effects or reactions, or proposed procedural modifications to the IRB as they occur.  I will notify the IRB after 11 months if this project remains open to data analysis.

__________________________________
____________________________________________

Principal Investigator’s Signature



Date of Signature
FINAL IRB CONTINUATION APPROVAL (IRB use only)
(Including all previously approved study materials as applicable)

IRB of Record: ( BRI   ( FHCRC   ( UW   ( GHC   ( SMC ( CIRB                      Date of Initial BRI/IRB sign-off________________






  




  




Name and Title




Signature



Date of Signature



IRB OF RECORD APPROVAL PERIOD:  FROM 


  TO  


 


  









  

Minutes Date (Exp. Rvw.)


VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
FWA00001994 (VMMC) / FWA00001995 (BRI) / IRB00000057
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