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5-YEAR SUMMARY FORM

Full Board Protocols

-See attached Instructions-

	IRB-HSR #:      
	PI Name:      

	Protocol Title:       

	Number of subjects currently approved to enroll:     

	Total number of subjects enrolled since the beginning of the study      

	I.
	Why is the hypothesis still valid? 

     

	II.
	Why has the hypothesis not been answered at this point?

     

	III.
	Has enrollment progressed as expected?   


	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	
	If No, describe your plan to increase enrollment.       

	IV.
	Summarize the Adverse Events that have occurred since the last continuation

     

	V.
	What conclusions have or have not been reached? 

     

	VI.
	Have you made any changes other than updating to the current templates? (This might include changes in personnel, the consent or protocol such as study design, populations to be studied etc.)
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	
	If YES, attach a Request for Modification Form 

· If not using GCRC: http://www.virginia.edu/vprgs/irb/HSR_docs/Forms/Modification_Request_Form.doc 

· If using GCRC:

http://www.virginia.edu/vprgs/irb/HSR_docs/Forms/ModificationRequestForm_GCRC.doc


Submitted by:      







Date:      
5 YEAR UPDATE INSTRUCTIONS & INFORMATION

FULL BOARD PROTOCOLS:
· Re-write protocol and consent via protocol builder http://www.irb.virginia.edu/ 
· If you need help with updating your protocol and consent, please contact Margaret Ball or if this is a GCRC study you may contact Helena Estes-Johnson.   You may contact Margaret via email at mnw2h@virginia.edu or by phone at (434) 243-0639.  You may contact Helena via email at hve5r@virginia.edu or by phone at (434) 234-0734 or (434) 243-2723.  All GCRC studies must first be reviewed by Helena Estes Johnson before being sent for pre-review.  Send all documents to her electronically.  

· Before obtaining signatures, please submit electronically the following documents for PREREVIEW to IRBHSRfbprereview@virginia.edu or to IRBHSROncologyPrereview@virginia.edu if this is an Oncology Protocol:
· IRB-HSR 5 YEAR SUMMARY Form

· IRB-HSR Protocol Cover Sheet 

· IRB-HSR Protocol or IRB-HSR Application
· IRB-HSR Consent

· If applicable, non- IRB protocol (most current version) ( e.g. sponsor’s protocol)

· Electronic versions of most currently approved IRB-HSR protocol and consent.

· If you are making any additional modifications (in addition to updating to the current template), include a copy of the Request for Modification Form/Request for Modification Form (GCRC). 

· If one is not included with the submission, the IRB-HSR will assume that no additional modifications are being made.

· If you are adding or deleting study personnel, include a copy of the Personnel Change Form. 
· IRB-HSR will review the documents and return comments via email to the investigator within 5 business days.  

· The investigator should make the requested changes or write a response to any request made for which they do not agree and re-submit to the IRB-HSR by email.  

· IRB-HSR staff will re-review the protocol, verifying that all issues have been addressed. A protocol will not be put on the agenda until this step is completed. 
·  IRB-HSR staff will notify the researcher of the status of the protocol within 1-2 business days of receipt of the revised documents.

· Once all the documents have been reviewed administratively, the IRB-HSR staff will post the protocol on the next full board agenda and the final electronic copies of the documents will be provided to IRB members for review at the next convened meeting.   
· The PI will be required to send the following FINAL CLEAN (no track changes) hard copies to the IRB-HSR office:
One Original packet and 3 Copied PACKETS (all items stapled) that include the following:

· Completed IRB-HSR Routing Form
· IRB-HSR 5 Year Summary Form
· IRB-HSR protocol cover sheet with questions

· IRB-HSR consent  with IRB # in header

· IRB-HSR protocol or IRB-HSR application with IRB# in header

· GCRC Application (if applicable)
· If applicable, the Request for Modification Form/Request for Modification Form (GCRC).
· If applicable, the Personnel Change Form.
· Sponsor Protocol (non-IRB protocol)  (if applicable)
· NOTE: When referencing a non-IRB  protocol, you  MUST include 3 copies of the Sponsor Protocol (non-IRB protocol)
Website: http://www.virginia.edu/vpr/irb/hsr/index.html
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