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REPOSITORY ANNUAL CHECK-IN
REPOSITORY ANNUAL CHECK-IN



	Repository Director:
	     
	ID #:
	     

	Contact Name & Phone #:
	     
	Date:
	     

	Email:
	     

	Repository Title:
	     



 1. Please provide a summary of any changes to the repository since last IRB review/annual check-in (e.g.  data/specimen storage location, personnel changes and/or access to identifiable information, funding etc.)?       
2. Please list all of the studies which have contributed specimens/data to this repository:  FORMDROPDOWN 


a) If applicable, list studies here:       
3.  Please list all studies which have received specimens/data from this repository:  FORMDROPDOWN 
   

a) If applicable, list studies here:       
4. Have there been any of the following: adverse events, noncompliance, protocol deviations (including initiating changes to the repository without prior IRB approval), complaints, claims of injury, withdrawals, unanticipated problems involving risks to subjects or others, or any other types of incidents since the time of initial approval?   FORMDROPDOWN 

4.1 If YES, have you submitted all events that met the threshold for prompt (i.e. either immediate or within 5 business days) reporting to the IRB?  FORMDROPDOWN 
 

If NO, submit an updated a Research Event Report (REF) for the events and explain why the events were not reported within the required time frame.

NOTE: For more information to help determine what events do and do not meet the threshold for prompt reporting, please refer to the guidance located at: http://www.portland.va.gov/research/documents/hrpp/required-reports.pdf 

4.2 Has the repository had any events that did not meet the threshold for prompt reporting to the IRB since the time of initial approval?  FORMDROPDOWN 
 

4.2.1 If YES, please attach a summary of all events (since initial approval) that did not meet the threshold for prompt reporting. If you have not tracked events since initial approval, give a brief explanation. For example, if the requirement to track was implemented after the initial approval of this study.       

NOTE:  If your submission includes any PHI (e.g. date of study visit plus health information referenced in study title), you MUST encrypt your email when submitting to pvamc-irb@va.gov. 

5. Was any new information discovered since last IRB review/annual check-in that might affect subjects’ willingness to participate in the repository?  FORMDROPDOWN 
 
5.1 If YES, provide a detailed explanation of the information and the risks to the subjects:       
My signature below indicates I have reviewed for accuracy and completeness all information submitted in and with this form. It also indicates my assurance that the repository has been and will be maintained and managed as described in the SOP for the repository.
___________________________    
   
___________

Repository Director



Date 



Keep a copy of this completed, signed form for your records.
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