VAPORHCS Institutional Review Board


IRB Research Repository Checklist 

	Principal Investigator:
	     

	Project Number (ID#):
	     
	IRB Review Date:  
	     

	IRB Primary Reviewer’s Name:      
Reviewer attestation: by entering my name above, I am confirming that I completed this review and did not have a conflict of interest with this protocol.

	Type of Review:
	 FORMCHECKBOX 
 Initial      FORMCHECKBOX 
 Re-Review    FORMCHECKBOX 
 Continuing Review   


If you have a conflict of interest in reviewing this protocol, please contact an IRB Analyst via the Research Office at x55125 immediately, so that this review may be reassigned.
Research repositories are designed to store human biological specimens and/or data for future research. VA policy requires that they receive IRB review. In order to assure that the research repository is set up appropriately, please consider the following issues as part of your IRB review. 
	Receiving Specimens and/or Data
	Yes
	No

	1. Does the SOP require that contributing investigators provide documentation of the required committee approval(s) for the project under which research specimens and/or data were collected?    
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Does the SOP indicate that the required documentation will be maintained and how?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a process that ensures the Research Repository Director will never accept research specimens and/or data unless they were collected under an appropriately approved protocol?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Is there a procedure to document appropriate informed consent for all identifiable specimens and/or data received?   FORMCHECKBOX 
 N/A – only de-identified data and/or specimens and/or non-research specimens and/or data will be contributed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Will a copy of each participant’s signed informed consent form be requested?  FORMCHECKBOX 
 N/A – only de-identified data and/or specimens and/or non-research specimens and/or data will be contributed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. If YES to 5, does the SOP discuss whether there may be disclosure of future research data or findings to participants, and any conditions under which disclosure may or may not be allowed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Does the SOP indicate the process to track the specimens and/or data of participants who expressed a wish to be notified of information learned from their specimens and/or data?   FORMCHECKBOX 
 N/A – Such specimens and/or data will not be accepted by the repository.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. If YES to 7, does the SOP describe the process for notifying such participants, including addressing related communication between the Research Repository Director and Recipient Investigator?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Overall, is the process for contribution of specimens and/or data to the research repository appropriate and adequately addressed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	Storing Specimens
 FORMCHECKBOX 
 N/A – repository manages only data
	Yes
	No

	10. If specimens must be processed (e.g., separation of white blood cells from blood) before storage in the repository, does the SOP explain where this will be performed and by whom?  FORMCHECKBOX 
 N/A – no processing required for storage
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Does the SOP describe where each tissue type will be stored?     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Does the SOP explain how specimens will be destroyed if the repository is terminated? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. Overall, are the mechanisms for the handling and storage of specimens in the repository appropriate and adequately addressed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Storing Data
 FORMCHECKBOX 
 N/A – repository manages only specimens and no related data
Yes

No

14. Does the SOP describe the type of data that will be stored and where it will be stored?     
 FORMCHECKBOX 

 FORMCHECKBOX 



	Individually Identifiable Health Information (IIHI)
	Yes
	No

	15. Does the SOP describe whether any IIHI or linking documentation will be stored and, if so, whether it will be kept in hard copy or electronically? 

 FORMCHECKBOX 
 N/A – no IIHI or linking documentation will be stored
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16. If IIHI or linking documentation will be stored, does the SOP outline the procedures that will be implemented to keep the information protected and secured?  FORMCHECKBOX 
 N/A – no identifiable information will be hardcopy
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17. Overall, is identifiable information related to data and/or specimens appropriately handled and protected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	Labeling of Specimens and/or Data 
	Yes
	No

	18. Does the SOP describe how specimens and/or data will be labeled (e.g. with identifiers or codes)?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. If specimens and/or data will be coded, does the SOP:                                                  FORMCHECKBOX 
 N/A – specimens and/or data not coded
	
	

	a. Describe how codes are generated?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Explain where the linking documentation is stored?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Identify the person(s) who have access to the linking documentation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20. If the specimens may/will be anonymized, does the SOP:                                             FORMCHECKBOX 
 N/A – specimens and/or data not anonymized 
	
	

	a. Describe the process of anonymization?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Describe when anonymization occurs (e.g. prior to anyone in the research repository handling the specimens) and by whom it is performed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21. Overall, is the labeling/coding of data/specimens appropriate and adequately addressed?   
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	Releasing Specimens and/or Data
	Yes
	No

	22. Does the SOP describe the process by which an investigator requests specimens and/or data? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23. Does this process include documentation requirements (e.g. a protocol approved by the applicable committee(s) for use of the specimens and/or data)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	24. Does the SOP indicate that the Director is responsible for determining the adequacy of the request for releasing the specimens and/or data? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25. Does the SOP indicate that, prior to releasing data from the research repository to a recipient, the Director will initiate and ensure completion of a Data Use Agreement (DUA) with the recipient (as per current requirements)?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26. Does the SOP describe an appropriate review process for each request to release specimens and/or data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	27. If any identifiable specimens and/or data will be released, does the SOP describe the process for verifying that the signed ICF allows the specimens and/or data to be released for the type of research in question)  FORMCHECKBOX 
 N/A – no identifiable specimens and/or data will be released
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	28. Does the SOP explain how identifiable information will be transmitted to recipient investigators?  FORMCHECKBOX 
 N/A – no identifiable information will be transmitted 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	29. Does the SOP explain if specimens and/or data will ever be released to non-VA investigators or entities? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	30. Does the SOP describe an appropriate method(s) for tracking the release of data and/or specimens?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	31. Overall, are the processes for releasing specimens and/or data for future research appropriate and do they adequately protect the individuals whose specimens and/or data are stored in the research repository?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Administrative Oversight
	Yes
	No

	32. Does the SOP adequately address what will occur if there is to be a change in the Director or if the repository is to be terminated?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	33. Does the SOP discuss requiring and maintaining applicable committee approvals (e.g. IRB, SRS)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	34. Does the SOP address conflict of interest management? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	35. Does the SOP address repository staffing, such as hiring, training and supervising employees working on the repository team? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	36. Does the SOP discuss access agreements, such as data use agreements?  FORMCHECKBOX 
 N/A – no agreements will be used 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	37. Does the SOP adequately address security and oversight for the repository?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	38. Overall, are the structures for administrative oversight appropriate and adequately addressed? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Final Recommendation

Based on consideration of the repository materials and the answers to all relevant sections above, please note which of the following is your recommendation to the IRB: 
 FORMCHECKBOX 
  Approval

Recommend approval for       months (may be no more than 12)

Risk level:   FORMCHECKBOX 
  minimal
 FORMCHECKBOX 
  moderate

 FORMCHECKBOX 
 high

 FORMCHECKBOX 
  Approval with minor modifications (indicate changes in Comments section below)

Recommend approval for       months (may be no more than 12)

Risk level:   FORMCHECKBOX 
  minimal
 FORMCHECKBOX 
  moderate

 FORMCHECKBOX 
 high

 FORMCHECKBOX 
  Table due to significant changes needed (indicate changes in Comments section below)

 FORMCHECKBOX 
  Disapprove (indicate why this repository should not be further considered for approval in Comments section below)

Comments:      
6/10/16

