	[image: ] 
Research & Development Service
	Research Records Storage/Destruction Form for
Human, Animal, and Laboratory 
RESEARCH STUDIES


Date of request: _____________________
1. Request for records to be 	|_|  STORED		To be destroyed after: October 1, ____________
					|_|  DESTROYED NOW
2.  General Information
	1
PI Name:

	

	2
PI Email address:
	
	PI Phone #:
	

	3
VA PI Office 
address: 
	

	4
PI Service:
	

	5
Point of contact/Study coordinator:  
Phone contact:
Email: 

	6
Full project title(s) [endnoteRef:1] :  [1:  If there are multiple studies to be destroyed, a spreadsheet can be attached rather than listing in Section 2.  The spreadsheet must contain all the information listed in Section 2.  The spreadsheet can also include information from other sections as well.  Within the “Research Records Storage/Destruction Form”, state “See attached spreadsheet” where applicable.
] 


	7
Study Number(s) [endnoteRef:2] :  [2:  IRB # and/or IACUC # as applicable
] 


	8
RDC Closed Date:
(Attach RDC closure letter(s) if available)

	9
Study funded by / Sponsor(s):

	10
Is there electronic data stored on hard media (CDs, hard drives, floppy disks, videotape, audiotape, data sticks, etc)?  If yes, what is the approximate number of items/boxes?: 

	11
Number of boxes/file drawers/shelves of paper records to be emptied: 

	12
Approximate size/volume of boxes/file drawers/shelves of paper records:

	13
Location(s) of the boxes/files to be destroyed (if destruction is being requested):

	14
Location(s) where records will be stored while awaiting RCS 10-1 deadline or if data/specimens are being retained in a repository (list all as applicable):
· Institution/Facility where the records are stored:
· Office/Department/Service responsible for the records:
· Contact info for accessing the records:
· Individual(s) responsible for the storage and access to the records is aware that:
If the records are moved, VAMHCS R&D Service must be notified of the new location (and approval of VAMHCS ACOS/R&D must be obtained)
AND
VA research records in storage cannot be destroyed without approval of VAMHCS R&D Service
    YES: ___________________________________________________________

	Notes: 




3. Documents to be destroyed / stored (Contents of boxes/file drawers)
RCS 10-1 Section 7.6, “Investigator Files”: Research records maintained by the investigator that span the entire lifecycle of the project and the records required by regulations such as the investigator's regulatory file. 
(Disposition Authority DAA-0015-2015-0004-0032)
	RCS 10-1 Section
	Boxes/drawers include the following documents applicable under RCS 10-1 as checked-off below:

	7.1
	These files include, but are not limited, to documentation of required education by research staff; protocol activities including documents created or used in submitting protocols for funding, approval status from required research review committees, status (e.g., active or completed) of protocols, and protocol funding source; and research related agreements, such as memorandums of understanding and
Cooperative Research and Development Agreements (CRADAs).
	

	7.3
	Copies of publications resulting from funded and approved research activities.
	

	7.4
	Records include, but are not limited to, sanitation records, daily room checks, feed/bedding invoices, temperature tapes (for the cage washes and autoclaves), health surveillance reports, HVAC performance data, cage cards, mortality reports, pest control reports, animal order invoices, quality assurance records (RODAC plates, ADP tests, etc.) and related documentation.
	

	7.5
	Records related to research laboratory inspections, emergency response planning, information on chemicals or other hazardous substances, inventory of chemicals and other agents in use in research laboratories, and laboratory safety and security policies.
	

	The following documents applicable under RCS 10-1 Section 7.6 as checked-off below:
(Items 4, 5, 6, 7, 8, and 15 may not apply to animal or laboratory research studies.  However, be sure to check whatever items are applicable to your study.) 

	1. research protocol and all amended versions of the protocol
	

	2. grant application 
	

	3. review committee correspondence (e.g., Institutional Review Board, Institutional Animal Care and Use Committee, Research & Development Committee) including documents approved by the review committees
	

	4. case report forms and supporting data (including, but not limited to, signed and dated informed consent forms and HIPAA authorization forms[endnoteRef:3]) [3:  VERY IMPORTANT:  If subjects sign a consent and authorization to allow their data and/or biological specimen to be placed in a research repository, the original consents and authorizations or a copy of these documents must be retained by the repository or by the study through which the data/specimens were submitted to the repository for the timeframe that the repository is active and has a current protocol. The consents/authorizations may be from a study that has already been closed.  The ICF and HIPAA authorization must be safely stored in the records for the data or specimen repository.   The regulatory binder must also be retained in order to reconstruct the IRB- and RDC-approved protocols and approvals. See Section 5
] 

	

	5. documentation on each subject including informed consent, interactions with subjects by telephone or in person, observations, interventions, and other data relevant to the research study
	

	6. data collected during the research including photos, video recordings, and voice recording, all derivative data, and derivative databases 
	

	7. list of all subjects entered in the study and the cross-walk connecting the subjects name with the code used for each subject; codes and keys used to de- identify and re-identify subjects' PHI
	

	8. subject compensation records
	

	9. reports of adverse events, complaints and deviations from IRB-approved protocol
	

	10. data analyses
	

	11. reports (including, but not limited to, abstracts and other publications)
	

	12. research study correspondence not involving ORD, Office of Research Oversight (ORO), sponsor, or funding source
	

	13. correspondence and written agreements with the funding source or sponsor, ORD and applicable oversight entities such as IRB, Research and Development (R&D) Committee, VA Office of Research and Oversight (ORO), VA Office of Human Research Protections (OHRP) and FDA
	

	14. signed and dated forms submitted to regulatory agencies
	

	15. investigator's brochure
	

	16. records related to the investigational drugs such as drug accountability records, 
	

	17. monitoring and audit reports such as Data Safety Monitoring Board Reports and audits by oversight entities
	

	18. documents related to budget and funding
	

	19. other forms required by policy and regulation
	

	20. other miscellaneous: 
	

	Notes: 




4. Electronic records
	Are there electronic records for this study?                          Yes □                    No  □
· If NO, go to Section 5

	
If YES:
· Go to “Endnote v” [endnoteRef:4] for files stored on VA servers [4:  
Also see VA Handbook 6500.1 §6b(9), “Information System Hardware and Electronic Media Sanitization and Disposal”
] 

· Go to “Endnote vii”  [endnoteRef:5]  for files stored on non-VA servers [5:  
Also see VA Handbook 6500.1 §6b(9), “Information System Hardware and Electronic Media Sanitization and Disposal”
] 

· Is data stored on electronic hard media (CDs, hard drives, floppy disks, videotape, audiotape, data sticks, etc.)?
· Is there is a data repository for future research associated with this study?       Yes □          No  □
(If YES, go to Section 5)

	Notes:

	R&D OFFICE ONLY
· Is plan for storage of electronic records on R&D server appropriate?
· Is plan for electronic records destruction appropriate?
· If not, what changes are required?
· Is a follow-up check needed?
· Other:




5. Data and Biospecimen repositories for future research
	If a VA informed consent was involved, did the participant(s) consent to allow data and/or specimens to be in a repository for reuse of data and/or biological specimens for future research?             Yes □                    No  □

If yes:
· The original signed consents and authorizations or a copy of these documents must be retained by the repository or by the study through which the data/specimens were submitted to the repository for the timeframe that the repository is active and has a current protocol.  
· The regulatory binder must also be retained in order to reconstruct the IRB- and RDC-approved protocols and approvals. [endnoteRef:6] [6:  See Endnote iii.] 

· Store ICDs, HIPPAs and regulatory binders SEPARATELY FROM other study documents.  (This is to ensure that ICDs, HIPPAs and regulatory documents are retained for the life of the repository and other documents can be destroyed in accordance with RCS10-1.)
· Please provide the following information for each repository:
· Circle one:               Data repository                     Specimen repository
· PI of the repository:
· Institution where the repository is located:
· Contact info for the repository: 
· Repository IRB#:
· Name of repository:
· Provide the location where informed consents, HIPAA authorizations and regulatory binder will be stored (for each repository). Circle one:
                   
At the repository            At VAMHCS, UMB or other location      At VAMHCS, UMB or other location
      (Repository info above)                stated in Section 2.14 above                different from Section 2.14 above          
                                                                                                                                                 (provide the information below)
_____________________________________________________________________________________

Warning:  If the participant(s) consented to allow data or specimens to be in a repository for reuse in future studies but a separate data or biospecimen repository was not created and approved by the IRB prior to the study closure, the data and/or biospecimens are no longer accessible and the data and/or samples must be destroyed after the retention period in accordance with the Record Control Schedule-10.


	Notes:


	R&D OFFICE ONLY
· 
· 
· Other:



6. FDA-regulated studies
	Was this an FDA-regulated study (drug, device, humanitarian use)?   Yes □                    No  □

If yes, attach Sponsor letter or equivalent confirmation that the records are able to be destroyed under FDA regulations. 

	Notes:


	R&D OFFICE ONLY
· Is Sponsor letter or equivalent attached?
· Date of FDA cut-off: ____________________
· Does the FDA cut-off date shift the RCS 10-1 cut-off date?
· If so, new RCS 10-1 cut-off date: ___________________
· Other:






7. FOIA, legal actions and/or publication issues
	Are any of these records under a current FOIA request or legal hold/freeze or a pending litigation?   
                                                                                                               Yes □                    No  □
If yes, those records cannot be destroyed.  Instead, place these records in a secure location and clearly label as “DO NOT DESTROY.  CONTACT [XXXXXXX].”                                                                   

******************************************************************************************************************************
Have questions been raised regarding the validity of the published data?
                                                                                                               Yes □                    No  □

If yes, investigators must preserve original data until such questions have been resolved to the satisfaction of VAMHCS, UMB and any involved government agencies. 

	Notes:


	R&D OFFICE ONLY
· Are there any issues?
· If yes, storage plan/location of documents: _____________________________
· Contact information: _________________________________
· Other:






PI Attestation: I attest that the information stated above and in attachments is accurate and that all records listed are applicable for destruction or storage as described above.

 
________________________________________________________________________________________
VA Principal Investigator signature								Date





	
R&D OFFICE ONLY

1. Records are eligible to be destroyed.				Yes □                    No  □

If NO, state the reason:	__________________________________________________

State any follow-up actions, storage location & contact numbers, etc.: _________________________
_________________________________________________________________________________
_________________________________________________________________________________

2. Study’s final close-out date based on the most recent of the dates above: _____________________

3. FY cut-off date: 	                                                                      September 30, ______

4. Earliest date on which records can be destroyed: 	           October 1, ______

5. VA Form 7468 has been completed 				Yes □                    No  □

6. Location where records are stored: ___________________________________________________

7. Other comments: 
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