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Request for Records Disposition Authority

Records Schedule Number DAA-0015-2015-0004

Schedule Status Approved

Agency or Establishment Department of Veterans Affairs

Record Group / Scheduling Group Records of the Department of Veterans Affairs

Records Schedule applies to Major Subdivsion

Major Subdivision Veterans Health Administration

Schedule Subject Office of Research and Development

Internal agency concurrences will
be provided

No

Background Information The Veterans Health Administration's (VHA) research program is an
intramural program administered by the VHA Office of Research and
Development (ORD) and conducted at Veterans Administration (VA)
medical facilities nationwide under the authority of Title 38 United
States Code (U.S.C), 7303. Federal records and copies of working
documents are produced within ORD and by all VA medical facilities
conducting research. These records relate to the administration of the
research programs and the conduct of research.

Analysis: This appraisal and related SF 115 covers records created
by the Office of Research and Development or other designees. The
records contain information on patients, VA health care providers, VA
employees, community members, vendors and other individuals.

Item Count

Number of Total Disposition
Items

Number of Permanent
Disposition Items

Number of Temporary
Disposition Items

Number of Withdrawn
Disposition Items

36 2 34 0

GAO Approval
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Outline of Records Schedule Items for DAA-0015-2015-0004

Sequence Number

1 General Program Records

1.1 ORD Subject Files
Disposition Authority Number: DAA-0015-2015-0004-0001

1.2 Program Management Files
Disposition Authority Number: DAA-0015-2015-0004-0002

1.3 Congressional Relations Files
Disposition Authority Number: DAA-0015-2015-0004-0003

1.4 Briefing Records
Disposition Authority Number: DAA-0015-2015-0004-0004

1.5 Field Correspondence Files
Disposition Authority Number: DAA-0015-2015-0004-0005

1.6 Education, Training and Outreach Files
Disposition Authority Number: DAA-0015-2015-0004-0006

2 Technology Transfer

2.1 Invention Disclosure Case Files

2.1.1 Invention Disclosure for which a patent application was filed and issued
Disposition Authority Number: DAA-0015-2015-0004-0007

2.1.2 Invention Disclosure for which no patent application was filed or no patent issu
ed
Disposition Authority Number: DAA-0015-2015-0004-0008

2.2 Patent Case Files
Disposition Authority Number: DAA-0015-2015-0004-0009

2.3 Cooperative Agreement Files
Disposition Authority Number: DAA-0015-2015-0004-0010

2.4 VA Confidential Disclosure Agreements
Disposition Authority Number: DAA-0015-2015-0004-0011

2.5 Technology Transfer Agreements
Disposition Authority Number: DAA-0015-2015-0004-0012

2.6 License Transmittal Files
Disposition Authority Number: DAA-0015-2015-0004-0013

3 Non Profit Research and Education Corporations (NPC)

3.1 Annual Reports from NPCs
Disposition Authority Number: DAA-0015-2015-0004-0014

3.2 Audit Case Files
Disposition Authority Number: DAA-0015-2015-0004-0015
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4 Intramural Research Funding

4.1 Requests or Solicitations for Research
Disposition Authority Number: DAA-0015-2015-0004-0016

4.2 Approved or Funded Case Files
Disposition Authority Number: DAA-0015-2015-0004-0017

4.3 Not Approved, Withdrawn or Appealed Case Files
Disposition Authority Number: DAA-0015-2015-0004-0018

4.4 Merit Review FACA Committee Files
Disposition Authority Number: DAA-0015-2015-0004-0019

5 VA Central Institutional Review Board (IRB) and VA Central Office (VACO) Human
Research Protection Program (HRPP)

5.1 VA Central IRB Protocol Files

5.1.1 Protocols Approved by VA Central IRB
Disposition Authority Number: DAA-0015-2015-0004-0020

5.1.2 Protocols Disapproved by VA Central IRB or Withdrawn by the Investigator
Disposition Authority Number: DAA-0015-2015-0004-0021

5.2 VA Central IRB Operating Files

5.2.1 Implementation Records
Disposition Authority Number: DAA-0015-2015-0004-0022

5.2.2 Committee Records
Disposition Authority Number: DAA-0015-2015-0004-0023

5.3 VACO Human Research Protection Program (HRPP) Files
Disposition Authority Number: DAA-0015-2015-0004-0024

6 Human Research Protection Program (HRPP) Accreditation

6.1 Accreditation Application Case Files
Disposition Authority Number: DAA-0015-2015-0004-0025

6.2 Accrediting Organization Contract Files
Disposition Authority Number: DAA-0015-2015-0004-0026

7 VA Field Facility Research Program

7.1 Documentation of Required Activities
Disposition Authority Number: DAA-0015-2015-0004-0027

7.2 Research Accreditation
Disposition Authority Number: DAA-0015-2015-0004-0028

7.3 Research Publications
Disposition Authority Number: DAA-0015-2015-0004-0029

7.4 Veterinarian Medical Unit Files
Disposition Authority Number: DAA-0015-2015-0004-0030
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7.5 Research Biosafety and Biosecurity Program Files
Disposition Authority Number: DAA-0015-2015-0004-0031

7.6 Research Investigator Files
Disposition Authority Number: DAA-0015-2015-0004-0032

7.7 Research Review Committee and Subcommittee Protocol Files

7.7.1 Protocols Approved by the Committee or Subcommittee
Disposition Authority Number: DAA-0015-2015-0004-0033

7.7.2 Protocols Disapproved by the Committee or Subcommittee or Withdrawn by th
e Investigator
Disposition Authority Number: DAA-0015-2015-0004-0034

7.8 Research Review Committee or Subcommittee Operating Files

7.8.1 Implementation Records
Disposition Authority Number: DAA-0015-2015-0004-0035

7.8.2 Review Committee or Subcommittee Records
Disposition Authority Number: DAA-0015-2015-0004-0036
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Retention Period Destroy 3 year(s) after cutoff.

Additional Information

GAO Approval Not Required

6.2 Accrediting Organization Contract Files

Disposition Authority Number DAA-0015-2015-0004-0026

Files related to management of the Accrediting Organization under contract with
VA to administer HRPP accreditation in VA facilities. Records consist of, but are
not limited to, evaluation of contract performance including deliverables, reports,
and problems or issues conveyed to the Accrediting Organization regarding their
assessment of individual field facility HRPPs; and other correspondence to/from
the Accrediting Organization.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year when the contract
expires.

Retention Period Destroy 7 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7 VA Field Facility Research Program
This section covers records relating to the administration of intramural research
programs and conduct of individual research projects at VA field facilities, some of
which are funded by VA research appropriation. The research programs at each
VA field facility are a decentralized program under the facility's direction. Policies
for the administration of research programs and conduct of research are set by
ORD.

7.1 Documentation of Required Activities

Disposition Authority Number DAA-0015-2015-0004-0027
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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).

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after final action or
when superseded.

Retention Period Destroy 6 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.2 Research Accreditation

Disposition Authority Number DAA-0015-2015-0004-0028

Records related to acquiring and maintaining accreditation for components of
the facility's research program. The accreditations are for such components
as the HRPP and the animal research program. Records include, but are not
limited to, initial and renewal applications; annual and interim reports; tracking of
accreditation visits and outcomes; and correspondence to/from the Accrediting
Organization.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No
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Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after accreditation
cycle ends.

Retention Period Destroy 2 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.3 Research Publications

Disposition Authority Number DAA-0015-2015-0004-0029

Copies of publications resulting from funded and approved research activities.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after publication.

Retention Period Destroy 6 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.4 Veterinarian Medical Unit Files

Disposition Authority Number DAA-0015-2015-0004-0030

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.
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Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after final action.

Retention Period Destroy 3 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.5 Research Biosafety and Biosecurity Program Files

Disposition Authority Number DAA-0015-2015-0004-0031

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.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after final action.

Retention Period Destroy 3 year(s) after cutoff.
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Additional Information

GAO Approval Not Required

7.6 Research Investigator Files

Disposition Authority Number DAA-0015-2015-0004-0032

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. Records include, but are not limited to: • research protocol and
all amended versions of the protocol; grant application; review committee
correspondence (e.g., Institutional Review Board, Institutional Animal Care and
Use Committee, Research & Development Committee) including documents
approved by the review committees; • correspondence with ORD, regulatory
entities, sponsor and/or funding source, correspondence; • case report forms
and supporting data (including, but not limited to, signed and dated informed
consent forms and HIPAA authorization forms); • 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; •
data collected during the research including photos, video recordings, and voice
recording, all derivative data, and derivative databases; • list of all subjects entered
in the study and the cross-walk connecting the subjects name with the code used
for each subject; subject compensation records; • reports of adverse events,
complaints and deviations from IRB-approved protocol; • data analyses; • codes
and keys used to de- identify and re-identify subjects' PHI; • reports (including, but
not limited to, abstracts and other publications); • research study correspondence
not involving ORD, Office of Research Oversight (ORO), sponsor, or funding
source; • 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; • research study
correspondence not involving ORD, Office of Research Oversight (ORO), sponsor,
or funding source; • signed and dated forms submitted to regulatory agencies
• investigator's brochure; • records related to the investigational drugs such as
drug accountability records; • monitoring and audit reports such as Data Safety
Monitoring Board Reports and audits by oversight entities; • documents related to
budget and funding; • other forms required by policy and regulation; Note: If the
investigator leaves VA, all research records are retained by the VA facility where
the research was conducted. If the grant is ongoing and the investigator leaves one
VA facility to go to another VA facility, the investigator must obtain approval for a
copy of relevant materials to be provided to the new VA facility's research office.
The investigator is not the grantee, nor does the investigator own the data.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes
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Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after completion of
the research project.

Retention Period Destroy 6 years after cutoff, may retain longer if
required by other Federal regulations.

Additional Information

GAO Approval Not Required

7.7 Research Review Committee and Subcommittee Protocol Files
Committee and subcommittee files related to the review and oversight of research
protocols submitted by VA investigators for research conducted at the field facility.
The committees and subcommittees include, but are not limited to, the Research
& Development (R&D) Committee, the Institutional Review Board (IRB), the
Institutional Animal Care and Use Committee (IACUC), the Subcommittee on
Research Safety, and the Institutional Biosafety Committee. Records include,
but are not limited to, the application to the VA Central IRB; research protocol
and amendments; case report forms; reports of adverse events, complaints
and deviations from the approved protocol; data and safety monitoring reports;
research findings to date; and all relevant documents and related correspondence
between the committee and the investigators in the review of an associated
protocol.

7.7.1 Protocols Approved by the Committee or Subcommittee

Disposition Authority Number DAA-0015-2015-0004-0033

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title
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New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after the research
project has been completed or terminated.

Retention Period Destroy 6 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.7.2 Protocols Disapproved by the Committee or Subcommittee or Withdrawn by the
Investigator

Disposition Authority Number DAA-0015-2015-0004-0034

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after the research
project has been disapproved or withdrawn.

Retention Period Destroy 3 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.8 Research Review Committee or Subcommittee Operating Files
Files related to the ongoing operations of the review committees or subcommittees.

7.8.1 Implementation Records

Disposition Authority Number DAA-0015-2015-0004-0035

Records include, but are not limited to, agreements by VA facilities to use a review
committee or subcommittee from the affiliated university or other entity; standard
operating procedures, policies and educational materials; documents assessing
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the effectiveness of the review committees or subcommittees and compliance with
all regulatory requirements; and related correspondence not related to specific
protocols received or created during the course of VA Central IRB operations.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after final action,
expiration, or when superseded.

Retention Period Destroy 3 year(s) after cutoff.

Additional Information

GAO Approval Not Required

7.8.2 Review Committee or Subcommittee Records

Disposition Authority Number DAA-0015-2015-0004-0036

Records include, but are not limited to, membership rosters, appointment letters,
curricula vitae, training records, meeting minutes and related documentation.

Final Disposition Temporary

Item Status Active

Is this item media neutral? Yes

Do any of the records covered
by this item currently exist in
electronic format(s) other than e-
mail and word processing?

No

Manual Citation Manual Title

New RCS 10-1

Disposition Instruction

Cutoff Instruction Cut off at the end of the fiscal year after final action,
expiration, or when superseded.
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Retention Period Destroy 6 year(s) after cutoff.

Additional Information

GAO Approval Not Required




