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I. INTRODUCTION
The Standard Operating Procedure (SOP) for the VA Western New York Healthcare System (VAWNYHS) Research & Development (R&D) Committee establishes the responsibilities and operations of the R&D Committee, which functions at the facility level.  This SOP serves as a reference for R&D Committee members, members of its subcommittees, investigators and Research Office administrative staff.  This SOP details the policies and procedures specifying the functions of the R&D Committee and the regulations and policies governing the R&D Committee oversight of the research program at VAWNYHS, the functions of its subcommittees, and in some instances, review of research proposals.
The VAWNYHS maintains a Memorandum of Understanding (MOU) with the Research Foundation of State University of New York (UB-SUNY) for collaborative research.  Separate MOU’s are maintained for human subject research, animal research and use of UB-SUNY’s Institutional Biosafety Committee.
This SOP will be reviewed and modified as needed to reflect updated and applicable VA and/or Federal regulations, policies and institutional procedures.  

II. BACKGROUND AND SCOPE
a. An R&D Committee is required at all VA facilities who conduct research.  The R&D Committee is the governing body for all research conducted at VAWNYHS.  The R&D Committee is responsible for the overall development of research and maintaining high standards throughout the research program.  The R&D Committee reviews subcommittee actions on all research projects through approval of subcommittee minutes containing initial review and continuing reviews.  The R&D Committee approvals are communicated to research principal investigators from the Associate Chief of Staff (ACOS) for R&D.
1. Research must not be undertaken without the review and approval of the R&D Committee and its appropriate subcommittees.  The ACOS for R&D notifies the investigator in writing when a research project can be initiated.
b. The R&D Committee is responsible, through the Chief of Staff (COS), to the Medical Center Director (MCD) for:
1. Advising and assisting the MCD in providing oversight, planning, and execution of the local research program; and
2. Assisting the MCD in maintaining high standards throughout the R&D Program.  Those standards include ensuring the:
a) Scientific and ethical quality of VA research protocols;
b) Protection of human subjects in research;
c) Safety of personnel engaged in research;
d) Welfare of laboratory animals;
e) Security of VA data; and 
f) Security of VHA research laboratories.
c. The R&D Committee focuses on oversight of the local research program rather than individual protocols.  This is accomplished by the assigning of scientific review and some administrative responsibilities, including compliance issues, to more appropriate subcommittees and individuals.  This allows the R&D Committee to prioritize their deliberations around broad areas of research program development, risk management, and quality performance activities.
d. The MCD is the Institutional Official (IO) responsible for all aspects of the research program at VAWNYHS.  The R&D Committee advises the MCD on both professional and administrative aspects of the R&D program.  The MCD delegates authority to administer the R&D program to the ACOS for R&D, who reports to the COS.
e. The R&D Committee is assisted in its assessment and maintenance of data security and privacy of VA research participants by the VAWNYHS Privacy Officer (PO), the Information Security Officer (ISO), and the Research Compliance Officer (RCO).  All members of the research team will be required to follow Network 2 Information Security Incident Reporting Policy N2 10N2-147, and VHA Handbook 1058.01 in the reporting and handling of information security incidents and the educational requirements mandated by the Office of Research and Development (ORD) and local VA policy.
f. The R&D Committee is assisted in legal issues by the VA Regional Counsel as necessary.  

III. DEFINITIONS

Please see Appendix A of the Institutional Review Board (IRB) SOP.
IV. RESPONSIBILITIES

a. Medical Center Director
The Medical Center Director (MCD), acting in the capacity as Institutional Official (IO) is responsible for meeting the requirements outlined in VHA Handbook 1200.01.  These responsibilities include:

1. Serving as the IO responsible for all aspects of the research program.
2. Ensuring that research in which the facility is engaged is approved by the appropriate R&D subcommittees.
3. Ensuring adequate resources and administrative support, including personnel, space, equipment, and training, for the R&D Committee and its subcommittees to fulfill their responsibilities.
4. Ensuring appropriate education and training for members of the R&D Committee, the research administration staff, and other staff involved in research.
5. Ensuring that all investigators and research staff meet all necessary requirements listed in local SOPs, VHA Handbooks and Directives.
6. Appointing the members of the R&D Committee and its subcommittees.
7. Ensuring that any subcommittee chair, co-chair, or member(s) have direct access to the MCD for appeal if they experience undue influence or if they have concerns about the particular subcommittee.  

8. Ensuring appropriate auditing of local research studies to assess compliance with all local, VA and other federal requirements, including but not limited to, VA Office of Research Oversight requirements.  This is accomplished by:

a. Appointment of a Research Compliance Officer (RCO) whose primary responsibility is auditing and reviewing research projects relative to compliance with all local, VA and other federal requirements.

b. The RCO conducts annual informed consent document audits.

c. The RCO conducts triennial regulatory audits on all research protocols.

d. The RCO reports directly to the MCD.

9. Reviewing an annual executive summary including performance assessments of R&D and all subcommittees.  
10. Serving as an ex-officio, non-voting member of the R&D Committee.
11. Fulfilling all educational requirements.    

b. Chief of Staff

The Chief of Staff (COS) is responsible for oversight of the R&D program along with the MCD.  He/she advises the MCD and R&D Committee on issues with clinical impact on the program and the medical center.  He/she serves as an ex-officio, non-voting member of the R&D Committee.  The COS reviews and approves the minutes of the R&D Committee which also include the minutes of all subcommittees.
c. Associate Chief of Staff for R&D (ACOS)

The ACOS for R&D is responsible for:

1. The management of the R&D program, including the operations of the R&D Committee and its subcommittees.

2. Providing written notification to the PI when a research project can be initiated.  This notification occurs only after the research project has been approved by all relevant committees, subcommittees, or other entities.  The IRB, IACUC and SRS must notify the R&D Committee of project approvals via a written communication signed by a voting member of the particular subcommittee.  The R&D Committee must notify the ACOS for R&D of project approval(s) via a written communication signed by a voting R&D Committee member.  The ACOS for R&D will then notify the PI that the study may be initiated.

3. Notifying the PI of approval after continuing review by the subcommittees or the R&D Committee.

4. Functioning as the Executive Secretary of the R&D Committee.  

5. Conducting an annual quality assurance review of publications, assessing the acknowledgment of VA support and affiliation.

6. Conducting regular quality assurance reviews ensuring that information pertaining to all requests for WOC appointments for research have been appropriately justified and the appointments are in compliance with all applicable research, human resources management, and other VA policies.
7. Conducting an annual quality assurance review of research employees to ensure the employees are working within their scope of practice and their privileges allowed by the facility by-laws and granted to them by the facility.  This annual quality assurance review also includes initial verification of credentialing and privileging through human resources and C&P.

8. Conducting an annual quality assurance review of Cooperative Research and Development Agreements (CRADAs) and other agreements in support of the research program or specific research projects and an assessment of the impact of these agreements on the research program when applicable.
9. Ensuring that all minutes of the R&D Committee and its subcommittees are sent to the MCD and COS for review and appropriate action.  The MCD and COS may receive such minutes in the meeting materials provided to all voting and ex-officio members for the R&D Committee meeting.

10. Reviewing all protocols and discussing individual research projects as background and experience allows for scientific contributions and advisory capacity.

11. Recommending appointment of members to the R&D Committee and its subcommittees.  

12. Ensuring that accurate, up-to-date records regarding mandatory training and certification of committee members, investigators, and research staff are maintained in the Research Office.  

13. Submission of documentation necessary to obtain and/or maintain a properly executed institutional assurance in accordance with OHRP or OLAW procedures and VA regulations.
14. Serving as an ex-officio, non-voting member of the R&D Committee and its subcommittees.
15. Updating the R&D Committee on any current issues facing the medical research service.
16. Evaluating and making recommendations regarding the space allotment and resources of the research facility.
17. Serving as the Research Integrity Officer (RIO) as appointed by the MCD.
d. Administrative Officer for R&D (AO)

1. The AO for R&D provides staff support to the R&D Committee and its subcommittees by assuring that meetings are held as scheduled, minutes are recorded accurately and promptly, correspondence relating to committee actions is processed, required records and reports are maintained, and actions mandated by the committees are executed.  

2. The AO for R&D will provide support to the ACOS for R&D for QA and Performance Management/Quality Improvement reports to the R&D committee.    

3. The AO for R&D serves as an ex-officio non-voting member of the R&D committee and its subcommittees.
e. Principal Investigator (PI)
Principal investigators are responsible for:
1. Holding specific credentials and privileges awarded by the VA facility and VHA (where applicable) to conduct research in VA.  Investigators must be qualified through education and experience.  If an investigator is the sponsor on a protocol holding an IND, the R&D Committee must certify that the investigator is capable to be the sponsor.  The investigator is responsible for confirming with the applicable service chief that they have been awarded the appropriate credentials and privileges to conduct research at VA prior to initiating any research.
2. Confirming that all research personnel working with the PI have the appropriate verification of credentials and privileges, and an approved scope of practice / functional statement to conduct research at VAWNYHS prior to initiating any research activities.
a. Reviewing the scope of practice for all research personnel working under the PI annually to ensure that the scope of practice / functional statement does not require amending.
3. Complying with all applicable VHA personnel and other VHA policies, whether the investigator is compensated, WOC, or IPA. 
4. Obtaining the written notification from the ACOS for R&D that the R&D Committee and its appropriate subcommittees approved the protocol prior to initiating research.  

5. Developing a research plan that is scientifically valid; minimizes risk to human subjects, animals used in research, and personnel; and contains a sufficient description of the research including all procedures and the plan for statistical analysis, to allow the R&D Committee to fully review the research protocol. 
a. Information on budgetary issues and/or needs, source of funding, space, and required personnel needs must also be submitted for review.
6. Developing and implementing plans for data use, storage, and security that are consistent with VA, VHA Directive 6500, and other Federal statues, regulations, and policies.
7. Preparing and submitting information, at least annually or as required, on each research protocol to the appropriate subcommittees, including the use of resources, and any problems, adverse events, or need for further resources.  This information may be in the form of the Institutional Review Board (IRB) continuing review of applications for human studies, the Institutional Animal Care and Use Committee (IACUC) continuing review of applications for animal studies, or as otherwise specified by the R&D Committee.
8. Ensuring that all research proposals submitted for funding from any source support the mission of VHA and enhances the quality of health care delivery to veterans.
Note:  Additional investigator responsibilities can be found in the SOPs for the IRB and IACUC.
f. Research and Development Committee (R&D)
The R&D Committee assists the MCD in fulfilling responsibilities for the facility’s research program. The R&D Committee is responsible for the oversight of the research program and for maintaining high standards throughout the R&D program.

The R&D Committee accomplishes its responsibilities through the following activities or procedures:
1. Planning and developing broad objectives for the R&D program so that it supports VA’s mission.

2. Determining the extent to which the R&D program has met its objectives.
3. Overseeing all research activities for VAWNYHS.

4. Reviewing all written agreements that establish:

a. A committee from another VA or non-VA entity in lieu of a required committee or subcommittee of the R&D Committee; and

b. The R&D Committee or one of its subcommittees, as a committee or subcommittee of another VA facility.

5. Annually reviewing and evaluating all subcommittees.  A summary of these reviews and evaluations must be sent to the MCD annually.  The review and evaluation of these subcommittees must be an ongoing function of the R&D Committee, and must be accomplished in part by reviewing the minutes of each subcommittee, by close communication with the subcommittees, and through the quality assurance and compliance activities in coordination with the RCO.  Subcommittees to be reviewed include:

a. The IRB, including the HRPP (including resources identified through training status reports, budget, space, support staff/FTEE, education activities, IRB review statistics, conflict of interest, Regional Counsel, and community outreach activities), quality improvement activities, IRB membership, compliance issues, and yearly goals.

i. Quality improvement (QI) will focus on achieving and maintaining compliance with all federal regulations, VHA Handbooks and Directives, and Office of Research Oversight requirements;

ii. QI will be assessed by reviewing the audit results conducted by the RCO;

iii. QI results will be tracked and measured by comparing to prior year HRPP reports to the R&D Committee;

iv. RCO audit results are reported to the R&D Committee, with findings and tracked trends noted for discussion and/or recommendation(s) for correction.

b. IACUC, including inspection reports, membership, arrangements, budgets, space, support staff, training status report, quality improvement and education activities, compliance issues, and yearly goals.  This process will be facilitated by review of the Laboratory Animal Care and Use Program Review and Facilities Inspection Semiannual Reports.

c. SRS including membership, training status reports, support staff, quality improvement and education activities, compliance issues, and yearly goals.

d. University Biosafety Committee, the R&D Committee will request an annual summary report of all VA studies reviewed by the University Biosafety Committee.

e. VA Central IRB, the R&D Committee will review the annual VA Central IRB report.
6. Reviewing and declaring approval/disapproval recommendations from its subcommittees.  This review includes the subcommittee meeting minutes and other subcommittee actions.  The minutes and actions of the subcommittees are unofficial until the R&D has approved them.  The R&D members review the minutes and voice any objections to the documented minutes prior to approving the subcommittee meeting minutes.  The R&D Committee will not approve any proposal that has been disapproved by any subcommittee.  The R&D Committee along with the MCD and the Office of Research and Development has the authority to disapprove a research activity approved by an R&D subcommittee.

7. Advising the MCD on the recommendation to the Chief Research and Development Officer (CRADO) of candidates for the position of ACOS for R&D.  Should the need arise; the R&D Committee will form a search committee to find a replacement for the position of ACOS for R&D.  The R&D Committee will first approve a candidate for the position of ACOS for R&D, followed by the MCD, and the final approval given by the CRADO.
8. Reviewing from the subcommittee chairs, co-chairs, or members any allegations of undue influence.  It is expected that all subcommittees will function independently and should not experience any undue pressure from the R&D administration, investigators, other study personnel, or any other internal/external sources.  Allegations will be submitted as a written report of contact and submitted to the R&D Committee.  The R&D Committee will document and forward all such reports to the RIO to initiate an investigation.  The findings of the investigation will be reported to the R&D Committee.  

a. If the individual reporting the allegations does not believe the concerns were addressed, then the individual may report any undue influence directly to the MCD, the appropriate oversight body (OHRP, OLAW), or the Office of Research Oversight for resolution.
9. Reviewing the budgetary and other resource needs of the R&D program, at least annually, and making appropriate recommendations regarding these needs.  This review will include: personnel, materials and supplies, space, capital equipment, training and education.

10. Reviewing all written agreements that relate to collaborative research with non-VA entities.
11. In fulfilling its responsibility of ensuring effective oversight of the research program and making appropriate recommendations to the MCD, the committee relies on multiple sources including activities of the R&D Committee, the community outreach activities, quality assurance activities, reports to the committee by the ACOS for R&D, AO for R&D, or other research staff members, subcommittee reports, facility reports or activities, and other appropriate sources.
12. Specific issues on which information needs to be reviewed by the R&D Committee include, but are not limited to:
a. Annual reports from the ACOS for R&D on publications, WOC appointments and VA research employees including credentials and scope of practice, CRADA’s and the Resource Plan.
b. A Subcommittee Annual Review of the Research Safety and Security Program including presentations from facility Safety and Security Officers planned training, compliance and security issues.
c. A Subcommittee Annual Review of the Animal Care and Use Program, including inspection reports, IACUC composition, IACUC arrangements, budgets, space, support staff, training, quality improvement activities, compliance issues, are reviewed at least annually.
d. A Subcommittee Annual Review of the Human Research Protection Program, including IRB composition including evaluation of the chair and members, credentialing and training status report, budget, space, support staff, quality improvement activities, compliance issues, are reviewed annually.
e. Annual Subcommittee Performance Assessments of IACUC, IRB, SRS and IBC and any other applicable committees.
13. The R&D Committee will participate in community outreach and evaluate its effectiveness at the annual review.  The outreach will be provided by the following events and procedures:  providing appropriate contact information on the VA VISN website for the ACOS for R&D; participating in the research week activities that will extend to Veterans and their families; providing informational brochures and guidance to all potential research participants as outlined in VHA Handbook 1200.05; and posting information throughout the hospital as applicable regarding research activities and accomplishments.

14. Participate in the annual review of the VHA Central Office HRPP, including an evaluation of VA Central IRB composition and operations, in accordance with VA Central IRB SOPs and as required by VHA Handbook 1200.1.
15. Fulfilling such other functions as may be specified by the MCD.

The R&D Committee is assisted by the ACOS for R&D and the AO for R&D in carrying out its duties.

g. Research and Development Committee (R&D) Chair
The R&D Chair is responsible for:
1. Providing leadership for the committee and ensuring that it meets all areas of designated responsibility.

2. Conducting the monthly-convened meetings of the committee after verifying a quorum has been established.
3. Reviewing, editing, and adding to the meeting agenda prepared by the R&D office staff to verify it is complete and contains all items necessary to conduct the business meeting of the committee.

4. Reviewing the formal minutes of the meeting and signing to verify that they accurately reflect the business conducted at the meeting.

5. Signing VA form 10-9012 for approved studies involving investigational drugs.

6. Serving as the contact and resource for the chairs of the subcommittees.
V. R&D COMMITTEE MEMBERSHIP
a. The membership of the R&D Committee, supplemented as needed by advisors or consultants, reflects a broad and balance representation of all divisions within VAWNYHS.  VAWNYHS strives to maintain balance and expertise on the R&D Committee by appointing members with appropriate scientific background for the review of all research performed at VAWNYHS.
1. Nominations for membership may be from current R&D Committee members, subcommittee members, and the facility’s staff.
2. Members are appointed to the R&D Committee in writing by the MCD.
3. Voting members are appointed by the MCD in writing and serve terms not to exceed 3 years.  Members may be reappointed without any lapse in time if it is deemed in the committee’s best interest.  The terms of members are staggered to provide partial change in membership annually.  If members leave before the end of their terms, the MCD may appoint new members to fulfill the unexpired term.
4. The RCO will serve as a consultant in a non-voting status.  The R&D Committee and all relevant subcommittees maintain a standing invitation for the RCO to attend all agenda items and discussions.
b. Voting Membership.  The R&D Committee consists of at least five (5) voting members, including whenever possible one member with expertise in biostatistics and research design and one member from the Center for Integrated Healthcare.  The members should have diverse backgrounds with consideration as to race, gender, ethnicity, and expertise.  Voting members of the R&D Committee must meet the following criteria:

1. All voting members must be compensated full time or part-time permanent Federal government employees. 
2. At least two members from the VA facility’s staff who have major patient care or management responsibilities.
3. At least two members who are VA investigators actively engaged in major R&D programs or who can provide R&D expertise.
4. A member with expertise in animal research techniques and biomedical animal study settings.

5. At least one member who holds an academic appointment and is a permanent Federal employee, either full or part time.
6. A representative from the pharmacy or documentation of adequate communication.
A voting member may fill more than one criterion for required membership.   For example, the member may have both major patient care or management responsibilities and be actively engaged in major R&D programs.  If possible, one member from each subcommittee of the R&D Committee should serve as a member of the R&D Committee to bring forth concerns of the subcommittee, or to assist the R&D Committee in clarifying/reviewing subcommittee findings.  The current composition of the R&D Committee in terms of members by name, degrees held, and representative capacity is maintained in research office.  
c. Election of a Chairperson.  The committee members, exclusive of ex-officio members, shall elect a chair and vice-chair on an annual or biannual basis.  The chair and vice-chair must be approved and officially appointed, in writing, by the MCD for a term of 1 or 2 years.  They may be reappointed without any lapse in time.  The chair must not simultaneously chair a subcommittee of the R&D.  The vice-chair will assume the responsibilities of the chair when the chair is not available or is recused due to a conflict of interest.
d. Ex-Officio, Non-Voting Membership.  Ex-Officio (non-voting) members include:
1. Medical Center Director
2. Chief of Staff
3. ACOS for R&D
4. AO for R&D
5. VAWNYHS Radiation Safety Officer
6. Privacy Officer and/or Information Security Officer
The ex-officio members are non-voting members.  Other ex-officio members may be appointed to the committee if their appointments assist the R&D Committee in fulfilling its responsibilities.  If the ex-officio members are not full or permanent part-time compensated VA or Federal employees, they may only provide advice to the R&D Committee, or exchange facts and information.

The ACOS for R&D functions as Executive Secretary of the committee.
e. Alternate R&D Committee Members.  Alternates for the R&D Committee members may be nominated in the same manner as regular members, approved by the R&D Committee and appointed by the MCD.  The alternate member shall serve as an alternate for a specific voting member.  The alternate member shall have a similar or related work specialty or responsibility as the member he/she represents in their absence.  The alternate member will receive all communications as other members throughout their term.  The membership roster must identify the primary member(s) for whom each alternate member may substitute.    If the alternate member and the primary member both attend an R&D Committee meeting, only the primary member may vote and only the primary member counts towards the quorum.
f. Ad Hoc Reviewers.  The R&D Committee may, at its discretion, obtain services of ad hoc reviewers when additional expertise is required.  Ad hoc reviewers cannot have a conflict of interest with the program or issue they are asked to review.  Ad hoc reviewers do not contribute to a quorum or vote with the committee.  Such consultants may be asked to submit written evaluations of the programs or, when necessary, present their recommendations to the committee in person.  
g. Training of R&D Committee Chair and Members.  It is the responsibility of the ACOS for R&D and the research service to provide members with an initial orientation to their committee activities and appropriate continuing education related to the R&D Committee.  All members receive updated versions of the R&D Committee SOP from the research office as they are issued and/or when appointed as a new member to the committee.  The chair or the ACOS for R&D may provide further guidance and training as needed.
All members of the R&D Committee must complete initial and annual educational requirements specified by VHA Office of Research and Development (ORD) and other local and Federal requirements.  Records of education compliance are maintained in the Research Office.  The committee members will be notified approximately 30 days prior to the course expiration date by the R&D Committee coordinator.  It is expected that the research office will receive the certificate of completion prior to the expiration date.  If the course expires the R&D Chair will notify the committee member of the outstanding requirement at the time of expiration.  If the course remains outstanding after 30 days the R&D Chair will notify the committee member’s supervisor for resolution.
VI. REVIEWS REQUIRED BY THE R&D COMMITTEE

a. The R&D Committee focuses on oversight of the VAWNYHS research program, rather than individual protocols.  Review of individual protocols, including scientific review, is conducted by the appropriate subcommittee(s).  The IRB, IACUC, SRS and other such entities must notify the R&D Committee of project approvals via a written communication signed by a voting member for the subcommittee.  PIs may not initiate a research project until they have been notified by the ACOS for R&D of project approvals via a written communication signed by the ACOS for R&D that the project has been approved by all relevant committees, subcommittees, or other entities.
b. For protocols not meeting criteria for assignment to any subcommittee, the R&D Committee is the review and approving committee of record for initial and continuing review, including protocol amendments.  
1. Human research protocols determined to be exempt from IRB review will be forwarded by the IRB administrator to the R&D Committee for review after the IRB chair, or designee, has approved the exemption.
2. Research determined to not be human subject research, and not under the review of the SRS will fall under the R&D Committee as the approving committee of record.
3. The R&D Committee will review exempt and science-only protocols at least once annually.  
4. If a protocol amendment/revision of a study under the R&D is reviewed and determined to no longer meet the criteria for IRB exemption, or science-only research, the appropriate R&D subcommittee will assume the annual and ongoing review of the study.
c. If a research protocol requires review by a non-research entity, such as the Radiation Safety Committee, this review may be conducted at any time, but the research may not be initiated until: the non-research entity has approved the project, and the project has been approved by all applicable R&D committee subcommittees, and the investigator has been notified in writing by the research office.
d. Just-In-Time.  Just-In-Time procedures allow research protocols to be submitted for funding consideration prior to receiving final R&D Committee approval to conduct the research.  Research protocols that are to be submitted to VA, other Federal agencies, or other entities for funding consideration must undergo a preliminary review and receive concurrence from the R&D Committee prior to submission of the protocol to VA or other Federal agencies or entities under “Just-In-Time” procedure.
1. Concurrence of the R&D Committee or subcommittee under a just in time review process does not represent approval to conduct the research.  The investigator must submit the protocol to all applicable R&D Committee subcommittees and any other relevant committees or entities, and have written approval before initiating the research.

2. During this preliminary review, the R&D Committee must assess the appropriateness of the scientific methodology, the relevance of the research to VA’s mission, the investigator qualification to conduct the research, and adequacy of the resources.
e. Review of Compliance Audits.  The R&D Committee is responsible for reviewing RCO audit findings and determining required remedial actions as necessary.  The R&D Committee will set a deadline for completion of any remedial actions determined by the committee, and is responsible for following up to ensure completion of those required actions.  Any instance of a missed deadline will be reviewed by the convened committee to determine what actions should be taken, including possible suspension or termination of research. Documentation of audit findings, remedial actions and completion of remedial actions will be maintained in the protocol file.
f. Oversight of VA Central IRB Approved Protocols.  The R&D Committee will have the oversight responsibilities for all protocols approved by the VA Central IRB.  See Appendix A: Use of VA Central IRB
g. Standing R&D committee agenda items:

1. Review and approval of R&D Committee minutes of the previous meeting
2. Review and approval of R&D subcommittee meeting minutes.  Final minutes must be sent to the R&D Committee for review and approval when they are available.  This may include review of minutes of the VA Central IRB, on an ad hoc basis, when a project to be conducted at VAWNYHS has been reviewed and approved by the VA Central IRB.  Prior to review of any subcommittee minutes, the sitting subcommittee member will discuss any issues to address or discuss.  Should any finding or recommendation of a subcommittee be questioned, the issue will be discussed and recorded in the R&D Committee minutes.
3. ACOS for R&D report.  The ACOS for R&D will update the R&D Committee on any current issues facing the research service.  Committee members are expected to provide feedback and advice.  The ACOS for R&D will also provide annual quality assurance reviews, as required.
4. AO for R&D report.  The AO for R&D will report on VA budget updates, VA grant submissions, and any information requested by the ACOS for R&D or R&D Committee members.
5. RCO Report.  The RCO will report the findings of audits completed in the previous month, as well as any educational items relevant to VA research compliance.
6. Old Business
7. New Business
h. Requests for Research Space.  The R&D Committee will review requests and reports involving research space in addition to the assignment of research space.  See Appendix B for the VAWNYHS Space Allocation procedures.
VII. MANAGEMENT OF CONFLICT OF INTEREST
The VA Research staff including VA employees, WOC’s and IPA’s, R&D Committee members and all relevant subcommittee members must comply with the Standards of Ethical Conduct for Executive Branch Employees and the Federal criminal code.  Conflict of interest (COI) forms must be completed and reviewed by the COI Administrator for committee members and for each research personnel for each proposal.  An annual submission of COI with a review by the COI Administrator will be conducted for all committee members. Severe administrative disciplinary action can result from violating ethical regulations.  R&D Committee members must recuse themselves from the review of the proposal and not be present for the deliberation or the vote on such research proposals if actual or perceived COI exists.
Institutional conflict of interest might occur when research involves patents or royalties as the VA retains a portion of the earned income from patents and royalties.  This VA Facility, through the ACOS for R&D, must insure that such applications are reviewed and approved by ORD’s Technology Transfer Office before they are initiated.  After ORD notifies the ACOS for R&D of approval of patents and royalties, the ACOS for R&D will notify the IRB and R&D Committee through the committee coordinator(s) of a VA protocol with a potential institutional financial interest.  Referral to the Office of Regional Council will also occur, who will evaluate whether an institutional financial conflict of interest exists and consult with the appropriate committee or subcommittee for management strategies.  The IRB has the final authority to grant IRB-approval of the research associated with the patent and royalties through its review of initial, continuing or modifications to the related research.

For additional information regarding conflict of interest, please refer to Center Memorandums 151-5 and 151-6.
VIII. SUBCOMMITTEES OF THE R&D COMMITTEE
The VAWNYHS R&D Committee will use the following subcommittees for the effective management and oversight of the R&D program:  IRB, IACUC, Subcommittee on Research Safety, Research Laboratory Safety Subcommittee, and the Proposal Review Committee.  The VAWNYHS may establish any subcommittee(s) deemed necessary for the efficient and effective management and oversight of the R&D program.
Subcommittee members may be compensated Federal employees, WOC, or IPAs.  
Findings and recommendations of the subcommittees are recorded and reported to the R&D Committee.
a. Institutional Review Board (IRB)
The IRB is a subcommittee of the R&D Committee to oversee facility conduct of research involving human subjects as described in VHA Handbook 1200.05, relevant DHHS and FDA regulations, and local policy.  The IRB maintains written standard operating procedures.  The membership and operation of the IRB will conform to the requirements of the Federal Policy for the Protection of Human Subjects known as “The Common Rule” (38 CFR 16), and the requirements of VHA Handbook 1200.05.
b. Institutional Animal Care and Use Committee (IACUC)
The IACUC is a subcommittee of the R&D Committee to oversee facility conduct of research involving live vertebrate animals as described in VHA Handbook 1200.07. The IACUC maintains written standard operating procedures. The VAWNYHS Veterinary Medical Unit (VMU) maintains accreditation through the Association for the Assessment and Accreditation for Laboratory Animal Care International (AAALAC, International).  Refer to AAALAC Program Description VA-014 for a detailed description of IACUC and VMU procedures and the Office of Laboratory Animal Welfare (OLAW) Animal Welfare Assurance # A3087-01 for specific IACUC functions.  VHA Handbook 1200.07 and the Guide for the Care and Use of Laboratory Animals are additional resources.

c. Subcommittee on Research Safety
The SRS is a subcommittee of the R&D Committee that reviews all research proposals for any safety concerns, with emphasis on protocols involving potentially toxic and/or hazardous chemicals, recombinant DNA or other potential biohazards according to VHA Handbooks 1200.08 and 1200.06.  The SRS assesses the impact of each agent on the safety of research participants and personnel working in research laboratories. 

All studies utilizing radioactive materials will require approval from the VAWNYHS Radiation Safety Committee. For studies on organisms above Biosafety Level 2, on recombinant DNA and on transgenic animals or animals whose genome has been altered by the stable introduction of recombinant DNA, approval will be required from University at Buffalo, State University of New York Biosafety Committee.  VAWNYHS maintains an MOU with the University at Buffalo for the use of their Institutional Biosafety Committee.  VAWNYHS has registered the University Biosafety Committee with the NIH Office of Biotechnology Affairs as the Institutional Biosafety Committee of record.
d. Research Laboratory Safety Subcommittee
The Research Laboratory Safety Subcommittee reviews research laboratory operations to establish that accepted safety standards are being met, and to direct corrective action if necessary.  Membership includes representatives from all major laboratories.  Ex-officio members include the ACOS for R&D and the AO for R&D with no vote and may include a representative of each of the Medical Center’s recognized unions.  Union representatives nominated by each Union President will be concurred by the R&D Committee, and appointed by the MCD.  Investigators must certify that their employees are aware of correct procedures regarding equipment and reagent handling, usage, storage and disposal.  The subcommittees follow the policies outlined in VHA Handbook 1200.08.
e. Proposal Review Committee
The R&D Committee has assigned the scientific review of all studies to the Proposal Review Committee.  Members of the Proposal Review Committee are appointed by the MCD. The ACOS for R&D will serve as the committee chairperson.  Members must have scientific training, and be knowledgeable about research methodology and the review of research projects.  The Proposal Review Committee’s major responsibility is the scientific review of new research projects.  When requested by the R&D Committee, the members of the Proposal Review Committee will assist in the review of other scientific programs.  The Proposal Review Committee maintains its own standard operating procedures.
f. Subcommittee Responsibilities
1. Each subcommittee must maintain adequate records, which are to be maintained as outlined in VHA Records Control Schedule (RCS) 10-1 and VHA Directive 6300.  These records must include the following:
a. Copies of all research proposals and their amendments reviewed by the R&D subcommittees and any accompanying materials
b. All continuing review or final reports
c. Minutes of any meetings
d. Copies of all written correspondence
e. A membership roster of all voting, non-voting, and ex-officio members including their appointed roles
f. Written records documenting actions taken to carry out the subcommittee’s responsibilities
g. Standard operating procedures (SOPs); and
h. All communications to and from investigators, other committees, subcommittees, and other entities or individuals.
Such records will be maintained by the Research Office staff in locked cabinets and locked storage rooms.

2. Each subcommittee must make available to the R&D Committee a complete, unredacted set of minutes (draft or final) prior to the R&D Committee meeting.  If the approved minutes differ substantially from the draft minutes, the subcommittee must ensure the R&D Committee considers whether the difference would alter any R&D Committee decisions that were based on the draft minutes.
3. Each subcommittee must provide the R&D Committee a Subcommittee Annual Review.  This will summarize number of protocols reviewed, SOP status, evaluation of committee membership and training applicable to the committee.  This summary will be evaluated at a convened R&D Committee meeting and incorporated into the Annual Executive Summary submitted to, and reviewed by the MCD.
IX. R&D COMMITTEE OPERATIONS
a. R&D Committee Meetings.  
1. Regularly scheduled meetings of the R&D Committee are the second Wednesday of the month, except one month during the year, if it appears that quorum cannot be obtained.
2. An unscheduled meeting may be called by the R&D Chair or designee to respond to emergent issues. Committee members will be notified by phone or electronically.  There must be a quorum present.   The minutes will be recorded and signed like regularly scheduled meetings.
3. If a member cannot be physically present at the meeting, he/she may be present by or audio (telephone) or audio-visual teleconference.  Voting members present via teleconference shall be noted as such in the meeting minutes, which shall also indicate that members attending by telephone received all pertinent information prior to the meeting and were able to actively and equally participate in all discussions.
4. A quorum, i.e., a majority of voting members, must be present to conduct business and must be present for each vote.  A recused voting member is a member who has identified some potential conflict of interest for a particular study, and must leave the room during deliberation and vote.  Their absence from the meeting means they do not count towards quorum for that particular vote.  An abstained voting member is a member who chose not to vote but who counts towards quorum.
a. “Not present” means that an R&D member must leave the room or, if participating in the meeting by conference call or videoconference, must have terminated the connection.

5. The R&D Committee cannot alter an adverse report or recommendation by the IRB or the IACUC for any proposal that has been reviewed and disapproved by that subcommittee.  If the R&D Committee disagrees with a decision of a subcommittee, the chairs of the R&D Committee and that subcommittee will confer and report back to their respective committees.
b. Administrative Support and Resources.
1. Administrative support and resources for the operations of the R&D Committee and its subcommittees (IRB, IACUC and SRS) are provided by the MCD (IO) through the ACOS for R&D and the Research Administration offices.
2. A program support assistant shall be assigned by the Research Administration to serve as the coordinator and recorder for the committee, with other support staff assigned to assist as necessary.
3. Resources may include but are not limited to:

a. Conference room areas for meetings
b. All necessary office equipment (computers, printers, photocopiers, etc.) for preparation of meeting agendas
c. Research protocol files 
d. Maintenance of all other essential documents for the R&D committee activities.
4. Standard operating procedures or other written procedures must be maintained for all recurring processes. 

5. Review of R&D subcommittee operations must be conducted as an ongoing function of the R&D Committee.  The review must be conducted at least annually and must be accomplished in part by:
a. Reviewing the minutes of each subcommittee that reviews VA research protocols 
b. Close communication with the subcommittees
c. Quality assurance and quality improvement activities.
X. R&D COMMITTEE RECORDS
a. R&D Committee Records.  The adequate documentation of all of the activities of the R&D Committee must be maintained (in accordance with the record control schedule), including, but not limited to, the following:

1. Minutes of the R&D Committee and R&D subcommittees
2. Copies of all written correspondence
3. Written stand operating procedures
4. Membership rosters
5. Exempt and science only research project application files including, but not limited to, copies of all research proposals, amendments reviewed, accompanying materials, continuing reviews, and final reports.
Research records may be electronic or paper.  When original signatures are required on documents, either a paper copy of the signature sheet must be maintained or an electronic signature may be used.  If an electronic signature is used, it must meet all of the requirements of VA, the Office of Human Research Protection, the Food and Drug Administration (FDA), and any other Federal requirements.
b. Written Standard Operating Procedures.  R&D Committee members are provided with the R&D Committee SOP (either paper or electronic copy) at the time they join the R&D, and each time the SOP is updated.  The ACOS for R&D, AO for R&D, R&D coordinator, and others, as needed, work together to write and maintain the SOP.  The SOP is reviewed and modified as needed to ensure compliance with federal and institutional regulations and policies.
c. R&D Committee Membership Roster.  The R&D service maintains the current R&D Committee membership roster.  The R&D coordinator is responsible for maintaining an updated R&D Committee roster.  The roster includes name, degrees held, and representative capacity of each member, including alternate members.  The R&D Committee membership roster is located in the research office.
d. R&D Committee Correspondence.  Accurate records are maintained of all communications to and from the R&D Committee.  The R&D Chair will sign the R&D Committee correspondence as appropriate.  This may include an electronic signature.  R&D Committee correspondence includes written correspondence addressed to the MCD on behalf of the R&D Committee, the COS, PIs and committees or subcommittees.
1. If necessary, based on the nature of a study, copies of correspondence are filed in the appropriate research project file kept in the research office.  
2. PIs shall be notified in writing by the ACOS for R&D of the determination of the R&D Committee, and any changes that they are required by the R&D Committee.  A signed hard copy of the correspondence will be mailed or scanned and e-mailed to the PI for their files.  
3. Responses to the R&D Committee should come from the PI or a designated study coordinator, and may be communicated electronically or by hard copy.
e. Research Project Application Files.  Each research project has a separate file.  Protocols are assigned a unique number from the Managing your IRB (MIRB) computer program.  R&D Committee records which are specific to a project are kept in the file for that project.  
f. Research Tracking System.  The Research Administration maintains computer databases on all research protocols and investigators.
1. Project Management & Information System (PROMISE).  This database is linked to VA National Headquarters R&D Computer Center responsible for maintaining the VA Research and Development Information System (RDIS).
2. Managing your IRB (MIRB).  This electronic database system tracks all events related to the research, such as initial review, continuation review, adverse events, as well as the documents submitted that are related to the events.
g. Access to Records.  All research records are kept confidential in the Research Office.  Normal access is limited to the ACOS for R&D, the AO for R&D, the RCO, research administrative staff, chairs of the R&D Committee or its subcommittees, authorized VA representatives, officials of federal or state regulatory agencies and appropriate accreditation organizations.  All other access to R&D records is tracked in a log and is limited to those who have legitimate need, as determined by the R&D Committee, ACOS for R&D, MCD, or VA National Headquarters.
Records that pertain to clinical investigations regulated by the Food & Drug Administration (FDA) will be accessible for inspection and copying by authorized representatives of the FDA at reasonable times and in a reasonable manner
h. Record Retention.  Research records are retained in accordance with the record control schedule.  In cases where the sponsor or the Food and Drug Administration (FDA) require longer retention, the records will be retained for the longest of the required timelines.  The R&D service maintains all records collected over the course of a study.  The R&D service also maintains documentation of all activities of the R&D Committee, including but not limited to, minutes of the R&D Committee and its subcommittees, copies of written correspondence, and membership lists for the R&D Committee and all subcommittees, according the VHA record control policies.  

PI may arrange with the research office to turn over responsibility for continued storage of terminated protocols to the research office.
Research office records and investigator records are the property and the responsibility of VAWNYHS.

i. Agenda.  An agenda is developed prior to each meeting of the R&D Committee by the Research Office staff and is distributed to members five (5) business days prior to the meeting date.  The agenda may include, but is not limited to the following:
1. Time, date and location of the meeting.

2. Declaration of conflicts of interest.

3. Draft minutes of the previous R&D Committee meeting.
4. Draft or approved minutes of the previous subcommittees' meetings.

5. Old Business: any issues unresolved from a previous meeting.
6. Education items.

7. Reports and Announcements.  Reports to the committee shall be made by the chair, ACOS for R&D, AO for R&D and/or any other responsible individual on manners of concern to the research program that need to be called to the committee’s attention.  These will include local and central office R&D policy updates.
8. New Business: any issues that have arisen since the last meeting that requires a vote.
9. Initial reviews of research protocols and grant proposals.

10. Continuing review of research protocols not assigned to a subcommittee.

11. Amendments to research protocol not assigned to a subcommittee.

12. Problems (Protocol Deviations, or Unanticipated Events and Adverse Events).

13. Study Closures.

14. Actions taken since previous meeting.
j. Minutes.  The R&D Committee reviews and approves the minutes of R&D Committee and its subcommittees. R&D Committee minutes are recorded and completed by the Research Office staff.  Proceedings must be written and available for review within 3 weeks of the meeting date.   Copies of the draft minutes are distributed to members of the R&D Committee in the agenda packet for the next meeting, and made available upon request to any investigator.  Draft minutes will be reviewed and revised at the fully convened monthly meeting.   Clarification of major changes will be reflected in the minutes of the meeting at which it was discussed.  The revised copy will be signed by the chair, the ACOS for R&D, the COS and the MCD to be kept on file as the official minutes of the meeting.  Copies of all minutes shall be maintained by the Research Office and made available to VA Headquarters upon request.  No local official may exert pressure on any research committee member to change wording in the minutes to language more favorable to the institution or to alter the minutes of the research committee meeting once they have been signed by the R&D Chair.  
Minutes shall include:
1. The time, date, and location of the convened R&D Committee meeting.

2. Names of members present, including the chairperson. 
3. Names of excused/absent members.
4. Names of alternate members attending in lieu of specified (named) excused/absent members.
5. Declaration of conflicts of interest.

6. Action taken on minutes of prior committee/subcommittee meetings.
7. Items of business or information brought before the R&D Committee.
8. Summary of issues discussed and their resolutions.

9. Motions presented to the R&D Committee, recorded to include the action taken by the R&D Committee.
10. All items discussed, any modifications required, all actions taken by the convened R&D Committee and the votes underlying those actions.  Votes on these actions will be categorized as “for, against, abstained, recused, or excused.”   A quorum for each vote must be maintained and documented.
a. Actions taken include:

i. Approved with no changes (or no additional changes). The research may proceed.
ii. Tabled pending substantive changes.   The R&D Committee has determined that it lacks sufficient information about the research to proceed with its review or that the changes required are so numerous as to require re-review by the full committee.   The research may not proceed until the convened R&D Committee has approved a revised protocol incorporating all necessary information.

iii. Disapproved.  The R&D Committee has determined that in the form submitted, the research proposed cannot be conducted at the VAWNYHS.   The basis for disapproval must be included in the minutes.

b. The R&D Committee does not have the ability to approve items outside of convened committee meetings.

11. Any required follow-up and which committee, subcommittee, or person who is responsible for follow-up.
12. Date and time of the next meeting.
XI. NON-COMPLIANCE AND RESEARCH MISCONDUCT
All PIs, co-investigators and study team members conducting research as employees or agents in the VAWNYHS are required to comply with institutional policies regarding research.  All issues of non-compliance will be forwarded from the appropriate subcommittee and reviewed by the R&D Committee.  The R&D Committee will review all recommendations for corrective and educational actions forwarded by the subcommittee, and may require additional actions to resolve the issue of non-compliance.  The R&D Committee will ensure that all reporting requirements of VHA Handbook 1058.01 have been fulfilled.
a. Suspension or Termination of R&D Committee Approval of Research.  The R&D Committee shall notify the PI in writing of such suspensions or terminations and shall include a statement of the reason(s) for the R&D committee’s actions.  The terms and conditions of the suspension must be explicit.  The PI shall be provided with an opportunity to respond in person or in writing.
When the R&D Committee chairperson determines that such action is necessary to ensure the health or safety of animals or human subjects, or research staff, the chairperson may require an immediate, temporary suspension of work with animals, enrollment of new subjects, or continued participation of previously enrolled human subjects, pending review of the situation by the convened R&D Committee.
b. Allegations of Scientific and Ethical Misconduct.  All allegations of research misconduct must be reported to the Research Integrity Officer (RIO), who will review and investigate such allegations.  The RIO is a permanent position that is appointed by the MCD.  At VAWNYHS, the Director has appointed the ACOS for R&D to fulfill this role.  The RIO is responsible for reviewing any allegation of research misconduct, and determining whether it falls within the scope of “fabrication, falsification or plagiarism in proposing, performing or reviewing research or in reporting research results”.  The RIO will notify the R&D Chair, COS, MCD and begin the investigation.  Should the RIO find that research misconduct has occurred he/she will follow the process outlined in VHA Handbook 1058.2. 
References:
1. VHA Handbook 1200.01
2. VHA Handbook 1200.05
3. VHA Handbook 1200.07
4. VHA Handbook 1200.08
5. VHA Handbook 1058.2

6. VHA Handbook 1058.01
7. Center Memoranda 151-05
8. Center Memoranda 151-6

9. IRB SOP 

10.  IACUC SOP
11.  SRS SOP

12.  RCO SOP

13.  Proposal Review Committee SOP

APPENDIX A

USE OF VA CENTRAL IRB

1. Introduction:  The purpose of this VAWNYHS SOP is to document the process for VAWNYHS review of human subject protocols being reviewed by the VA Central IRB mechanism.  As of September 30, 2010, all new ORD-funded multisite research projects must be submitted to the VA Central IRB for review.

2. Background:  A Memorandum of Understanding (MOU) is in place between the VAWNYHS and VHA Central Office Institutional Review Board (VA Central IRB) for the initial and continuing review, as well as review of amendments, monitoring, report and other relevant requirements for select multi-site research projects involving human subjects.

Per the agreement, both institutions will adhere to 38 CFR 16 and 17, 45 CFR 46 Subpart A, and 21 CFR 30 and 56 as well as other pertinent VA and Federal requirements applicable to human subject research.

The VA Central IRB was added to the VAWNYHS Federal Wide Assurance (FWA) with the Office for Human Research Protections (OHRP) as an IRB of record for the VAWNYHS facility.

The VAWNYHS Medical Center Director has appointed a VA Central IRB Liaison who is the designated point of contact between VAWNYHS and the VA Central IRB.

3. Procedures:  The VAWNYHS investigator is asked whether he/she would be interested in participating in a VA Central IRB study. If the investigator agrees, the following procedures apply.

a. Principal Investigator submits an application package for review by the VA Central IRB via the VAWNYHS Research Office. 

Note: The VAWNYHS will not submit a local site application for a specific project to the VA Central IRB if another IRB of record for VAWNYHS has already disapproved that VA facility’s participation in the project. 

b. Once the PI application, along with any other materials is reviewed at the VA Central IRB, the local investigator is sent notification requiring that they attend to stipulations addressed during the review. This process includes making sure the local site consent form, as well as other submission documents address local site criteria. The VAWNYHS has 30 calendar days to address initial review considerations. This response will be sent to the VA Central IRB by the VAWNYHS Central IRB Liaison for further review.

c. Once the VAWNYHS investigator receives official approval from the VA Central IRB, VAWNYHS has 10 calendar days to determine whether it wishes to be a local site for the study. This determination is made by review of the IRB submission by the ACOS for R&D and an IRB representative. 

Note: The VAWNYHS IRB cannot review a project that has been disapproved by the VA Central IRB.

d. If the ACOS for R&D and/or the IRB representative have any concerns about the study, or would like changes made to any study documents, the local site liaison will notify the VAWNYHS investigator along with the VA Central IRB study specific coordinator.

e. After the ACOS for R&D and IRB representative review the submission and it is determined that the VAWNYHS will not be a local site, the VAWNYHS investigator and the VA Central IRB are notified accordingly.

f. After the ACOS for R&D and the IRB representative review the submission and it is determined that they VAWNYHS will be a local site, the study materials, along with a copy of the VA Central IRB minutes at which the study was approved, will be forwarded to the R&D Committee for review at the next regularly scheduled meeting. These materials include: the Request for Proposal, the study abstract, and the study budget. The respective IRB representative will provide the R&D Committee with the overview of the study.

g. Once the R&D Committee approves the study, the official notification of approval will be sent by the local site liaison to the VAWNYHS investigator as well as to the VA Central IRB study specific coordinator. Note: the study cannot start until the investigator has received notification from the ACOS for R&D that the project has been approved by the R&D Committee, VA Central IRB, and any other relevant committees, subcommittees, or other entities. 

h. Continuing review of the study will be administered by the VA Central IRB. However, the VAWNYHS investigator will forward the continuing review approval to the VAWNYHS R&D Committee for concurrence.

i. Local oversight to ensure compliance with all federal and VA regulations will include 100% informed consent audits annually and at minimum an investigator/regulatory audit triennially. These audits will be completed by the VAWNYHS Research Compliance Officer (RCO). Audit findings will be forwarded to both the VA Central IRB and to the R&D Committee. All reporting of serious non-compliance or continuing non-compliance will be done as specified in VHA Handbook 1058.01.

i. VA Central IRB and VAWNYHS RCO will have access to the research subjects’ clinical records and/or case files for oversight or monitoring activity.

j. It is the investigator’s responsibility to report all complaints, unanticipated problems involving risk to subjects or others related to the research, serious adverse events, suspension and/or termination of research, research impropriety, misconduct or restriction of any research team member to the VA Central IRB. (Refer to VA Central IRB SOPs #114, 118, and 126)

k. The VAWNYHS will notify the VA Central IRB immediately of potential research impropriety, misconduct, suspension, debarment, or restriction of any local research team member associated with a VA Central IRB approved project.

l. VAWNYHS will maintain documentation that all required training, credentialing and privileging is up to date for the investigator and research staff of a VA Central IRB approved project.

4. Facility Director Responsibilities:  The facility Director for a VA facility using the VA Central IRB as an IRB of record is responsible for:
a. Signing and adhering to the MOU between VHA Central Office and the local VA facility delineating the respective roles and responsibilities of each organization.
b. Delegating authority to an individual from the local VA facility to:
i. Comment and Respond to VA Central IRB Review. In this instance, it is to:
a) Provide comments or suggestions to VA Central IRB, in response to VA Central IRB’s initial review considerations; and
b) Respond to VA Central IRB’s approval of the study on behalf of the VA facility as to whether the VA facility chooses to participate or declines to participate in the study.
ii. Serve as Liaison. In this instance, it is to serve as the liaison between the facility and both LSI and VA Central IRB
5. Investigator Responsibilities:
a. Reporting problems and adverse events
b. The investigator will not independently modify any VA Central IRB approved study except where necessary to eliminate apparent immediate hazards to subjects. The investigator must notify the VA Central IRB within 5 working days if such an action is taken.

c. VA Central IRB will not review emergency use of test articles. All cases of emergency use of drugs or devices are reviewed according to VAWNYHS SOP.

d. Comply with all state, local or VAWNYHS requirements related to the protection of human subjects.

e. Report all additions and deletions of the research team to the VA Central IRB.

f. Coordinate all VAWNYHS Subcommittee approvals, e.g., radiation, safety, IACUC, etc. Copies of subcommittee approvals must be submitted to the VA Central IRB.

g. Comply with all Central IRB SOP’s as applicable. VA Central IRB SOP’s are located at http://www.research.va.gov/vacentralirb/default.cfm.
APPENDIX B

VAWNYHS RESEARCH SPACE ALLOCATION

1. Purpose.  To provide policies and guidance to the Research Administrative Office and the Research and Development Committee when reviewing requests for new or additional space and appeals for reassigned or removed space in the Research Building. In addition, to outline procedures and responsibilities regarding instances where a Principal Investigator (PI) has left the VA or otherwise has relinquished previously assigned research space. 

2. Policy.  The ACOS for R&D will use the criteria described in this Policy document when determining the allocation of space in the VA Research Building (Building 20) at the VAWNYHS.  

3. Responsibilities.
a. The ACOS for R&D has the functional responsibility for research space and resources.  All initial requests will be submitted to the ACOS for R&D.  The evaluation of the request including personal interviews and walk through of lab space shall be conducted by the ACOS for R&D prior to any determinations or notification to the R&D Committee.  In addition, the ACOS for R&D may consult with the relevant Supervisors of PIs requesting space (e.g., department Chair/Division Chief; departmental Director of Research) regarding the planned usage and programmatic needs for space prior to making a final decision regarding space allocation. The request will be discussed and voted upon at the next scheduled R&D Committee meeting. The notification of assignment or reassignment of space will be provided to the Principal Investigator in writing by the ACOS for R&D after that meeting. A decision regarding the space allocation request should be made within 60 days from submission of the request.

b. The R&D Committee may request additional information or facilitate an appeal regarding a request for allocation of research space.  During the process of an appeal, the R&D Committee becomes the approving official and will vote on the appeal at a fully convened Committee meeting.   The notification of assignment or reassignment of space after an appeal will be provided to the Principal Investigator in writing after the convened meeting by the R&D Committee Chair.  

c. The Principal Investigator has the responsibility to maintain a clean, orderly, and safe work environment.  It is the expectation that all personnel, including the Principal Investigator, working the in lab will adhere to the policies that govern research and the facility. This includes attendance at mandatory meetings and training sessions, maintaining WOC appointments and up-to-date mandatory education requirements.   The Principal Investigator is ultimately responsible for the performance of all personnel within his/her the lab.   
4. Procedures.  
a. Request for space.  Space requests must be made in writing to the ACOS for R&D for review prior to a convened R&D Committee meeting.  It is recommended that a meeting with the ACOS for R&D and the Principal Investigator be convened for a walk through of proposed lab space and discussion of usage. All space requests must include the following information:

1. Name of Principal Investigator

2. Title of all VA approved and pending protocols.  

3. Dates and amounts of funding.

4. Name of the grant sponsor (VA, NIH, DOD, etc.)

5. Name or the administering entity (VA, BIMR, UB-SUNY)

6. Name, title, appointment status and approximate assigned time for all personnel working of the project.  If working on multiple protocols include the approximate time working on each protocol. 

7. If the PI has a Without Compensation (WOC) appointment, all sources of research funding must be indicated.  

8. Amount of space, including room numbers, currently occupied in the Research building, as applicable.

All requests will be reviewed by the ACOS for R&D and placed on the agenda for the next scheduled R&D Committee meeting for final review and confirmation pursuant to section 3A & 3B.  The R&D Committee has the right to request further investigation of a proposal.  The Principal Investigator has the right to appeal a denied request.  Further guidance is outlined in Section 4C. 

After approval for allocation of space is granted, the Principal Investigator will be notified in writing of the approval by the ACOS for R&D.

b. Removal of Space.  The ACOS for R&D has discretion to reassign or rescind approval for research building space.  Such decisions may be not be made without prior review and approval of the R&D committee.  The R&D committee and Subcommittees may recommend an evaluation of space allocation at any time based on concerns over compliance, lack of funding, under utilization of research space, or lack of progress on research protocols. 
c. Appeal Process.  The Principal Investigator has a one time opportunity to appeal the disapproval or removal of research space.  To appeal a denial or removal of space, the Principal Investigator must submit a request in writing to the R&D Committee within 10 business days of notification.  Upon receiving the documents for reconsideration, they will be reviewed by the R&D Committee and will be discussed at the next scheduled fully convened R&D Committee meeting.  The R&D Committee will reconsider an appeal only if the original request or determination of removal was due to missing information that would be considered pertinent, i.e., a change in funding or actual spending, new project that is being conducted by the PI is his laboratory, pending approval for patent or funding not previously disclosed, or if there is evidence of significant deviation from the SOP for such decisions as specified in this Policy document.

5. Criteria for Allocating Space.  The ACOS for R&D will review all requests for space as outlined in Section 4.a. of this policy document. The individual requesting space must be the Principal Investigator on currently active protocols.  Space requests for Co-Investigators, Sub-Investigators, Consultants, etc. will not be considered.  Space requests should be based upon needs relevant to active (as opposed to planned or completed/closed) research protocols, as well as to programmatic needs. Note that the amount of money expended is reported yearly in the RDIS Part II report; the PI is responsible for submitting accurate and current expenditure reports annually.  

In exceptional cases, a Principal Investigator with a WOC appointment at the VA may be provided laboratory space pursuant to section 4.a. The WOC investigator will be considered only if he/she contributes to the research strength of the VA to build a core group of investigators on a particular topic, and/or with the expectation that the WOC investigator will submit application and get funded by the VA Merit Review program.
The ACOS for R&D will consider space requests based upon, but not limited to:
1. Amount of space available.

2. The research focus relative to the current VHA mission and local research expertise.

3. Type of appointment.

a.) Individuals employed directly by the VA or for which a VA contract exists.

b.) Individuals who have a VA WOC appointment, who are employed by the non-profit organization and are working on VA-approved research, conducted in the VA Research Building.

c.) Individuals who have a VA WOC appointment, who are employed by the affiliate University and are working on a VA approved research, conducted in the VA Research Building. 

d.) Individuals employed through a mentored program, such as an NIH, F, T or K award, VA Career Development, Career Research Scientist Award, or a pre- or post-doctoral fellowship.

4. Students, residents, fellows, etc., who are working on a VA-approved research project and whose salaries are not charged to a research project.
The R&D Committee will review the recommendations from the ACOS for R&D at a fully convened meeting and vote to approve, disapprove, or table the request pending further information.  The notification of assignment of space will be provided to the Principal Investigator in writing after the convened meeting of the R&D Committee by the ACOS for R&D.
6. Criteria for Removal of Space.  The ACOS for R&D may rescind or reassign research building space as required to support the current and projected needs of the research program pursuant to section 4.b.  The decisions may be based upon, but not limited to, the following criteria:

1. Recommendation from the subcommittees, the Research Compliance Officer (RCO), or the Laboratory Safety Officer.

2. Serious or continuing non-compliance on one or more protocols.

3. To ensure the rights and welfare of animal or human subjects or laboratory personnel. 

4. Lapse of PI’s funding for a period greater than 24 months. 

5. Lack of PI’s publications for a period greater than 2 years.

6. Lack of documented resources; equipment, personnel, allocated time, to maintain research activities.

7. Little or no documented results outlined on annual progress reports for a period greater than 1 review cycle.
8. Non-compliance with the requirements of maintaining Research building space, e.g., less than 80% attendance at laboratory safety meetings, frequent lapse in protocol approvals, persistent lack of supervision of lab personnel.
7. Vacating Laboratory Space
a) In anticipation of Principal Investigator departures or laboratory relocation, appropriate disposal or reassignment of all chemical and biological waste, chemicals, radioisotopes, supplies and equipment is the responsibility of the Principal Investigator.
b) In the event that the Principal Investigator has not adequately fulfilled this obligation, the ACOS for R&D may bill the Principal Investigator’s residual fund account(s) to recover the costs of reallocation or disposal of chemical or biological agents, radioisotopes, etc.
c) In the event that the Principal Investigator has insufficient residual funds, the ACOS for R&D will notify the facility Director and the COS for further action.  Alternatively, the ACOS for R&D may approach the Principal Investigator’s immediate Supervisor (e.g., department Chair/Division Chief; departmental Director of Research) to seek reimbursement for costs associated with the lab closure.
d) All keys or access cards must be returned to the Research office prior to departure of the Principal Investigator of the space being vacated.
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