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1.
INTRODUCTION

The Standard Operating Procedure for VA Western New York Healthcare System (VAWNYHS) Research & Development (R&D) Committee serves as a reference for Research & Development Committee members, members of its subcommittees, investigators and Medical Research Service administrative staff.  This Standard Operating Procedure (SOP) details the policies and procedures guiding the activities of the R&D Committee including but not limited to in reviewing research proposals and overseeing the functions of its subcommittees.

The VAWNYHS maintains A Memorandum of Understanding (MOU) with the University at Buffalo, The State University of New York (UB-SUNY) for collaborative research.  

This Standard Operating Procedure (SOP) will be reviewed and modified as needed to reflect updated and applicable VA and /or Federal regulations, policies and institutional procedures.  A copy of this SOP is provided to the R&D Chair and members at their appointment and each time it is updated.

2.
BACKGROUND AND SCOPE


A)
A R&D Committee is required at all VA facilities who conduct research.

Research must not be undertaken without the review and approval of the R&D Committee and its appropriate subcommittees.

B)
The R&D Committee is responsible, through the Chief of Staff (COS), to the Medical Center Director (MCD) for oversight of the research program and for maintaining high standards throughout the R&D Program.  Those standards include ensuring the scientific and ethical quality of VA research protocols, the protection of human subjects in research, the safety of personnel engaged in research, the welfare of laboratory animals, the security of VA data, and the security of VHA research laboratories.

(1) The R&D Committee is assisted by the Associate Chief of Staff (ACOS) for R&D and the Administrative Officer (AO) for R&D in carrying out its duties.

(2)  The R&D Committee is assisted in its assessment and maintenance of data security & privacy of VA research participants by the Medical Center’s Privacy Officer (PO), the Information Security Officer (ISO), and the Clinical Coordinator for Research. All members of the research team will be required to follow Network 2 Information Security Incident Reporting Policy N2 10N2-147-06, in the reporting and handling of information security incidents and the educational requirements mandated by Office of Research and Development (ORD) and local VA policy.

(3) The R&D Committee is assisted in legal issues by the VA Regional Counsel as necessary.

3.
DEFINITIONS



Please see Appendix C of the IRB SOP
4.
RESPONSIBILITY OF THE MEDICAL CENTER DIRECTOR:

The Medical Center Director (MCD) is responsible for the R&D program, advised and assisted by the R&D Committee.  The MCD is the Institutional Official and the legally authorized signatory official for all Institutional Assurances of Compliance with the Department of Health and Human Services (DHHS), Office of Human Research Protection (OHRP) and the VA.  The MCD fulfills all education requirements mandated by the OHRP or the VA.  The MCD is responsible for assuring that adequate resources, including funds, space, and personnel, are provided for research and its administrative functions, including those of the R&D Committee and its subcommittees.  The MCD appoints in writing the members and the chair of the R&D Committee and its subcommittees.  The MCD ensures that research in which the facility is engaged is approved by the R&D Committee.  The MCD supports and provides appropriate educational and training opportunities for members of the R&D Committee, its subcommittees, the research administration staff, and other staff involved in research. MCD serves as an ex-officio non-voting member of the R&D Committee.( II.1.D)

5.
RESPONSIBILITY OF THE 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.

6.
RESPONSIBILITY OF THE ASSOCIATE CHIEF OF STAFF (ACOS) FOR RESEARCH AND DEVELOPMENT:

The ACOS for R&D is responsible for the management of the R&D program, including the operations of the R&D Committee and its subcommittees.  The ACOS for R&D recommends appointment of members to the R&D Committee and its subcommittees.  The ACOS for R&D is responsible for 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.  The ACOS for R&D is responsible for submission of documentation necessary to obtain and/or maintain a properly executed institutional assurance in accordance with OHRP procedures and VA regulations. 

He/She also serves as ex-officio non-voting member of the R&D Committee and its subcommittees. 

The ACOS for R&D is appointed by the MCD to serve as the Research Integrity Officer (RIO). 
The ACOS for R&D will update the R&D Committee on any current issues facing the medical research service.  
7.
RESPONSIBILITY OF THE ADMINISTRATIVE OFFICER (AO) FOR RESEARCH AND DEVELOPMENT: 


The Administrative Officer 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.  The AO for R&D has been appointed by the MCD and serves as the Conflict of Interest Officer.  The AO serves as an ex-officio non-voting member of the R&D Committee.
8.
RESPONSIBILITIES OF THE INVESTIGATOR

Investigators are responsible for:

A)
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. This certification will be completed by the Clinical Research Coordinator using the guidance in the investigator manual.  

B)
Complying with all applicable personnel and other VHA policies, whether the investigator is compensated, WOC, or IPA. 

C)
Obtaining the R&D Committee and its appropriate subcommittee approvals prior to initiating research.

D)
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.  Information on as budgetary issues and/or needs, source of funding, space, and required personnel needs must also be submitted for review.

E)
Developing and implementing plans for data use, storage, and security that are consistent with VA, VHA, and other Federal statues, regulations, and policies.

F)
Preparing and submitting information annually on each  research protocol (s) 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.

Note:
Additional investigator responsibilities can be found in the standard operating procedures for the IRB and IACUC

9.
R&D COMMITTEE MEMBERSHIP

A)
The members of the R&D Committee are appointed by the MCD and must reflect the types of research being conducted at the facility.  Nominations for membership may be from current R&D Committee members, subcommittee members, and the facility’s staff.  

B)
The R&D Committee consists of at least five voting members.  All voting members must be compensated full time or part-time permanent Federal government employees. Whenever possible, one member should have expertise in biostatistics and research design.  The members should have diverse backgrounds with consideration as to race, gender, ethnicity, and expertise.  Voting members of the R&D Committee must include:

(1)
At least two members from the VA facility’s staff who have major patient care or management responsibilities.

(2)
At least two members who are VA investigators actively engaged in major R&D programs or who can provide R&D expertise.

(3)
At least one member who holds an academic appointment, and is either a full-time Federal employee or a part-time permanent Federal employee. 

C)
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.  

D)
One member will be a member of the pharmacy service since this facility conducts research involving the use of investigational drugs. 

E)
The R&D Committee will employ ad hoc members with special areas of expertise as needed to supplement the expertise on the committee.  Such ad hoc members may not contribute to a quorum or vote with the Committee.  If the ad hoc members are not permanent VA or Federal employees, they may only provide individual advice to the R&D Committee, or exchange facts and information.  (Ad hoc members must meet all the educational training requirements of voting members.) 

F)
Ex-Officio (non-voting) members include the MCD, the COS, the ACOS for R&D, the AO for R&D, Clinical Coordinator for Research, the Health Physics Officer and the Privacy Officer of the facility.  The ACOS for R&D functions as Executive Secretary of the Committee.  Other ex-officio members may be appointed to the Committee if their appointments assist the R&D Committee in fulfilling its responsibilities.  If ex-officio members are not full or permanent part-time compensated VA or Federal employees, they may only provide individual advice to the R&D Committee, or exchange facts and information.  

G)
Alternate members are formally appointed as alternate members by the MCD. Alternate members will be appointed by the same process as voting members.  They 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.  The alternate member’s qualifications must be comparable to those of the primary member to be replaced.  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.  

H)
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.

I)
Committee members, exclusive of ex-officio members, will elect a Chair and Vice-Chair annually at the December meeting.  The Chair and Vice-Chair must be approved and officially appointed, in writing, by the MCD for a term of 1 year.  They may be reappointed without any lapse in time.  The Chair must not simultaneously chair a subcommittee of the R&D Committee.  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.  

J)
All members of the R&D Committee must fulfill the 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.

K)
If possible, one member from each subcommittee of the R&D Committee should serve as a member of the R&D Committee.

(1)
If a subcommittee is not represented on the R&D Committee, the subcommittee will designate a member to serve as a non-voting liaison to the R&D Committee.

(2)
The liaison will be appointed annually at the December meeting of the subcommittee.

(3)
The Chair of the subcommittee will send a memo to the R&D Chair indicating the name and contact information of the liaison.

(4)
The liaison is to bring forth concerns of the subcommittee, or may assist the R&D Committee in clarifying/reviewing subcommittee findings.  
10.
TRAINING OF R&D COMMITTEE CHAIR AND MEMBERS


It is the responsibility of the ACOS for R&D and the Research Office staff to provide committee members with an initial orientation to their committee activities, the dates of regularly scheduled meetings, and appropriate other continuing education related to the R&D Committee function in agendas and at the bi-annual “Lunch and Learn” sessions.  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 current SOP is posted on the research website:  http://www1.va.gov/visns/visn02/research/buf/index.cfm.  The Chair or the ACOS for R&D may provide further guidance and training as needed. Any committee member, who feels he or she is being subjected to undue influence, should report this to the following: ACOS/R&D, COS and the MCD. The ACOS will investigate the allegation and report to the convened R&D committee. The R&D Committee will make recommendations to the COS for appropriate action through the ACOS. The COS will implement the action and communicate such actions to the MCD and the ACOS. The ACOS will report back to the R&D Committee the results of actions taken.
11.
MANAGEMENT OF CONFLICTS OF INTEREST 
For Conflict of Interest information,  please refer to Center Memorandum 151-5 which can be found on the research website or in the Western New York Resources folder.

12.
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 and the Research Laboratory Safety Subcommittee.  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) 

VAWNYHS Institutional Review Board is subcommittee of the R&D Committee to oversee facility conduct of research involving human subjects as described in VHA Handbook 1200.5, VISN2 and local Medical Center Memoranda 151-1, “Policy and Procedures Concerning Research Involving Human Subjects” and relevant DHHS and FDA regulations.  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).  Appointed members will serve terms not to exceed three years; however, no minimum time between terms will be required.  The Chair will be nominated by the R&D Committee and appointed by the MCD for a term of one year.  Consecutive appointments of the Chair are permitted.  Ex-Officio members may not serve as Chair.  The IRB Chair may not simultaneously Chair the R&D Committee or any other subcommittee.  A quorum will be established by the attendance of a majority of the voting members, and at least one member whose primary expertise is in nonscientific areas must be present.  Individual members may attend by video or teleconferencing if such members have access to the same materials and actively participate in the meeting.  Approvals will require a majority of the voting members in attendance.  Only members in attendance (or attending by video or teleconference) may vote.  Proxy or in absentia votes will not be permitted.  

B)
Institutional Animal Care and Use Committee (IACUC) 
The IACUC ensures that all scientists, research technicians, animal technicians, and other personnel involved in animal care, treatment, and use are qualified to perform their duties. This responsibility is fulfilled in part through the provision of training and instruction to those personnel.  The IACUC will have at least five voting members.  Ex-Officio members will be the ACOS for R&D and the Administrative Officer for R&D (without vote), and the Veterinary Medical Officer (with vote) and the Veterinary Medical Unit Supervisor (without vote).  The membership will include at least one practicing biomedical scientist experienced in research involving animals, one non-scientist, and one member who is not affiliated with the VA Medical Center other than as a member of the IACUC who will represent the general community interests in the care and treatment of animals.  The Chair will be nominated by the R&D Committee and appointed by the MCD from among the members for a term of one year.  Consecutive appointments of the Chair are permitted.  Alternate members may be appointed to substitute for specified regular voting members.  When attending the meeting as the designated alternate of the regular voting member, alternate members will have the vote.  Otherwise, they will be non-voting.  Ex-Officio members may not serve as Chair.  The Chair may not simultaneously Chair the R&D Committee or any other Subcommittee.  Appointed members will serve terms not to exceed three years; however, no minimum time between terms will be required.  A quorum will be established by the attendance of a majority of the voting members.  Individual members may attend by video or teleconferencing if they have access to all materials and actively participate in the meeting.  Approvals will require a majority of the voting members in attendance.  Only members in attendance (or attending by video or teleconference) may vote. Proxy or in absentia votes will not be permitted. 

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 1200.7 (Use of Animals in Research Handbook) and the Guide for the Care and Use of Laboratory Animals are additional resources.

B) Subcommittee on Research Safety (SRS)

The SRS reviews proposals involving potentially toxic and/or hazardous chemicals, recombinant DNA or other potential biohazards according to VHA Handbook 1200.8 Safety of Personnel Engaged in Research and VHA Handbook 1200.6 Control of Hazardous Agents in VA Research Laboratories.  It assesses the impact of each agent on the safety of research participants and personnel working in research laboratories. 

(1)
Membership is composed according to VHA Handbook 1200.8, Appendix C.  A quorum will be established by the presence of a majority of the voting members.  Approvals will require a majority of the voting members in attendance.  Only members in attendance may vote.  Proxy or in absentia votes will not be permitted.

(2)
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 on a large scale (>10 liters) 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.

(3)
R&D Committee will require approval for all studies involving radioactive drugs from the Radioactive Drug Research Committee (RDRC) located at University at Buffalo, State University of New York.

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 upon 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 1200.8 (Safety of Personnel Engaged in Research).

13.
SUBCOMMITTEE RESPONSIBILITIES 

A)
Each subcommittee must maintain adequate records, which are to be maintained until expiration of the authorized retention period, a minimum of 5 years.  These records must include copies of all research proposals and their amendments reviewed by the committee and any accompanying materials.  Such records will be maintained by the Research Office staff in locked cabinets and locked storage rooms.

B)
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.  

C)
All subcommittee correspondence to and from VA investigators is maintained in the VA Research Office.

14.
R&D COMMITTEE RESPONSIBILITIES RELATED TO THE FACILITY’S RESEARCH PROGRAM

The R&D Committee assists the MCD in fulfilling responsibilities for the facility’s research program. The Committee is responsible for ensuring the effective operation of the research program and making appropriate recommendations to the MCD based on the Committee’s oversight and evaluation of the research program.   

The R&D Committee accomplishes its responsibilities through the following activities or procedures: 

A)
Planning and developing broad objectives for the R&D Program so that it supports 

VA’s mission.

B)
Determining the extent to which the R&D Program has met its objectives.


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.

C)
Reviewing all written agreements that relate to collaborative research with non-VA    entities.

D)
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, 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.  
Specific issues on which information needs to be reviewed include, but are not limited to: 

(1)
Publications are reviewed annually to ensure that they appropriately acknowledge VA support and affiliation.  The ACOS for R&D reviews the publications and communicates findings back to the R&D Committee.

(2)
Information pertaining to all requests for WOC appointments for research, to ensure that all have been appropriately justified and the appointments are in compliance with all applicable research, Human Resource Management, and other VA policies.  All requests for WOC appointments for individuals wishing to be involved in VA research protocols are to have been appropriately justified by the responsible VA investigator, reviewed and approved by Human Resource Management, have undergone all applicable security reviews and have been appropriately trained by their responsible VA investigator.

(3)
An annual review of research employees involved in human subject research, to ensure the employees are working within their scopes of practice and the privileges allowed by the facility. 

(4)
An annual review of Cooperative Research and Development Agreements (CRADAs) and other agreements in support of the research program or specific research protocols and the assessment of the impact of these reports on the research program, when applicable. 

(5)
An annual review of the Research Safety and Security Program including presentations from facility Safety and Security Officers planned training, compliance and security issues.

(6)
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

(7)
The Human Research Protection Program, including IRB composition, credentialing and training status report, budget, space, support staff, quality improvement activities, compliance issues, are reviewed annually.

The R&D Committee will conduct the following annual reviews of the IRB:

a) determination of whether the IRB has an adequate number of members and appropriate expertise for the volume and types of research reviewed.

b) evaluation of individual IRB members (input will be solicited from the IRB Chair, the designated R&D/IRB joint member and the ACOS for R&D).

c) evaluation of the IRB Chair (input will be solicited from the designated R&D/IRB joint member and the ACOS for R&D).

d) evaluation of the IRB staff (input will be solicited from the IRB Chair, the designated R&D/IRB joint member and the ACOS for R&D).

Reports of these routine annual evaluations will be discussed by the R&D Committee and included in the committee minutes.  Any deficiencies identified will be addressed by the IRB Chair and the ACOS for R&D.

F)
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 advises the MCD on candidates for the position of ACOS for R&D, but final approval for a candidate must be given by the Chief Research and Development Officer (CRADO). 
15.
R&D COMMITTEE RESPONSIBILITIES FOR THE REVIEW OF RESEARCH 

A)
The R&D Committee is responsible for reviewing scientific quality and appropriateness of all research in which the facility is to be engaged to assure:

(1)
The design, desirability and feasibility of each new research proposal are of a high scientific quality.

(2)
Protection of human subjects, including privacy, confidentiality, and the implementation of adequate safety measures for research subjects and personnel.

(3)
Welfare and appropriate use of animals in research. 

(4)
Safety of personnel engaged in research.

(5)
Security of research laboratories where hazardous agents are stored.

(6)
Security of VA data, VAPI, and VA sensitive information.  
(7)
Availability of adequate resources (financial and other) to conduct and complete the research.
(8)
Relevance of research to, and in support of, VHA’s mission.

B)
Each research protocol must be reviewed and approved initially and at least annually thereafter.  The period for continuing review must be determined as part of the initial review.  The continuing review period for studies reviewed by the IRB or IACUC must be established by those subcommittees but may not exceed one year.  The R&D Committee as a whole may review research proposals.  In conducting its review, the R&D Committee must consider the findings of its subcommittees.  

C)
Initial review of protocols requires a review by a convened meeting at which there is a quorum consisting of a majority of voting members of the R&D Committee.

(1)
In conducting an initial review, the R&D Committee will evaluate scientific quality, the relevance to both VA’s mission and the facility’s research program, and the ability of the investigator to perform and complete the research.  In addition, the review will include information on the use, storage, and security of VA data and VA sensitive information including VAPI; the budget; the requirements for space, personnel, equipment, and supplies; the role of the investigator at the facility; the investigator’s qualifications; and other information deemed relevant by the R&D Committee.

(2)
The initial or continuing review of research protocols that involve the use of participant’s data (identified or de-identified) must include an assessment of the mechanisms in place to ensure: 
Security of data and all files; Confidentiality of data, including data derived from research subjects; Release of data in accordance with VHA regulations and policies; and  Control of the data so that reuse of the data is within an approved research protocol and in compliance with VHA procedures.   

(3)
If the R&D Committee initiates its review prior to all required subcommittees granting approval, the R&D Committee may conditionally approve a protocol pending the approval of the subcommittee(s).

(4)
If the subcommittee does not require any significant changes to a protocol, the Chair of the R&D Committee, or the Vice Chair who is a voting member of the committee, must review the subcommittee’s findings and may grant final approval for the R&D Committee.  The R&D Committee must be notified of this action at the next convened meeting.

(5)
If a subcommittee has required significant changes to a protocol, the revised protocol including the changes, must be reviewed by the R&D Committee at a convened meeting.

(6)
If a subcommittee of the R&D Committee disapproves the research protocol, the R&D Committee may not approve it.  

(7)
Once approved by the R&D Committee, the research becomes VA-approved research.

NOTE:  Research may be initiated only after R&D Committee approval has been obtained.

(8)
If a research protocol requires review by a facility’s non-research committee(s) or subcommittee(s), 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 committee has approved it, the R&D Committee has completed its review at a convened meeting, and the investigator is notified of the approval.

(9)
Just-In-Time” Procedures.  “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 [VHA Handbook 1200.1].

a)
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.

b)
Concurrence of the R&D Committee does not represent approval to conduct the research. With or without funding approval, the investigator must submit the protocol to the R&D Committee for formal approval to initiate the research.  If the protocol requires IRB, IACUC, and/or Subcommittee on Research Safety review, the protocol must be submitted to those subcommittees prior to submitting it to the R&D committee. 

16.
R&D COMMITTEE OPERATIONS

A)
Attendance at Committee Meetings:

Regularly scheduled meetings of the R&D Committee are the second Wednesday of the month, except August when no meetings are scheduled. 

B)
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 meeting. 

C)
If a member can not be physical present at the meeting, he/she may be considered present if participating through teleconferencing or videoconferencing.  In that case, the member must have received all pertinent material prior to the meeting and must be able to participate actively and equally in all discussions.

D)
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 the review. 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.

17.
DOCUMENTATION FOR A CONVENED R&D MEETING: 

A)
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) calendar days prior to the meeting date.

The agenda includes the following:

(1)
Draft minutes of the previous R&D Committee meeting.

(2)
Draft or approved minutes of the previous subcommittees' meetings

(3)
Old Business: any issues unresolved from a previous meeting.

(4)
Announcements: information on non-study specific issues that does not require a vote.

(5)
New Business: any issues that have arisen since the last meeting that requires a vote.

(6)
Initial Reviews of research protocols and grant proposals.

(7)
Continuing Review research protocols.

(8)
Amendments.

(9)
Problems (Protocol Deviations, or Unanticipated Events and Adverse Events). 
(10) Study Closures.

(11) Actions taken since previous meeting.

B)
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.

Minutes shall include:

(1)
The time and date 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)
Action taken on minutes of prior committee/subcommittee meetings.

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.

(6)
Items of business or information brought before the R&D Committee.

(7)
Summary of issues discussed and their resolutions.

(8)
Motions presented to the R&D Committee, recorded to include the action taken by the R&D Committee.

(9)
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.

Actions taken include: 

· Approved with no changes (or no additional changes). The research may proceed.

· Approved pending minor changes to be reviewed by the Chair or Vice-Chair.  Such minor changes and the reasons for these changes must be clearly delineated by the R&D Committee minutes in order that the investigator may choose simply to concur with the R&D Committee’s stipulations.  The research may proceed after verifying that the required changes have been made, and the protocol has been approved by the Chair or Vice-Chair.

· 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.

· 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.

(10) Any required follow-up and which committee, subcommittee, or person who is   responsible for follow-up.
(11) Date and time of the next meeting. 

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.  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 Committee Chairperson. 
C)
Initial Review Process 

The ACOS for R&D or a designee will perform a preliminary examination of each research proposal, and will assign an appropriate primary reviewer for the proposal, based on its content. The Primary Reviewer is chosen from a list of qualified investigators, and will not necessarily be a current member of the R&D Committee or the IRB.  The Primary Reviewer receives all study-related materials.  The material to be reviewed includes the entire research protocol (including the complete DHHS-approved protocol and DHHS-approved sample consent document when one exists), the abstract, the budget, all information from a sponsor such as an Investigator’s Brochure, the Assessment of Security of VA Research Data, the Data and Security checklist and Principal Investigator Certification, Conflict of Interest form, the Application to Undertake Research Involving Human Participants and Informed Consent Form and/or Animal Component of Research Protocol (ACORP), if applicable.  For all first-time principal investigators, a copy of VA Form 10-5386 must be completed, and a copy of the CV’s for the investigator and any co-investigators will be included. 

The Primary Reviewer will complete the Initial Review - Primary Reviewer Worksheet and provide a written assessment of the scientific merit, clarity of objectives, literature review, appropriateness of animal models, ethical considerations, letters from collaborators, and impact on VA space, budget and manpower.  The reviewer will communicate directly with the Principal Investigator by phone/e-mail/face-to-face to review and discuss concerns.

The entire research protocol submission packet is provided to the Primary Reviewer, (and to the IRB Presenter if the Primary Reviewer is not on the IRB or will not be attending the meeting), the R&D Chair or Vice Chair, the Clinical Coordinator for Research and - if applicable - the IRB Chair or the IACUC Chair and/or the Research Pharmacist. The entire file is available to all R&D Committee members prior to and during the convened meeting.  Members are afforded full opportunity to discuss each research proposal during the convened meeting

(For studies involving human research participants, the IRB Presenter will review the entire research protocol submission packet for issues concerning research on human subjects, complete the Initial Review - IRB Presenter Worksheet, and will present the protocol at the convened meeting of the IRB).

 The committee members receive the following materials to prepare for the meeting:  the abstract, the budget, Assessment of Security of VA Research Data, the primary reviewer form and reviewers feedback.  The following items are provided if applicable:  the Informed Consent Form and/or Animal Component of Research Protocol (ACORP), advertisements, screening tools. 

The R&D Committee members must evaluate all proposals for scientific and ethical quality of the research protocol, and determine if there are any scientific or clinical concerns. 

At the convened R&D Committee meeting, during the initial presentation of a research protocol, the Principal Investigator or designee is asked to attend the meeting either in person or by phone to provide a summary of the research protocol and to address any unsettled issues or concerns raised.  The Principal Investigator must leave the meeting before the formal discussion of the proposal.  R&D Committee members then discuss the entire protocol and vote.  Outcome of the protocol is determined by majority vote of the committee. 

The PI will be informed of the major issues identified and the committee’s preliminary findings when they attend in person or by phone.  All principal investigators are formally notified in writing of the R&D Committee’s decision. 
D)
Subcommittee Review:
Each initial protocol must be reviewed and approved by all appropriate subcommittees prior to final R&D approval. Should a subcommittee require that the investigator make minor modifications to the initial protocol, those requirements, and the investigator's modifications, can be approved by the Chair of R&D, and the decision, along with the subcommittee minute are reviewed at the next convened meeting of the R&D Committee, so that the R&D Committee gives final approval to the final version of the protocol. If the modifications required are substantive, they must be reviewed by the relevant subcommittee, such as issues related to bio-safety or radiation safety, and approved by the entire R& D Committee at the next convened meeting.
If amendments and/or modifications are submitted that involve issues related to bio-safety or radiation safety, approval from the appropriate subcommittee is required before R&D approval of the amendment/modification will be granted.
E)
Continuing Review

(1) A continuing review must be performed annually on all active protocols, to assess the research activities that have occurred, the resources and administrative support available, progress of the research, whether the scientific and or ethical quality has changed since the last review, and any issues that may impact on the progress of the research including compliance issues. Investigators must annually submit a Continuing Review Submission Form for each protocol.  If the continuing review of projects falls under the purview of the IRB and/or IACUC, they perform the review, and the R&D Committee reviews those subcommittee’s findings when it approves the subcommittee minutes.  If the protocol did not need to be reviewed by either of those subcommittees initially then the Continuing Review Submission Form is reviewed by the Chair of the R&D Committee.  If the review indicates that information on the submitted form is incomplete in any substantive way, or there are more than minor inconsistencies, the request is tabled until the issues are resolved.

(2)
Continuing reviews for protocols which have previously be judged to meet the criteria for exemption from IRB review are reviewed by the Chair of R&D Committee to ascertain there have been no changes that would affect its eligibility to remain classified as exempt. At the R&D Committee meeting, the members review the following materials: the PI’s Continuing Review Submission Form and a progress report. 
All continuing reviews include: evaluation of research progress and whether the scientific and ethical quality of the research protocol has changed since the last review.  The R&D Committee also re-evaluates the resources and administrative support available for each protocol.  This includes personnel, space, equipment, education and training opportunities for Principal Investigators and their staff, and any potential conflicts of interest. 
All amendments to exempt protocols will be reviewed by the IRB chair to ensure the changes do not affect the level of risk or exempt status. Following the IRB Chairs review and acknowledgement that the amendment does not change the level of risk and benefit, a notification of the review will be reported at the next convened meeting of the IRB.  The full convened R&D Committee will review the amendment, and vote by quorum to accept or reject. 
(3) Continuing review of human research protocols not previously determined to be exempt from IRB review will be reviewed and approved by the IRB and presented to the R&D Committee for concurrence through the IRB minutes.  Refer to IRB SOP, CM 151-1 and the Investigators Manual for detailed description of process.

(4)
Continuing review of animal research protocols will be reviewed and approved by the IACUC and presented to the R&D Committee for concurrence through the IACUC minutes.  Refer to OLAW Assurance and VMU program description for detailed description of process.

(5)
A continuing approval of research requires a majority vote of the members present at the meeting of the committee conducting the continuing review.  A quorum must be present during the vote.
(6)
Continuing review time period must not exceed one year and will be determined by the Committee that does the primary review.
The approval period and expiration date are determined as follows:

· When the convened R&D Committee approves research with no changes for less than one year on 04/23/08 then the dates of approval interval are 04/23/08 to 04/22/09.  The expiration date is 04/22/09. 

· If the convened R&D Committee approves research pending minor changes (as defined in Appendix C of the IRB SOP) for one year on 04/23/08; when the R&D Committee Chair or designee determines that the investigator has submitted the required changes on 05/06/08, the dates of the approval interval are 04/23/08 to 04/22/09.  The expiration date is 04/22/09.

· When the convened R&D Committee approves research with no changes for X months (where X<12) on 04/23/08 the dates of the approval interval are 04/23/08 to one day less than X months.  The expiration date is one day less than X months of the date of approval of the convened R&D Committee on 04/23/08.  For example, the six month expiration date would be 10/22/08. 

· If the convened R&D Committee approves research pending minor changes (as defined in Appendix C of the IRB SOP) for X months (where X<12) on 04/23/08; when the R&D Committee Chair or designee determines that the investigator has submitted the required changes on 04/23/08, so the dates of the approval interval are 04/23/08 to one day less than X months from convened R&D Committee approval date.  The expiration date is one day less than X months of the date of approval of the convened R&D Committee on 04/23/08.  For example, the six month expiration date would be 10/22/08.

F)
Lapsed Approval:

If a Principal Investigator fails to submit completed continuing review documentation to the research office or the R&D Committee has not reviewed and approved a research study protocol before the approval period ends, approval for the protocol will lapse and all study activities must cease.  This includes interventions and interactions with any enrolled participants, as well as recruitment, enrollment, and collection and analysis of private identifiable data.  The PI and sponsor will be notified in writing via a letter signed by the R&D Committee Chair, and the other subcommittee chairs when pertinent.  Investigators should refer to appropriate subcommittee additional requirements and guidance regarding lapsed approval.

In order to remove a protocol from lapsed status, the R&D Committee Chair letter notifying the PI of lapsed approval will also list any documentation needed for continuing review.  A list of lapsed protocols will be included in the agendas and minutes of the R&D Committee and the relevant subcommittees. 

18.
ACTIONS OF THE R&D COMMITTEE

A)
Issues of Non-Compliance

All investigators conducting research as employees or agents of the VAWNYHS are required to comply with institutional policies regarding research.  The R&D Committee will review all issues of non-compliance which are forwarded from the appropriate subcommittee(s).  The R&D Committee will review and vote on all recommendations for corrective action forwarded by the relevant subcommittee(s) to resolve issues of noncompliance.  Such corrective actions may include but are not limited to: 
· Temporary suspension of the protocol
· Termination of the protocol
· Restrictions on privileges to conduct research
· Disciplinary actions against perpetrators of violations
· Modification of the protocol

· Modification of the information disclosed during the consent process

· Providing additional information to past participants

· Notification of current participants when such information may relate to participants’ willingness to continue to take part in the research

· Requiring current participants to re-consent to participation

· Modification of the continuing review schedule

· Monitoring of the research

· Monitoring of the consent process

The R&D Chair will use the Non-Compliance Assessment Worksheet (section A& B) to review all complaints and allegations in research which has not been brought forward by one of the sub-committees. If the incident reflects serious or continuing non-compliance, or a recommendation for actions such as suspension or termination, it needs to be communicated promptly to the ACOS R&D as well as any other relevant sub-committee Chair(s) and to the R&D Committee at its next convened meeting.
(1)
Suspension or Termination of R&D Committee Approval of Research:

In cases in which the R&D Committee Chair and or ACOS for R&D determines that such action is necessary to ensure the rights and welfare of animal or human subjects or laboratory personnel, the Chair may require an immediate, temporary suspension of research and/or enrollment of new subjects or of continued participation of previously enrolled subjects, pending review of the situation at a convened meeting of the R&D Committee.

The R&D Chair shall confer with the appropriate subcommittee chair and together notify the investigator in writing of the corrective actions required and shall include a statement of the reasons for the R&D Committee’s actions.  The investigator shall be provided with an opportunity to respond in person and/or in writing.  The PI must do so within the designated timeframe as set by the Committee and/or Chair.  Documentation of information provided by the PI, of all issues discussed at any such meeting requested by the PI, and any findings from such meetings will be presented to the next fully convened R&D Committee and documentation will be maintained by the research office. 

All suspensions or terminations will be reported from the MCD, to the appropriate agencies as described in CM #151-4 – Required Regulatory Reports in Research. 

All protocol-specific records of such actions will be filed with the protocol.

(2)
Allegations of Scientific and Ethical Misconduct
The Research Integrity Officer (RIO) is a permanent position that is appointed by the MCD.  At VAWNYHS, the MCD 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” as in VHA Handbook 1058. 

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; the MCD will inform the VISN 2 Director who will review all findings and recommendations.  The VISN 2 Director may consult with VA Regional Counsel and ORO on appropriate actions in making the final decision.

19.
R&D COMMITTEE RECORDS

The Research Office maintains accurate and complete records of all communications to and from the R&D Committee and its subcommittees.  The R&D Committee Chair signs R&D Committee correspondence.  Copies of all correspondence are filed in the appropriate research protocol file in the VAWNYHS Research Service office.

In cases in which a research protocol being performed at the VAWNYHS has multiple investigators, correspondence will be sent to the Principal Investigator (PI) in charge of the study and to a designated Study Coordinator, if applicable.  The PI is responsible for communicating to the other investigators and for assuring that they comply with R&D Committee requirements.  In cases where communication is electronic, upon resolution of an issue, a hard copy of all the electronic communications will be generated and placed in the protocol file. 

A)  Documentation


Adequate documentation of all the activities of the R&D Committee must be maintained, including, but not limited to, the following:

(1)
Copies of all research proposals, all amendments reviewed, and any accompanying materials.

(2)
All continuing and final reports.

(3)
Minutes of the R&D Committee and subcommittees.

(4)
Copies of all written correspondence related to a specific protocol, and correspondences related to R&D and its subcommittees and correspondences from other agencies.

(5)
Membership rosters and appointment letters for the R&D Committee and all subcommittees.
B)
Record Retention 

Records are the property of the VA and must be maintained for a minimum of five (5) years after completion of the study and in accordance with VHA’s Record Control Schedule (RCS 10-1).  This includes records of projects cancelled without participant enrollment or never activated. Records will be kept secure in locked filing cabinets and locked rooms.

NOTE:  Record retention may be longer depending upon other policies and regulations such as Food and Drug Administration (FDA) regulations, medical record retention policies or requests of sponsors.

C)
Access to Records
All records shall be accessible for inspection and copying by representatives of VA and other Federal regulatory agencies at reasonable times and in a reasonable manner.  Access to research records is limited to the ACOS for R&D, AO for R&D, the research committee chairpersons, and research committee members, Research Project Coordinator, Clinical Coordinator for Research, Research Service staff, and authorized VA representatives. 

The Research Service staff will keep a log of individuals who access the Medical Research Service records, other than the research committee members, Chairs and Research Service staff.  Research subjects are informed of those who have access to their research records in the informed consent they sign.

D)
Research Tracking System
The Medical Research Service uses a computerized tracking system, the Managing Institutional Review Board (MIRB) computer program developed by N-Core Systems, Inc., which is maintained by Medical Research Service staff.  MIRB stores information regarding each document received, when it was reviewed, and the results of that review.  Additionally, MIRB tracks changes that are needed, when those changes were received and approved, and the date of continuing review.  MIRB tracks R&D Committee and its subcommittee’s membership, MIRB generates meeting minutes and correspondence.

The Medical Research Service also enters data into the Enterprise Project Management Information System (ePROMISe) database system that is provided by VA Headquarters to track research protocols.  It indicates which protocols are pending funding, active, final and/or non-funded. ePROMISe also generates annual updates of protocol data sheet which is used to produce the annual Research and Development System (RDIS) report to ORD.

Each research proposal is given a separate file.  Protocols are assigned a unique number by MIRB and also receive a unique grant number from ePROMISe for tracking and administrative purposes.
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