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I. DEFINITIONS
· Research and Development (R&D) includes the investigation and refinement of biomedical problems and hypotheses related to human health, diseases, defects, and handicaps as well as the systematic study and refinement of problems and hypotheses related to the delivery of health care.

· Research is the testing of concepts by the scientific method of hypothesis formulation, systematic and recorded collection of relevant data, and interpretation of the results in terms of the hypotheses.
· Development is the application of research to practical ends with the intent of producing useful devices and techniques rather than the testing of concepts.  It can involve non-routine evaluation of new or existing devices and techniques and may employ the scientific method.  The output includes the initial formulation of products, whether devices or techniques, correction of defective products, and improvement of existing products.
· Principal Investigator is the individual who is accountable for the proposal, performance and culmination of a research or development project.  All principal investigators must have a minimum 1/8 VA paid appointment to conduct research at the VA Ann Arbor Healthcare System.
· Co-Principal Investigator is the one, two or more principal investigators who share equally in the accountability for a project.
· Collaborating Investigator is any other investigator who participates in a project; generally, persons are considered as “collaborating” if they will be included as joint authors of the final presentation of the project.
· Cooperating Investigator is the person at the VA Ann Arbor Healthcare System who is accountable for the facility’s participation in a study that involves two or more facilities.
· Laboratory Manager is the individual, under the purview of the principal investigator, who is responsible for the day-to-day activities of the laboratory and laboratory staff (i.e., scheduling experiments, ordering supplies, preparing work schedules, etc.)
· Project is a coherent unit of research or development that is proposed, pursued, and reported as a separate activity.  Its scope is larger than that of a single experiment but may be smaller than that of an individual’s scientific activity over a long period.  As a unit, the project can be considered the work that will produce one or more published papers, formal reports or completed devices or techniques.
· Program includes one or more projects clearly related to one another.
· Intramural research and development is performed by VA employees or appointees (including those serving without compensation (WOC) generally at the VA Ann Arbor Healthcare System.
· Extramural research and development is performed by investigators not in the employ of the VA but financed by the VA.
· Cooperative Study is a project or program of research or development conducted at two or more health care facilities using a common protocol so that data obtained at all participating facilities can be treated through a single source.
· Collaborative study is a project or program of research or development conducted at two or more health care facilities; it does not require a common protocol
· Affiliated University generally refers to an academic institution that has a relationship with the VA Medical Center.  The University of Michigan is the VA Ann Arbor Healthcare Systems academic affiliate.
· VA Data or VA Information is all information that is obtained, developed or produced by or for the VA or its employees as part of its business activities.
· VA Protected Information (VAPI) is VA sensitive information, Privacy Act Information (PAI), Protected Health Information (PHI), or other VA information that has not been deliberately classified as public information for public distribution.  VA information that VA would have to release under the Freedom of Information Act (FOIA) is not VA protected information.  All VA protected information needs to be classified as one of the following: VA Proprietary, VA Restricted or VA Highly Restricted.
· VA Sensitive Information is all department data on any storage media in any form or format which requires protection due to the risk of harm that could result from inadvertent or deliberate disclosure, alteration, or destruction of the information.  The term includes information whose improper use or disclosure could adversely affect the ability of an agency to accomplish its mission, proprietary information, records about individuals requiring protection under various confidentiality provisions such as the Privacy Act, the Health Insurance Portability and Accountability Act (HIPAA), Privacy Rule and information that can be withheld from FOIA.

Examples of VA Sensitive Information include:

1) Individually-identifiable medical, benefits and personal information
2) Financial, budgetary, research, quality assurance, confidential commercial, critical infrastructure, investigatory, and law enforcement information
3) Information that is confidential and privileged in litigation, such as information protected by the deliberative process privilege, attorney work-product privilege, and the attorney-client privilege
4) Other information which, if released, could result in violation of law, harm or unfairness to any individual or group, or could adversely affect the national interest of the conduct of federal program.

II. ACRONYMS

· ePROMISE (Electronic Project Management and Information System) This enables the research services of VA Medical Centers across the nation to manage their entire research portfolios and to transmit required information to VA Central Office (VACO) via the Research and Development Computing Center (RDCC) in Baltimore, Maryland.

· RCMS (Research Committee Management System) this enables the local VA Ann Arbor Healthcare System research office manage committee business (i.e., new proposals, education of investigators and staff, minutes and agendas, annual renewals, etc.).

· ACORP (Animal Component of Research Protocol) – the animal studies application

· IRB (Institutional Review Board) – the Human Studies Subcommittee

· HRPP Human Studies Protection Program

· ORO Office of Research Oversight

III. MISSION STATEMENT
The primary mission of the Research and Development Service is to provide high quality medical care to veteran patients.  We do this by:

The production of new knowledge, techniques or products leading to improved prevention, diagnosis, treatment and control of disease, as well as correction of, or compensation for, defects.  These R&D products benefit veteran patients and humanity in general.

IV.
 RESPONSIBILITIES OF THE MEDICAL CENTER DIRECTOR AND CHIEF OF STAFF

Director Responsibilities

· The Medical Center Director, in the capacity of the Institutional Official is responsible for the facility’s R&D program, assisted by the R&D Committee.  The Medical Center Director serves as the Institutional Official responsible for all aspects of the VA Ann Arbor Healthcare System’s research program.

· Ensuring that research in which the facility is engaged is approved by the R&D Committee and appropriate subcommittees.

· Ensuring there are adequate resources and administrative support, including personnel, space, equipment, and training for the R&D Committee and its subcommittees (IRB, IACUC, Safety) to fulfill their responsibilities

· Providing appropriate educational and training opportunities for members of the R&D Committee, the research administrative staff and other staff involved in research.

· Ensuring that investigators meet the requirements of section 6 “RESPONSIBILITIES OF THE INVESTIGATOR”.
· Appointing members of the R&D Committee as outlined in section 7 “R&D COMMMITTEE MEMBERSHIP”.

Chief of Staff Responsibilities
· Review and approval of the R&D Committee investigator Clinical Impact Statements after the research project receives final R&D Committee approval.
· Review and approval of the R&D Committee minutes.
· Review and concurrence of appointment of R&D Committee members.
V
 RESPONSIBILITIES OF THE ACOS FOR R&D 

· Notifying the investigator when a research project has received final approval and can be initiated. This notification occurs only after the research project has been approved by all applicable R&D Committee subcommittees, and after the minutes of the R&D Committee subcommittees have been approved by the R&D Committee. The ACOS for R&D is also responsible for notifying the investigator of approval after continuing review by the R&D Committee and subcommittees. 

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

· Conducting an annual quality assurance review of publications assessing the acknowledgement of VA support and affiliation. 

· 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 Resource Management, and other VA policies. 

· Providing an annual quality assurance review of research employees involved in human subject research to ensure the employees are working within their scopes of practice and their privileges allowed by the facility’s by-laws and granted to them by the facility. All WOC employees Scopes of Practice are reviewed at the time of their annual appointment renewal. VA paid employees’ Scopes of Practice are reviewed at the time of IRB continuing renewal.
· Providing 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. 

Ensuring that all minutes of the R&D Committee and its subcommittees, including those from subcommittees at VA facilities or at the affiliate, are sent to the medical center Director and COS for review and appropriate action. 

VI.
RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR 
· 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. Principal investigators must be qualified through education and experience and must have a minimum of 1/8 VA paid appointment.
· Complying with all applicable personnel and other VA requirements whether the investigator is compensated, WOC, or IPA.


· Obtaining the complete approval of all appropriate non-research entities and R&D Committee subcommittees, and written notification of final approval from the ACOS for R&D prior to initiating a research project. 
· 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 subcommittees to fully review the research project.  The proposal must contain information on budgetary issues and/or needs, source of funding, space, data security, privacy, location of research, and required personnel needs. 
· Developing and implementing plans for data use, storage, and security that are consistent with VA Directive 6500, Information Security Program, and its implementing Handbooks and other legal requirements. 

· Preparing and submitting information, at least annually or as required, on their research program(s) and on each project to the appropriate R&D Committee subcommittee for continuing review as required by the respective R&D Committee subcommittees. 

· Ensuring that all research proposals submitted for funding, from any source, support the mission of VHA and enhance the quality of health care delivery to Veterans. 
· Preparing and submitting annual progress reports on each study and annual data security certification for each human studies proposal to the R&D Committee.

VII
R&D COMMITTEE MEMBERSHIP
· The R&D Committee members are appointed in writing by the medical center Director.  The appointment letter will reflect their area of expertise. Terms of appointment are for three years or less and can be renewed without a lapse in service if deemed in the committee’s best interest.  Terms of appointment are staggered to provide a partial change in membership annually.  All voting members must be compensated full-time or permanent part-time Federal employees.  Members can be nominated by the ACOS of Research or any other member of the R&D Committee.  Membership appointments are made to provide a range of experience and research expertise.  The minimum R&D Committee membership will consist of at least five members.

· The chairperson is elected by the committee each June for a term of one-two years and can be reappointed without a lapse in service.  The medical center Director must approve and officially appoint the chairperson in writing. The nominee must leave the room for the vote.  The vote is recorded in the R&D minutes. 

· R&D Committee membership will include at least two members from the VA facility who have major patient care or management responsibilities.  At least two members who are VA principal investigators who are actively engaged in major R&D programs or who can provide R&D expertise.  One member must hold an academic appointment at the VA Ann Arbor Healthcare System’s affiliate, the University of Michigan and is either a full-time Federal employee or a part-time permanent Federal employee. There will be one voting member who represents Pharmacy Service who will be appointed on a continuing basis in three year intervals and is officially appointed in writing by the medical center Director.  There will be one non-voting ex-officio member who represents the Battle Creek VAMC and is appointed by the Battle Creek medical center Director.  A voting member can satisfy more than one of the conditions for required membership.  Non-voting ex-officio members include the medical center Director, Chief of Staff, Associate Chief of Staff for Research, Administrative Officer,  IRB Coordinator, Information Security Officer and the Privacy Officer.

· Alternate members serve as officially appointed voting members.  Their names and the primary member for whom they are substituting are recorded in the minutes.  Their expertise must be comparable to the member they are substituting for. If the alternate member and the primary member both attend an R&D meeting, only the primary member can vote and only their vote counts toward the quorum.  If the alternate member substitutes for two primary members, their vote can count toward the quorum if the member they are substituting for is not in attendance.

· Ad hoc members can be invited to assist the R&D Committee because of their expertise in special areas in the review of issues requiring expertise beyond, or in addition to, what is available on the Committee.  They cannot vote and do not count as part of the quorum.

· All members of the R&D Committee must complete all educational requirements specified by VHA ORD and ORO and other federal regulations on an annual basis.  In the event that a member is non-compliant, notices will be sent reminding them to do their education.  If the member fails to complete their education, the R&D Coordinator will notify the R&D Chairperson who will encourage the member to complete the required education.  If that fails, the ACOS and their supervisor will be notified of their non-compliance.  If this fails and the member does not complete the mandatory education, they will be asked to leave the committee.

VIII.
CONFLICT OF INTEREST

· A conflict of interest can occur in areas other financial, such as scientific, study participation, perception, etc.  R&D Committee members with outside consulting, employment or royalty opportunities must ensure that these activities do not present any actual or perceived financial conflict of interest.  Whatever the conflict may be, the committee member must not be present during the deliberation and vote.
· When conducting the initial review of any research business, R&D members must review specifically if there appears to be a conflict of interest with the principal investigator or any staff who will be participating in the research ensuring there are no outside forces such as a sponsor that may influence the conduct or reporting of the research results.  Any conflicts of interest must be resolved before the research is initiated.

· The R&D Committee membership, all subcommittee members, VA investigators, research staff, WOC employees and IPA appointees conducting research must comply with the Standards of Ethical Conduct for Executive Branch Employees and the Federal criminal code.  They are obligated to follow all applicable ethics laws and regulations.
· The R&D Committee member must sign the “VA Committee Member Conflict of Interest Statement” for each monthly meeting they attend.  If there is a conflict of interest with any agenda item, they will recuse themselves and leave the room for the discussion and vote.

IX
SUBCOMMITTEES OF THE R&D COMMITTEE

· The R&D Committee established the Human Studies, Animal Studies and Safety subcommittees at the VA Ann Arbor Healthcare System to assist the R&D Committee in the efficient and effective management and oversight of the R&D program.  In addition, since several studies are conducted at the University of Michigan, the R&D Committee will receive minutes from the Institutional Biosafety Committee (IBC) of the University to assure all VA projects are being performed safely.
· Except for the IBC at the University of Michigan, Subcommittee members are appointed in writing by the medical center Director. The subcommittee memberships can be comprised of a combination of VA paid employees, without compensation employees, employees on IPAs and lay members.  

· Each subcommittee keeps minutes of its meetings.   The R&D Committee cannot alter an adverse decision or recommendation made by a subcommittee.  Final subcommittee minutes are submitted to the R&D Committee for review and approval.
· Each subcommittee must maintain adequate records.  The proposal folders must contain all project related information, correspondence including, but not limited to amendments, continuing renewals, etc.  The proposal records are maintained indefinitely according to RCS 10-1.  All quality assurance records are maintained in accordance with RCS 10-1 (annual inspections, work load reports, etc.).  

· Each subcommittee must have Standard Operation Procedures (SOPs).

X
RESPONSIBILITY OF THE R&D COMMITTEE

A. Related to the facility’s research program

· The R&D Committee assists the medical center Director.  The Committee is responsible for ensuring the effective operation of the research program and making appropriate recommendations to the medical center Director based on the Committee’s oversight and evaluation of the research program.

· The R&D Committee is responsible for planning and developing broad objectives for the R&D Program so that it supports VA’s mission.

· The R&D Committee is responsible for determining the extent to which the R&D Program has met its objectives by its annual review of all aspects of the R&D Program.

· The R&D Committee is responsible for reviewing annually the core budget and other resource needs of the R&D Program.  They are responsible for making appropriate recommendations regarding any needs that arise.  The review will include personnel, materials and supplies, space, capital equipment, training and education.

· The VA Ann Arbor Healthcare System Research Department is also responsible for reviewing annually all R&D activities at the Saginaw and Battle Creek, Michigan VA Medical Centers.

·  The R&D Committee is responsible for reviewing and evaluating annually the Human Research Protection Program, the Animal Care and Use Program, Safety and Security Programs, and the IBC. This review will include arrangements, budgets, space, support staff, training, quality improvement activities, compliance issues, and goals for the next year and any other issues that may arise during the year.  A summary of reviews is sent to the medical center Director annually.
· The R&D Committee is responsible for reviewing, discussing and voting (if applicable) on all new business put before the Committee.  This includes all new proposed research, R&D Progress Reports, continuation forms, and transfer of projects from one investigator to another.  
· The VA Information Security Officer (VA ISO) and the VA Privacy Officer (VA PO) are non-voting members of the R&D Committee.  They are responsible for reviewing and approving all projects that collect VA-sensitive information.
· The R&D Committee is responsible for fulfilling any other functions that may be specified by the medical center Director and VHA procedures.

B. Related to the Review of Research

· The R&D Committee is responsible for reviewing all research proposed for scientific quality and appropriateness.

· The R&D Committee is responsible for ensuring the protection of human subjects involved in research; including privacy and confidentiality, safety measures, risks and benefits.

· The R&D Committee is responsible for the safety of all research personnel in conducting research and security of research laboratories where hazardous agents are stored or utilized.
· The R&D Committee is responsible for the welfare and appropriate use of animals in research.

· The R&D Committee is responsible for the security of all VA data, VAPI and VA sensitive information connected to research.

· The R&D Committee is responsible for initially reviewing all proposed research including those submitted under just-in-time (JIT) requirements.  The initial review will evaluate scientific quality, the relevance to VA’s mission as well as the research program, and the ability of the principal investigator to perform and complete the research. For JIT proposals, an abbreviated R&D application (which includes the narrative, budget and the sections on human studies or animal studies, if applicable will be reviewed. The initial review may also include the Human Studies application (which includes the use of data, storage and security of the data being used) or the Animal Studies application and if applicable the Safety application.  All principal investigators must have a minimum of 1/8 VA paid appointment to conduct research at the VA Ann Arbor Healthcare System.
· The R&D Committee annual approval is NOT required for VA CIRB studies 

· The R&D Committee must review for final approval once all subcommittees have approved and submitted their portion of the proposal. Their paperwork includes the final ACORP application, consent form, and approval letters as applicable.  The R&D Committee cannot approve a proposal if a subcommittee has disapproved it.  The R&D annual review will consist of the Project Data Sheet and an updated abstract and a continuing review of the Data Security Assessment form, if applicable. 

· A convened meeting of the R&D Committee for the purposes of reviewing initial/final approvals and continuing review of research proposals must have a quorum of voting members.  All actions of the committee will be recorded in the R&D minutes. The R&D Committee can approve, approve with conditions, defer or disapprove a proposal.  
· Subcommittee continued renewals are submitted to the R&D Committee through subcommittee minutes which are reviewed, discussed and voted on. 
·   Subcommittee quality assurance reports are submitted for review annually to the R&D Committee.
C. R&D Committee Operations

· The R&D Committee meets monthly and occasionally as other issues may arrive (i.e. Foundation business). There is an option of foregoing one month’s meeting during the year if it appears that a quorum of voting members cannot be met or there is not enough committee business to warrant a meeting. 

· Additional R&D meetings may be scheduled periodically throughout the year.

· The R&D Committee members receive an agenda packet the week prior to the scheduled meeting that includes minutes of all subcommittees, all new business, old business needing final approval, progress and final reports and data security assessment annual renewals.

· There must be a quorum of members for each item of business which requires a vote. The actions of the committee are recorded in the minutes.  The minutes include members in attendance, the presence of a quorum, the action taken by the committee, vote for, against and recusal of any member due to a conflict in presented research, and if action is required, the individual responsible for relaying the information to the principal investigator and the time the meeting begins and ends. 
· The completed minutes are sent to the R&D Chairperson, the ACOS of Research, the Chief of Staff, and the medical center Director for concurrence and signatures. Approved minutes from all subcommittees for the previous month are sent with the current R&D minutes to the Chief of Staff and medical center Director for review.  R&D minutes may also be sent through other committees such as the Clinical Executive Board.
· The actions of the R&D Committee concerning research proposals, whether new or continuing are sent to the principal investigator in writing.  Final approval of R&D projects requiring subcommittee review cannot be made until approvals by all Subcommittees have been received.  Final approval letters are sent to the investigator by the ACOS of Research.  Pending or deferred notices are sent to the investigator by the Chairperson of the R&D Committee.  These notices may contain stamped signatures by both the ACOS and Chairperson if appropriate.  Notices will not be sent until the ACOS has approved minutes from the meeting in which the review took place.  This will assure the ACOS has reviewed and approved actions taken by the committee.
· Standard Operating Procedures (SOP) are maintained for all recurring processes.

XI
R&D COMMITTEE RECORDS

· All research related records which include all research proposals, personnel, budgetary; reports, etc. are maintained in locked filing cabinets in the research administrative office.  Access to these records is limited to administrative research staff.  Access to the research administrative office during off hours is limited to administrative research staff and two research housekeepers.

· Projects that have been finalized are removed from the active projects and maintained (dead filed) in a locked storage room in filing cabinets and/or boxes for a minimum of five years from the final date.  At that time the files are pulled and reboxed and sent to the Records Management Officer for storage (according to RCS 10-1).  Final reports are pulled from the R&D folder and placed in binders located in the research administrative office indefinitely. An Access database is maintained that tracks all final projects listing which filing cabinet drawer and/or box they have been placed in.  After the five year date has expired, they are recorded and boxed in regulation boxes for storage in a locked room where the Records Manager has the responsibility of maintaining them for the required number of years.  
· Membership lists for all committees are maintained in the Research Compliance Management System (RCMS) and updated continually.  Appointment letters signed by the medical center Director are created and presented to new members at their first official R&D meeting.  Thank you letters are created and signed by the Associate Chief Of Staff of Research, the Administrative Officer of Research and the R&D Coordinator and then sent to the member. Copies of member letters are scanned and kept in a file on the research home drive (11R) and also paper copies are maintained by the R&D Coordinator.

· Each member of the research administrative staff maintains separate files pertaining to their position.  The secretary/time keeper maintains all personnel related files in locked filing cabinets in their work area. The IACUC/Safety Coordinator passes all final approved projects to the R&D Coordinator for final R&D approval and maintains all pending projects and other business in their filing cabinets located by their desk until final disposition and then files accordingly.  The IRB Coordinator passes all final approved projects to the R&D Coordinator for final R&D approval and maintains all other IRB related paperwork until final disposition and then files accordingly. The R&D Coordinator is responsible for all R&D related files ensuring they are reviewed and given final approval by the R&D Committee.  The R&D Coordinator also has oversight on all personnel related documents, all RDIS reports, WOC files, ensuring they are maintained in secured areas.  Files that the Administrative Officer and Compliance Officer are responsible for are maintained in secured areas in their work areas.  All files are maintained per Records Control Schedule 10-1 (RCS 10-1).
· All R&D Committee minutes, IRB subcommittee minutes, IACUC subcommittee minutes and Safety subcommittee minutes are kept indefinitely.

· All R&D Committee agendas, IRB subcommittee agendas, IACUC subcommittee agendas and Safety subcommittee agendas are kept for a minimum of three years and then are sent for shredding.

X11 
NEW RESEARCH and FINAL APPROVED RESEARCH 

· A completed R&D application, the IRB application including a consent form, if applicable, and the full ACORP application, if applicable, are submitted to the R&D Committee for initial review.  

· The final approved IRB, ACORP and Safety documents are submitted to the R&D committee for review and final approval.
The VA Information Security Officer (VA ISO) and the VA Privacy Officer (VA PO) are responsible for reviewing and approving all new projects that collect VA-sensitive information.  They are also responsible for reviewing and approving amendments to existing projects that propose alterations in the collection and/ or transmission of VA-sensitive information. 

· The VA ISO and VA PO receive a complete copy of the R&D Agenda Package at least 6 days prior to the convened meeting.  They are expected to submit their comments and decisions at the time of the R&D meeting. 

· The VA ISO and VA PO also attend a separate review meeting organized by the VA R&D Coordinator and the VA IRB Coordinator. This meeting is planned to discuss and attempt to resolve all concerns noted by the ISO and PO.  Unresolved issues are communicated to the principal investigators.  Investigators are then encouraged to directly contact the ISO and PO to discuss their unresolved issues.

· Final approval letters are not sent to the principal investigators by the R&D Committee until the VA ISO and VA PO have completed and signed off on their reviews.

XIII
R&D Committee Recurring Processes
· Annual review of the IRB, IACUC and Safety subcommittee chairperson and membership.  Evaluate the qualifications and experience of the chairperson, and evaluate whether the membership is appropriate given the research reviewed.
· At least annually review all internal inspection (i.e., Animal facility semi-annual and Safety program) reports.
· Review all reports from outside inspections, i.e., ORO, FDA, AAALAC, etc.
· Annually review the core budget, VMU budget, IACUC and IRB.
· Review all non-compliance reports submitted for review by the Compliance Officer as they occur.
· Annually review subcommittee workload reports including IBC.
· Annually review WOC employee’s appointed.
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