Department of Veterans Affairs                                                            POLICY RI-12-0115 (015)
VA NJ Healthcare System	                                                   	January 5, 2011

RESEARCH AND DEVELOPMENT COMMITTEE

1. PURPOSE:  To designate membership and to define the responsibilities and operations of the Research and Development Committee and its Subcommittees. 

2. POLICY:  The Research and Development (R&D) Committee is responsible through the Chief of Staff (COS) to the facility Director for advising and assisting the  Director in providing oversight, planning, and execution of the R&D Program and assisting the Director in maintaining high standards throughout the facility's R&D Program.  These standards include ensuring the: scientific and ethical quality of VA R&D projects; protection of human subjects in research; safety of research personnel; welfare of laboratory animals used in research and security of VA data and research laboratories.  The R&D Committee advises the Director on professional and administrative aspects of the R&D Program.  All R&D activities within the facility, whether funded or unfunded, are within its purview.                       

3. ACTION: 

a. The Research and Development Committee assists the health care system Director in fulfilling responsibilities for the facility’s research program.  The R&D Committee is responsible for overseeing all research activities and ensuring the effective operation of the research program.  The Committee accomplishes this through oversight of the R&D Committee’s subcommittees and making appropriate recommendations to the Director based on the Committee’s oversight and evaluation of the research program.  These include making recommendations for: space or resource needs; suspension of a research study; remedial or restrictive action regarding an investigator. 

b. The Committee accomplishes its responsibilities through:
	
(1) Assuring the continuing high quality of the facility's research and development program;

(2) Planning and developing broad objectives for the R&D Program so that it supports the VA’s mission;

(3) Determining the extent to which the R&D Program has met its objectives;

(4)  Quality assurance activities, reports to the committee by the ACOS for R&D, AO for R&D or other research staff members, research compliance, subcommittee reports, facility reports or activities and other appropriate sources;

(5) Ongoing review and evaluation of R&D Committee subcommittee operations and activities including:

(a) Review of subcommittee minutes, close communication with subcommittees and through quality assurance and improvement activities;  

(b) Annual review and evaluation of subcommittees with a summary of theses reviews and evaluations sent to the health care system Director.

1 Annual review and evaluation of the Safety / Biohazard and Security Program (including planned training, compliance, security issues);

2 Annual review and evaluation of  the Animal Care and use Program (including inspection reports, IACUC composition, budgets, space, support staff, training, quality improvement activities, compliance issues and goals for the next year);

3 Annual review and evaluation of the Human Research Protection Program (including IRB composition, credentialing and training status report, budget, space, support staff, quality improvement activities, compliance issues, and goals for the next year);

(6) Establishing policy to ensure that all research in which the facility is to be engaged has been reviewed and approved for the ethical use of human subjects, animals, and biohazards.  

(a) No research project is to be initiated until after being notified in writing by the ACOS for R&D that the project has been approved by all relevant committees, subcommittees or other entities.  The subcommittees of the R&D Committee must notify the R&D Committee of project approvals via a written communication signed by a voting member for the committee.

(b) The R&D Committee must notify the ACOS for R&D of project approvals via written communication signed by a voting member of the R&D Committee.

(c) The review of research must promote:

1 Maintenance of high standards of protocol review and relevance to the VA’s mission;

2 Protection of human subjects including: privacy and confidentiality, implementation of adequate safety measures for research subjects and personnel;

3 Safety of personnel engaged in research;

4 Security of research laboratories where hazardous agents are stored or utilized and of all BSL-3 research laboratories; and

5 Security of VA data and VA sensitive information.

(d) If a research protocol requires review by a facility’s non-research entities, 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.

(e) For protocols not meeting criteria for assignment to any subcommittee, the R&D Committee is the reviewing and approving committee of record.

(7) Ensuring compliance of VA investigators and Committee members with the standards of ethical conduct and VA requirements on financial conflicts of interest in research.

(8) Fulfilling other functions as may be specified by the health care system Director and VHA procedures.  These functions may include review and approval of individual research projects (The R&D Committee may not approve human subjects’ research if it has not been approved by an IRB – see Title 38 CFR §16.112).

c. Committee Meetings

(1)  The R&D Committee will meet at least monthly, except for one month during the summer if it appears that a quorum (i.e. majority of voting members) cannot be obtained.  Physical presence at meetings is recommended but not required for R&D Committee members.  For members who are not physically present, a member is 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. 

(2) The R&D Committee may develop procedures that allow the Committee to hold unscheduled meetings.  

(a) There must be a quorum present in person or by teleconference or video conference.  

(b) A quorum must be present to conduct business and must be present for each vote.
d. Committee Operations and Records

(1) The adequate documentation of all R&D Committee activities must be maintained, including but not limit to the following: 

(a) Minutes of the R&D Committee and R&D Committee subcommittees

1 Minutes will be recorded for each meeting of the R&D Committee and will contain the following:

a A list of all voting members and non-voting members, including ex officio members, whether they are present or absent.  If an alternate is present in place of a voting member, the minutes need indicate this fact and name who the alternate member is replacing;

b Presence of a quorum;

c A complete record of all items of business or information brought before the Committee;
        
d A record of actions taken by the Committee, the type of action and the vote on each action.  Votes on actions will indicate the number of members voting for, against and those abstaining;

e The name of any members recused from a vote and whether the person was present during the discussion (recused members cannot be counted toward the quorum);

2 All minutes of the R&D Committee and its subcommittees must be sent to the medical center Director through the ACOS for R&D and Chief of Staff for review and appropriate action. 

(b) Standard operating procedures or other written procedures must be maintained for all recurring processes.  These processes include, but are not limited to, communication with the health care system director, Chief of Staff, investigators, and committees or subcommittees.  

(c) Written records documenting actions taken to carry out the committee’s responsibilities for review of research and program oversight if not adequately recorded in the R&D Committee minutes;           
     
(d) Copies of all written correspondence;

(e) Membership lists for the R&D Committee and all of its subcommittees.

e. Membership:
                  
(1) The members of the R&D Committee are appointed by the medical center Director and must reflect the types and amount 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.

(2) The R&D Committee must consist of at least five voting members.                

(a) Whenever possible, one member of the Committee needs to have expertise in biostatistics and research design.

(b) If the facility has any Centers, such as Centers of Excellence, it is recommended, but not required that at least one voting member of the R&D Committee be chosen from the Center.

(c) The members need to have diverse backgrounds with consideration as to race, gender, ethnicity, and expertise.

(d) Voting members

1  Voting members must include:

a At least two members from the VA facility’s staff who have major patient care or management.

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

c At a least one member who holds an academic appointment, from the affiliated academic institution, and is either a full time Federal employee or a part time permanent Federal employee must be included on the R&D Committee.

(e) All voting members must be compensated full time or permanent part time Federal employees.

(f) 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.

(g)  If the facility conducts research involving the use of investigational drugs, consideration needs to be given to including a representative from the investigational pharmacy or Pharmacy Service as either an ex officio nonvoting member or a voting member.

(h) Alternate members must be appointed by the health care system Director.  The 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.  The alternate member can only vote in the absence of the primary member.

(i) If the R&D Committee serves as the R&D Committee of another VA facility, it is recommended, but not required, that a least one representative from that other facility be included.  The representative must be appointed by the other facility’s medical center Director and the medical center Director of the facility having responsibility for the R&D Committee must concur on the appointment.  If the R&D Committee is the R&D Committee for a second VA facility, the medical center Director of the second facility must appoint its representatives(s) when applicable.

(j) All members of the R&D Committee must fulfill the educational requirements specified by VHA’s ORD and other applicable requirements found on ORD’s website at: http://www.research.va.gov/programs/PRIDE/.

(k) The R&D Committee may require attendance by R&D subcommittee members, but subcommittee members who are not also members of the R&D Committee must recuse themselves (i.e. leave the room or hang up from a conference call) before an R&D Committee vote is taken.

(l) Voting members are appointed by the medical center Director in writing and serve terms of 3 years with a possibility for extension. Members may be reappointed without any lapse in time if it is deemed in the Committee’s best interest.

(m) The terms of members must be staggered to provide partial change in membership annually.

(n)  Chairperson

1 The committee members, exclusive of ex officio members, must elect a Chairperson every 1 or 2 years.

2 The Chairperson must be approved and officially appointed, in writing by the health care system Director for a term of 1 to 2 years. 

3 The Chairperson may be reappointed without any lapse in time.

4 The Chairperson must not simultaneously chair a subcommittee of the R&D Committee.

(o) Ex officio members

1 Ex officio (non-voting members) members include the health care system Director, Chief of Staff, the AOCS for R&D, the AO for R&D and research compliance officers of the facility. The ACOS for R&D functions as Executive Secretary of the R&D Committee. 

2 Other ex officio members may be appointed to the Committee if their appointments assist the R&D Committee in fulfilling its responsibilities.

3 Others may be invited to assist the R&D Committee because of their competence in special areas in the review of issues requiring expertise beyond, or in addition to that available on the Committee.  These individuals may not contribute to a quorum or deliberate or vote with the Committee.

f. R&D Committee Subcommittees

(1) The R&D Committee may establish any subcommittee(s) deemed necessary for the efficient and effective management and oversight of the R&D Program.  At a minimum, subcommittees must be appointed to oversee R&D activities related to human studies, animal studies, and biosafety including biosecurity.  Findings and recommendations of the subcommittees are recorded and reported to the R&D Committee and the R&D Committee must approve final subcommittee meeting minutes.  Each subcommittee must maintain and retain adequate records.  These records must include the following:

(a) Copies of all research proposals and their amendments reviewed by the R&D Committee subcommittees and any accompanying materials; 

(b)  All continuing or final reports; 

(c)  Minutes of its meetings, with a complete, unredacted, final set being made available to the R&D Committee; 

(d)  Copies of all written correspondence; 

(e) A membership list 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.

(2) The required subcommittees of the R&D Committee are:
(a) Institutional Review Board (IRB) (Attachment B):  Every facility conducting research involving humans subjects must have or establish an IRB or secure the services of an IRB as described in VHA Handbook 1200.05

(b) Subcommittee on Research Safety (SRS), or and Institutional Biosafety Committee (IBC) (Attachment C).  Every VA facility conducting research must establish either a Subcommittee on Research Safety (SRS), an Institutional Biosafety Committee (IBC), or secure the services of an analogous committee at another VA or university affiliate. These alternative committees must deal with different aspects of research safety and security of all VHA research laboratories, as required in VHA Handbook 1200.8, and other applicable regulations and policies (Biosecurity issues may be assigned by the R&D Committee to another subcommittee or retained by the R&D Committee.  If biosecurity issues are retained by the R&D Committee, a separate subcommittee for biosecurity may not be required).

(c) Institutional Animal Care and Use Committee (IACUC) (Attachment D): Every VA facility conducting research involving the use of live vertebrate animals must establish an IACUC, or secure the services of an IACUC as described in VHA Handbook 1200.7

4. RESPONSIBILITY: This policy applies to all employees who participate in the development, conduct, review, and approval of all research projects, whether funded or unfunded, conducted under the auspices of the VA New Jersey Health Care System.

5. RESCISSION: Medical Center Policy RI-12, Research and Development Committee, dated June 30, 2009.

6. REFERENCES: 

b. M‑3, Part I Revised, Chapter 1: Interim Issue 10‑81‑6.

c. M-3, Part IV Research and Development in Medicine Rehabilitation Research and Development Program.

d. VHA Handbook 1200.01 Research and Development (R&D) Committee, June 16, 2009

2. EXPIRATION DATE:  October 31, 2013

3. ATTACHMENTS:  4


KENNETH MIZRACH
Director
(SIGNATURE OF DIRECTOR IS ON FILE)
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1. Administration of Research Funds is carried out in accordance with VHA HANDBOOK 1200.2, RESEARCH BUSINESS OPERATIONS

2. Administration of Funds: The following entities may administer funds for VA-approved research, in accordance with applicable law and VA policy:

a. VA medical centers administer all intramural funds, all funds in the General Post Fund earmarked for research, and all funds received from another Federal agency under interagency agreement (see VA Manual MP-4, Pt. V and VHA Directive 4721).  

b. Fiscal Service administers all funds in the General Post Fund earmarked for Research

c. VA nonprofit research corporations (established under Title 38 United States Code (U.S.C.) 7361-7368) administer all funds that the corporations receive.  Medical centers may transfer any funds not appropriated to the Department to a VA nonprofit research corporation (see VHA Handbook 1200.17).

d. Affiliated schools and universities and nonprofit organizations (other than a VA nonprofit research corporation, discussed above) may administer funds for VA research if authorized by a VA medical center Director.  A VA medical center Director may authorize these entities to administer funds for VA research only if administration is a condition of payment of the funds to VA.
e. NOTE:  If approached by a potential donor or grantor interested in supporting VA research, a VA official may not direct the donor to deposit the funds with any entity other than VA or a VA nonprofit corporation

3. IRB Fees: IRB fees, as determined by the IRB, R&D Committee and the VA non-profit research corporation, are received through bills of collection to the VA non-profit by the Research Budget Analyst.  The collections are processed through Fiscal to be deposited in the appropriate fund control.  The IRB fees are designated to support the IRB Coordinator position.  The R&D Committee may approve an exemption from the IRB fee, for an individual protocol, if the research is of clear benefit to veterans and it is demonstrated that there is no money available for the fee.

4. REFERENCE:

VHA HANDBOOK 1200.2, Research Business Operations, May 23, 2002
[bookmark: AttachmentB]
ATTACHMENT B

INSTITUTIONAL REVIEW BOARD (HUMAN STUDIES SUBCOMMITTEE)

1.  PURPOSE:  To designate membership and define the functions of the Subcommittee on Human Studies (also known as the Institutional Review Board).

2.  SCOPE: The VA NJ Health Care System (VANJHCS) Institutional Review Board (IRB) (also known as the Human Studies Subcommittee) is a federally mandated board that follows the Federal Policy for the Protection of Human Subjects generally known as the “Common Rule” and incorporated in 38 Code of Federal Regulations (CFR) 16.  The IRB functions under a Federal Wide Assurance.  With the exception of human subjects research that is deemed by the IRB to be exempt from IRB review, the IRB reviews all research involving human subjects at this institution to ensure that the safety, rights, and welfare of subjects are protected in accordance with VA regulations, which are compatible with those of the Department of Health and Human Services (DHHS) and the Food and Drug Administration (FDA).  This includes all research involving human subjects conducted completely or partially in VANJHCS facilities or by VANJHCS staff during VA-paid time, including research funded from extra VA sources and research conducted without direct funding.

The IRB must be and be perceived as fair and impartial, immune from pressure either by the institution's administration, the investigators whose protocols are brought before it, or other professional and nonprofessional sources.  The VANJHCS will take action to assure that the IRB remains immune from pressure. Every effort will be made to resolve the issue(s) at the local level.  If the IRB member feels that the coercion or undue influence exists after referral, there are offices outside the VANJHCS for reporting complaints, concerns, or breaches of ethics, laws, or regulations including: VA Office of the Inspector General and VA Office of Research Oversight.
	
3. ACTION: 

a. As a subcommittee of the Research and Development (R&D) Committee, 
the IRB reviews, approves, requires modifications in, or disapproves human research activities 
in order to assure that the rights and welfare of individuals involved as subjects of research 
under VA auspices are being protected in accordance with federal regulations.  The involvement 
of human subjects in research is not permitted until the IRB reviews and approves the research, 
the R&D Committee acknowledges IRB approval, and the Associate Chief of Staff (ACOS) R&D 
approves the research by signing an ACOS R&D Memorandum.  The IRB may approve a study 
for any length of time it deems appropriate but may not approve a study for more than 12 months.

b. The IRB has the authority to suspend or terminate research for continued noncompliance with VA Policies, the Common Rule, FDA regulations, or its own findings, determinations, and initial and continuing review procedures.  The IRB also has the authority to place any restrictions on a study that the IRB deems appropriate.  Moreover, the IRB must assist investigators in conducting ethical research that complies with the applicable regulations in a way that permits accomplishment of the research activity.  

c. Human subjects research not eligible for exempt status or expedited review is presented to a convened IRB that meets bimonthly.  The key components the IRB considers in a review of human subjects research are the principles of autonomy, beneficence, and justice set forth in the Belmont Report.  The IRB must determine prior to approving human subjects research if all the regulatory criteria have been met (as described in the IRB Role and Function SOP).  The IRB reviewer documents this review by completing the VANJHCS IRB reviewer worksheet.  

d. IRB’s fulfillment of its review responsibilities is facilitated by professionals in the R&D Office.  Minutes of its meetings are kept and reported to the R&D Committee, which accepts or rejects its recommendations although the R&D Committee cannot alter an adverse report or recommendation, e.g., disapproval for ethical or legal reasons by the IRB.  If circumstances warrant it, the IRB is authorized to contact the Chief of Staff and or the Director without going through the R&D Committee or through the ACOS R&D.  (Please refer to the IRB Role and Function SOP for additional information regarding this issue).  

e. The IRB has the authority to conduct audits to ensure research protocol and local SOPs are followed. The audits may involve reviewing research records, informed consent forms, observing the consent process, observing the study session, or considering audits by other entities within the institution.

f. Meetings will be at least twice a month.

g. MEMBERSHIP:

(1)  Prospective members recommended by the IRB or the R&D committee are nominated
 and approved by the IRB or R&D Committee and appointed by the VANJHCS Director
 in writing.  IRB members are appointed to serve for a term of three years and may be 
re-appointed indefinitely.  No R&D officials or Director or administrative staff of the 
Director may serve as voting members of the IRB.  Orientation of new members with 
comprehensive reference material is required prior to finalization of their appointment 
to the Board.  IRB members may not participate in the review of any project whereby 
they have a conflict of interesting, including being any part of the research staff.  
OHRP is notified of any change in the IRB roster.

(2) Membership includes a Chairperson and an alternate Chairperson; both serve for a term 
of one year and are a VA employee with or without compensation.  The IRB must have 
a least 5 members with varying backgrounds to promote complete and adequate review 
of research activities commonly conducted by the VANJHCS.  To establish quorum, 
the IRB must have at least one member whose primary concern is a nonscientific area.
  The IRB will also include at least one member whose primary concern is a scientific area. 
The IRB may include at least one member who is not otherwise affiliated with the 
VANJHCS.  At its discretion, the IRB may invite ad hoc members with expertise 
in special areas to assist in the review of the research.

(1) IRB Chairperson responsibilities.  The Chairperson is responsible for chairing the IRB meeting; reviewing the IRB minutes to ensure actions and reasons for actions are accurately summarized; reviewing expedited review requests; reviewing exempt status requests; reviewing adverse event reports, unanticipated problems, noncompliance, or protocol deviation reports; determining if immediate action is necessary to protect subjects from the potential of apparent harm, signing approval documents, interacting with investigator(s), R&D Committee Chair, R&D Office staff, ACOS R&D, Chief of Staff, and Director about IRB matters; determining the need for ad hoc membership, and reporting to the R&D Committee IRB activities.

(2) IRB member responsibilities: The members are responsible for learning about ethical and regulatory issues relevant to the research; reviewing all proposals submitted to the IRB; preparing written reviews of research as assigned by the R&D Office or IRB Chairperson, reviewing IRB minutes to ensure accuracy, serving as primary or secondary reviewers as assigned by the R&D Office or IRB Chairperson; reviewing and assuring the Chair that all changes requested by the Committee were made, for a study that requires modifications with subsequent administrative review; maintaining the integrity of the IRB review process; making recommendations for regular, alternate and ad hoc membership; reviewing or reporting reports of unanticipated problems, noncompliance or protocol deviation; considering actions to take to protect subjects from the potential of apparent harm; and documenting in the records of the immediate action that is recommended.  IRB members must avoid conflicts of interest or the appearance of conflict of interest. Those thought to have a potential conflicting interest may be recused from the presentation and/or discussion.
4. REFERENCE: VHA HANDBOOK 1200.05, Requirements for the Protection of Human Subjects in Research, October 15, 2010
[bookmark: AttachmentC]ATTACHMENT C

[bookmark: MisconductAttchmtC_RDPolicy]SAFETY / BIOHAZARD COMMITEE

1.  PURPOSE:  To designate membership and define the functions of the Safety/Biohazard Committee.  

2.  SCOPE:  Research offices must maintain a Research Safety Program that is consistent with VA policies, Federal statutes and regulations from Occupational Safety and Health Administration (OSHA), the Environmental Protection Agency (EPA), the Nuclear Regulatory Commission (NRC), etc., and any applicable State and local requirements. All applicable National Institutes of Health (NIH) and Centers for Disease Control and Prevention (CDC) guidelines must be followed (see subpar. 10a). 

3. ACTION:

a. The Safety/Biohazard Committee is responsible for:

(1) Reviewing all research projects, regardless of funding source, involving biological, chemical, physical, and radiation hazards for compliance with all applicable regulations, policies, and guidelines;

(2) Reviewing VA Form 10-0398, Research Protocol Safety Survey (RPSS), which must include a risk assessment of the facilities, level of containment, laboratory procedures, practices, training and expertise of personnel involved in the specific research conducted including recombinant DNA research.  

(3) Providing written notification of the results of Safety/Biohazard Committee review to the R&D Committee, the Research Office, and the PI; 

(4) Reviewing annually all active research protocols involving biological, chemical, physical, and radiation hazards, regardless of funding status or source.  The date of continuing review is based on the date of Safety/Biohazard Committee approval. Research protocol changes not included in the original application must be documented on an amended RPSS and must be submitted to and reviewed by the Safety/Biohazard Committee prior to the implementation of the changes;

(5) Coordinating all safety-related activities in research laboratories including mandatory and
non-mandatory training, safety inspections, accident reporting, security of research laboratories and liaison activities with all facility safety committees and officials;

(6) Reporting operational problems or violations of directives to the Research Office within
30 days of occurrence or detection, unless the Safety / Biohazard Committee determines that a report has been previously filed by the PI;

(7) Ensuring that all laboratory personnel receive annual research specific safety training; 

(8) Ensuring coordination with other regulatory programs, personnel, or committees such as
the Radiation Safety Officer or Radiation Safety Committee;  and

(9) Maintaining adequate documentation of all the Safety/Biohazard Committee activities.

b. Research projects involving the use of radioactive materials:

The use of radioactive materials within Department of Veterans Affairs (VA) facilities must comply with the statutory and regulatory requirements of the Nuclear Regulatory Commission (NRC) and with Veterans Health Administration (VHA) policies and procedures for the safety and control of such materials. These policies, procedures, and regulations collectively control the receipt, uses, and disposal of radioactive materials in VHA research programs.

c. Membership:  

d. Each SRS/IBC (Safety/Biohazard Committee) must have at least f five members, exclusive of ex-officio members; when the research reviewed involves recombinant deoxyribonucleic acid (DNA) not exempt from the current NIH Guidelines for Research Involving Recombinant DNA Molecules. The SRS/IBC must include two members not affiliated with the Institution.  Meetings will be at least once a month

(1) It is usually necessary for the SRS membership to possess expertise in:
(a) Etiologic agents, including bloodborne and airborne pathogens.
(b) Chemical carcinogens and other chemical hazards.
(c) Physical and radiation hazards.

5. VHA HANDBOOK 1200.08, Safety of Personnel Engaged in Research, March 6, 2009
ATTACHMENT D

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC)

1. PURPOSE:  To designate membership and define functions of the IACUC.  


2. SCOPE:  Animal research contributes immeasurably to advancements in medical science. As recognized by principle #3 of the Nuremberg Code of 1947, it is often a moral imperative to perform research or testing on animals before subjecting humans to new procedures, pharmacologics, or devices.  Most research and testing involving human patients continue to be based on the results of animal experimentation.  To provide hope for veterans suffering from diseases that currently lack cures or effective treatments, VA actively supports the use of animals in research, teaching, and testing.  However, the use of animals in VA research is a privilege granted with the understanding and expectation that such research is conducted according to the highest ethical and legal standards.

3. ACTION: 

a. IACUC responsibilities include:

(1) Reviewing all research involving animals that is conducted completely or partially in VA facilities, or conducted in approved off-site locations and facilities by VA researchers while on VA official duty time.  The research may be VA-funded, funded from extra-VA sources, or conducted without external funding. NOTE: For clarification, an NIH-funded project for which the academic affiliate is the recipient of the grant, the research is conducted at the affiliate; and the investigator conducts the research on non-VA time would not be affected by this requirement.

(2) Conducting Semi-Annual Program and Facility Self-Assessment Reviews. According to the USDA Animal Welfare Act Regulations and Standards (see 9 C.F.R. §2.31(c)(1)) and PHS Policy, the designated VA IACUC must perform a self-assessment review of the program of animal care and research use, and an inspection of the animal facilities and husbandry practices at least every 6 months. This self-assessment review must be conducted using the standards established in the most current Guide (see “Institutional Animal Care and Use Committees”), PHS Policy (see Sec. IV.B), the Animal Welfare Act (see 7 U.S.C. §2143[b][3] and [b][4]), USDA AWAR (see 9 C.F.R.§2.31[c][2]), and this VA policy.

a. IACUC Reviews:

(1) Full Committee Review

The Principal Investigator (PI) completes an Animal Component of the Research (ACORP) in the format mandated by the VA Central Office (VACO).  The ACORP is submitted via email to the Veterinarian(s) for a Veterinary and Administrative Pre-review.  The PI also copies the IACUC Chair on the email.  One of the Veterinarians completes the pre-review and emails comments or questions to the PI.  The PI then submits a revised ACORP, on the basis of the pre-review, to the IACUC Coordinator and copies the Veterinarian and the IACUC Chair.  Two members of the IACUC are assigned (by the IACUC Chair in consultation with the Attending Veterinarian) to be Primary and Secondary Reviewers

The protocol (ACORP) and other submission documents required locally are sent by hard copy or electronically to all IACUC members one week before a scheduled meeting.  The Primary and Secondary Reviewers submit written comments at the time of the meeting or within seven days of the IACUC meeting, to the IACUC Coordinator.  The IACUC members meet once a month (except for August unless an August meeting is necessary) to review and deliberate the proposed animal research protocols.  To review any proposal officially, a majority of voting members (a quorum) must be available to vote on each proposal after any members with conflicts of interest recuse themselves from the meeting room.  Official action can then be taken on each protocol.  The Primary Reviewer summarizes the ACORP and the Secondary Reviewer then adds any additional comments.  Both reviewers make a recommendation.  The ACORP is discussed by a quorum of committee members and a vote is taken to approve, require modifications in the protocol (to secure approval), or withhold approval (table).
	
The PI is informed accordingly in writing.  If the ACORP requires modifications, the PI revises the ACORP and resubmits to the IACUC before approval is given by the committee.  The IACUC Coordinator then sends out the approval letter, signed by the Associate Chief of Staff for Research and Development, to the PI.  If the vote is to withhold approval (tabled), it has to be revised by the PI, resubmitted and reviewed by the IACUC at the next scheduled meeting.  All ACORPs are approved for three years and reviewed annually.

(2) Designate Member Review (DMR)

After the PI submits the ACORP via email to the IACUC Coordinator and copies the IACUC Chair, the ACORP is submitted to all members.  The Alternate Attending Veterinarian or Attending Veterinarian and two members of the IACUC (assigned to be primary or secondary designated reviewers) review the ACORP.  Any member not assigned to be a primary or secondary designated reviewer does not need to respond unless he or she wishes to ask for full committee review or offer comments.

In contrast to full committee review, when the designated review method is used, a reviewer does not have the option of withholding approval.  Instead, the reviewer must request full committee review to address serious concerns that might warrant withholding approval.  Thus the options available to a designated reviewer are approve, require modifications of the protocol (to secure approval), or request full committee review.  Minor concerns or requests for clarification may be made and addressed during the DMR process.  

If no objections are raised by the Veterinarian or the rest of the committee and the designated reviewers recommend approval of the protocol, the protocol may be approved.

Investigators are notified in writing of the IACUC’s decision.  In the letter it is stated whether the project is approved, modifications are required to secure approval or approval is withheld (tabled).  For modifications required to secure approval and when approval is withheld, the modifications required and items that require clarification are listed in the letter to the principal investigator.  Requested modifications and clarifications, when completed by the principal investigator, can be reviewed via full committee or DMR.  If the submitted revisions are reviewed by the full committee, the revisions are reviewed and discussed by the convened IACUC during a regularly scheduled meeting using the primary and secondary reviewer system. 
First and Second Annual Review of ACORPs

The IACUC reviews the conduct of all animal protocols annually.  Before the end of the first and second years, the investigator submits annual updated paperwork either certifying that no changes have taken place or describing any changes that have occurred.  At the first and second anniversaries, the IACUC reviews a standard form giving current basic information such as IACUC approval number, IACUC approval date, title of project, and species used.  The investigator then notes that either no changes have taken place, or describes any changes that have occurred. Responses are reviewed by the IACUC, or an IACUC-designee, for assessment of the changes reported. Any changes to the approved activity which are deemed of sufficient magnitude to merit further consideration may then be presented to the IACUC.  Once all issues are addressed, the IACUC approves the protocol. This ensures compliance with the USDA Animal Welfare Act Regulations, which mandate annual reviews. All of these dispositions are then documented as official IACUC actions

(3) Triennial Review

Before the end of the third year, the investigator submits a new ACORP using the latest version of the form or updates the ACORP on the existing version of the form, then submits it for IACUC review. Prior to the third anniversary, the IACUC conducts a complete re-review of the ACORP.  Once all issues are addressed, the IACUC approves the ACORP. This is the triennial review mandated by PHS Policy.  It also doubles as the required USDA annual review.

The IACUC may exercise its authority to suspend a project following a suspension vote by a majority of the convened quorum (VA Handbook 1200.7).   Otherwise, if the Chair (or Chair designate) determines there is an immediate animal welfare concern, the Chair (or Chair designate) may request authority from the Institutional Official or the Associate Chief of Staff for Research and Development to immediately suspend a PI’s animal research project(s).  It is preferable to have the attending or consulting veterinarian and the ARF supervisor included in the determination to immediately suspend animal research

b. Membership:

(1) IACUC members in consultation with the R&D Committee must forward the name(s) of nominees for the IACUC to the health care system Director.  The health care system Director must officially appoint members in writing, to include specifying the length of the appointments.

(2) The composition of the IACUC must meet existing requirements set forth in the Animal Welfare Act (see 7 U.S.C. §2143[b][1]) and PHS Policy (see subpar. IV.3b). At this time, a minimum of five members are required to serve as voting members to constitute an IACUC.  Only a properly constituted IACUC may conduct official business.  The required voting members include a Chairperson, the Attending Veterinarian, one scientist with animal research experience, a non-affiliated member and a lay member (who must not be involved in animal research).

(3) Chairperson. The IACUC chairperson cannot simultaneously chair another 
subcommittee. The Chairperson needs to be a more senior scientist with animal research experience and good committee management skills.

2. REFERENCES: VHA HANDBOOK 1200.07, Use of Animals in Research, May 27, 2005
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