ATTACHMENT B


Points to Consider When Developing a Memorandum of Understanding

Between VAMC/HCS and the Academic Affiliate

For Utilization of the Academic Affiliate’s Institutional Review Board

There is no specific mandated format for a Memorandum of Understanding (MOU).  The most important purpose of the MOU is to describe elements of the relationship between VA and the Academic Affiliate and to clearly assign responsibility for those elements.  There are a number of issues to consider in the process of achieving a mutual undertaking.  For example, each institution signing the MOU retains responsibility for its own Human Research Protection Program (HRPP) and for the responsibilities under each institution’s Federal Wide Assurance (FWA).  Also, the National Committee for Quality Assurance (NCQA) has specific requirements for the elements of the MOU as part of the accreditation process.  They are referenced later on this document.  

The MOU, as provided in the SAMPLE, must reflect current written regulatory requirements, VA policy, the FWA requirements, and written policies of the affiliated institution.  Each institution, by mutual consent, has the option to incorporate additional requirements, some of which are discussed in these Points to Consider.  There needs to be flexibility in the mechanisms that will ensure adequate communication and compliance with the provisions of the approved MOU.

The Office of Research Compliance and Assurance (ORCA) has developed the Sample MOU as a guidance document.  These Points to Consider follow the same general format and sequence of items in the SAMPLE.  The SAMPLE and Points to Consider suggest a way to approach creating an MOU.  Also, the ORCA Best Practices “IRB Standard Operating Procedures (SOP)” guide has suggestions for some other mechanisms and specific procedures that you might want to consider.

It will be important to list all of the IRBs by their registered number, as appropriate.

General Procedures

This section describes the attributes of the relationship between VA and its Academic Affiliate.  It also describes the scope of activities delegated to the IRB.  

For example:

· The MOU requires that the Affiliate IRB perform all the functions required under 38 CFR 16 (Common Rule) for reviewing and acting upon human subjects research conducted under the auspices of the VAMC/HCS FWA.  This includes, but is not limited to, research supported by the VA or conducted at a VA facility and research involving VA patients as research subjects (hereafter “VA research”).

· The Affiliate institution must agree to follow VA regulations and VA policy promulgated by written operational policy for the protection of human subjects when involved in/with VA research.  

· The Affiliate institution is required to send the minutes of IRB meetings to the VA Research and Development Committee for its review and action.  [There may be a variety of ways of accomplishing this requirement but the R&D Committee must have the necessary documents to fulfill its role.]

Exemptions or modifications should be described.  For example, where there are special considerations related to multiple sites of a VAHCS, or if the Affiliate’s IRB does not review all VA research but only those in some scientific or geographic area, the MOU should specify. 

· The Affiliate’s IRB SOP must incorporate, either through inclusion or reference, every VA procedure applicable to reviewing and acting upon VA research protocols.  The VA should make relevant VA documents readily available to the IRB for guidance.  [Copies of the relevant Directives and Handbooks might be attached to the MOU.]

· An Affiliate official, authorized by the Dean’s Committee must sit on the VA Research and Development (R&D) Committee as required by M-3, Part I, Ch. 2.02.  [Some additional qualifications might be specified, including the responsibility to review IRB decisions.]

· The Affiliate agrees to assist as requested in the accreditation of the VAMC/HCS Human Research Protection Program (HRPP).

Composition and Educational Requirements

This section describes the requirements for representation on the IRB and the requirements for education.  This section should describe each institution’s responsibilities for providing and tracking (documenting) education, in accordance with the FWA and with other federal and institutional policy.

For example:

· VA policy stipulates that the Affiliate’s IRB must adequately represent VA interests usually with scientific expertise.  [While there are several ways in which this might be accomplished, one means to consider is having the IRB include at least one VA employee with scientific expertise and then a consideration may need to be given to ensuring that another member is added to represent the veteran community.]

· It might be stated that at least one such member must be present at any meeting in which matters involving VA research are voted upon.  In that regard, having at least two VA members on the Affiliate’s IRB helps to ensure that the requirement of VA presence is met.

Non-voting membership on the IRB, which is not a requirement, could include the Administrative Officer (A/O) for Research and Development (R&D), or other VA members.  They would generally be ex officio.

IRB, staff, and investigator training requirements can be met with a number of different arrangements.  Responsibilities of each institution should be clear.  

For example: 

· VA employee members of the IRB must meet all training and certification requirements for IRB membership generally.  Training and educational opportunities normally offered by the Affiliate are normally made available to VA employee members of the IRB.

· VAMC/HCS staff could provide continuing education [or just state it as information] about VA-specific requirements for human subject protection to all IRB members.  Other agreements to ensure that the IRB is knowledgeable about VA requirements might also be defined. 

· VAMC/HCS staff shall provide [Affiliate] members with VA-specific information that lists its requirements for a HRPP.

IRB Review

In this section, specific VA requirements for review should be described.  

For example:

· IRB review and action on VA research shall be conducted in accordance with 38 CFR 16, 45 CFR 46 Subparts A through D, 21 CFR 50 and 56 (where applicable), and all relevant VA rules and policies as set forth in written VA research policy manual or handbooks.  [Additional regulations might be cited.]

· All VA research protocols must include a VA-specific consent form (specifically VA Form 10-1086).  The consent form must conform to all VA requirements, including a VA-specific indemnification and notification clause.  [There may need to be space on each page for the subject’s initials for CSP trials.].

Documentation

This section describes the responsibilities for documentation and for maintenance and disposition of files to satisfy regulatory and VA specific requirements.

For example,

· The MOU might specify that the Affiliate’s office for protecting research subjects maintains all documents reviewed by its IRB in connection with VA research protocols, including any communication with investigators and that it makes such documents available to the VA R&D office upon request.  If and when VA research documents are scheduled for removal from Affiliate’s office for protecting research subjects’ files, they are transferred to the VA R&D office.

· The VA R&D office date-stamps and maintains in its files original, signed consent forms associated with VA research protocols, and make copies of such forms available to the Affiliate IRB upon request.

· Upon request, the IRB makes available to the VA R&D office all research materials, minutes concerning VA research.  

· The affiliate may wish to redact IRB materials to remove confidential information about non-VA research before sending them to the VAMC/HCS.  [This is appropriate so long as the material retains sufficient information for the R&D Committee to evaluate the performance of the IRB.]

Reporting

Describe how (method, frequency, and nature) of communication and reporting will occur between the institutions and to outside institutions if necessary.  Timeframes for reporting should be agreed upon and specified. 

For example:

· VA policy in M-3, Chapter 3 states that the R&D Committee must evaluate the success of the relationship annually in a report to the VAMC/HCS Director.  Stipulate what each organization reports to oversight bodies such as OHRP, FDA, and ORCA.

Types of communications and reporting need to be considered.  The exact wording should fulfill the intent of VA policies and procedures that seek to ensure that there is clear and full communication between the academic affiliate’s IRB and the R&D Committee, as well as the R&D office and its administrative staff at the VAMC.

For example:

· Affiliate’s office for protecting research subjects and the VA R&D office shall immediately report to the corresponding office any noncompliance issues involving VA research of which it becomes aware, including but not limited to human subject protection violations.  Each office should notify the reciprocal office if and when an oversight agency or organization initiates any action regarding such noncompliance.  These areas should be well identified in the MOU. 

· Affiliate’s office for protecting research subjects and the VA R&D office shall immediately report to the corresponding office any serious adverse event in research involving a VA patient of which it becomes aware.  This reporting mechanism is in addition to, and does not replace, the investigator’s duty to report adverse events as required by regulation, policy, or procedure.

· On a quarterly basis, the Affiliate’s office for protecting research subjects shall provide to the VA R&D office aggregate information on all VA research protocols that have been reviewed in that quarter.  These reports should specify the disposition of each active VA protocol (IRB approval, continuing review, expiration, renewals, etc.).

· On a quarterly basis, the VA R&D office shall notify Affiliate’s office for protecting research subjects of the disposition of all VA research protocols acted upon by the VA R&D Committee in that quarter (Committee approval, non-approval, etc.).  If the R&D Committee disapproves a protocol, the reason for disapproval shall be given.

· A VA member(s) of the IRB shall make a separate report to the VA R&D Committee on an annual basis.  This report should summarize the functioning of the Affiliate IRB with respect to VA research and delineate any problems or potential problems therewith.  A copy of this report is submitted to Affiliate’s office for protecting research subjects.

Oversight

Consideration might be given adding a number of oversight statements.

For example:

VAMC/HCS may require that some communications from Affiliate’s IRB to VA investigators be sent through the VAMC/HCS’s R and D Office.

The VAMC/HCS and Affiliate will collaborate on HRPP performance improvement activities, and each will share with the other summaries of those activities prepared with appropriate safeguards to protect confidentiality.

Signatory Officials

It is required that the VAMC/HCS Directors, and Network Directors sign the MOU along with the appropriate affiliate official(s).  The length of time that the agreement will be in effect can be pre-established, or the agreement can be open-ended.   It could correspond to the length of the FWA, which is generally renewable every 3 years.

It is also advisable to designate formal contacts, such as administrative staff and officers at the academic affiliate and the VAMC.  

· The undersigned have read and agreed to all of the terms above.  Full concurrence is required for this MOU to have legal effect.  The MOU shall remain in effect until such time as authorized agents of both the [VAMC/HCS] and [Affiliate] mutually agree to terminate or modify this agreement.

ADDITIONAL NOTE

NCQA Requirements

NCQA has several requirements for an acceptable MOU that will be reviewed during the accreditation process.  These are found in NCQA’s Element INR3A.

“If the institution uses the IRB(s) of a VA regional system, affiliated university or another VA facility, there is a legal document, e.g. Memorandum of Understanding (MOU), contract or letter of agreement (Formal IRB Agreement). This document, includes, at a minimum:

1. Specific requirements for the membership and operation of the IRB to review VA research in compliance with VA regulations. 

2. The respective responsibilities of the institution and the designated IRB for human subject protection.

3. The scope of activities delegated to the IRB.

4. The method, frequency and nature of reporting to the R&D Committee.

5. The process by which the institution evaluates the IRB’s performance.

6. The remedies, including revocation of the Formal IRB Agreement, available to the institution if the designated IRB does not fulfill its obligations.”
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