VA MEDICAL AND REGIONAL OFFICE CENTER

WHITE RIVER JUNCTION, VERMONT

RESEARCH AND DEVELOPMENT SERVICE

POLICY NO. 151-3







February 4, 2002




               





(151)

SCIENTIFIC REVIEW & CONFLICT of INTEREST
1.  SCIENTIFIC REVIEW: Scientific Review is a primary responsibility of the Research & Development Committee.  

a. The R&D Committee is responsible through the Medical Director to the Center Director for maintaining high standards throughout the facility's R&D program.  These standards include those assuring the scientific quality and appropriateness of all research and development conducted by VA personnel including WOC and Intergovernmental Personnel Act (IPA) employees when veteran patients are involved in the research, whether at the VA facility or at another facility, regardless of funding source and including programs that do not receive VA funding. 

b. The R&D Committee reviews and approves (or disapproves) recommendations from its subcommittees. The R&D Committee is specifically prohibited from overriding the disapproval of any research proposal by the Institutional Review Board or the Institutional Animal Care and Use Committee.  

c. Each project is to be reviewed formally at least once a year.  In addition to the assessment of scientific progress, the review evaluates the budget, requirements for space, personnel, equipment and supplies, the relationship of the program to the total R&D activity of the medical center, and the role of the investigator at the medical center.  

d. The committee may accomplish local review by one or more of the following mechanisms:

(1) The R&D Committee may establish a Research Review Subcommittee.  Its members should be knowledgeable about the VA R&D program and the local facility's environment and it may use ad hoc experts as needed.  Its findings and recommendations are recorded and reported to the R&D Committee.

(2) The R&D Committee as a whole may evaluate research or development programs and proposals; This may be done by appointing a Committee member to address the proposal before the entire Committee.  A secondary reviewer may also be appointed, as appropriate.  

(3) Alternatively, the Committee may employ ad hoc consultants for this purpose.  Such consultants may be asked to submit written evaluations of the programs or, when appropriate and feasible, to present their recommendations to the committee in person.  R&D funds may be used to pay for the services of consultants who are not employed by the Federal Government.

e. Review should be completed in writing and provided to the Committee prior to, or at the meeting at which the proposal is being reviewed, and address the criteria as outlined in Attachment A.

2.  CONFLICT of INTEREST (COI)

a. The identification and management of potential and actual conflicts of interest in research are also a responsibility of the R&D Committee.  The committee is responsible for COI involving the institution, including the Medical Center management, the R&D Committee, and investigators.

b. COI is defined as “a situation in which a person, such as a public official, an employee, or a professional, has a private or personal interest sufficient to appear to influence the objective exercise of his or her official duties.” (Ethics and Conflict of Interest, Michael McDonald, www.ethics.ubc.ca/mcdonald/conflict.html)  

c. In the research arena, that may include any arrangement, situation or action that affects or is perceived to affect the design, review, implementation, conduct or reporting of research activities.  COI may exist when the interests or concerns of an interested party may be seen as competing with the interests or concerns of the Department of Veterans Affairs.

d. COI and R&D Committee members: R&D Committee members may not participate in the review of any project in which the member has a COI (financial or otherwise), except to provide information requested by the R&D Committee prior to R&D Committee deliberations.

e. R&D Committee members and reviewers shall identify any personal potential COI identified during the review process.  Reviewers and committee members shall evaluate potential areas of COI in reviewing research protocols.

f. The Committee for the Protection of Human Subjects, Dartmouth College, (IRB of record) evaluates potential COI issues for every project undergoing full committee review (See Content Requirements/CPHS Protocol 2001).

g. COI and IRB members:  No IRB member may participate in the review of any project in which the member has a conflict of interest (financial or otherwise), except to provide information requested by the IRB prior to IRB deliberations.  
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ATTACHMENT A

Summary of grant review for (name of PI):





Date of review:



Reviewer for R & D Committee (your name):




Title of Grant:

Type of Grant:

Description (summarized from the Abstract & Rationale).
Summarize in a short paragraph the scientific goals and objectives of the project.  This should be of sufficient depth to give someone a general understanding of the grant.
Critique. 
· State Hypothesis and whether it is clearly stated in the application.

· State Specific Aims (Key Questions or Objectives) and whether these will directly address the hypothesis.

· Work Accomplished-Comment on the investigator’s publication record and evidence of productivity within past grant period, if applicable.

· Scientific Approach-Summarize the experimental approach and whether it is logical and well described with sufficient controls. Does this grant utilize state of the art methodologies?

· State the medical significance of problem and whether it is clearly defined.

· Environment-including collaborators & consultants; letters of collaboration enclosed?

Budget & Budget Justification:
Acceptable / Comments

Human subjects protection:
Not applicable / Acceptable / Comment / Concern

Animal welfare:
Not applicable / Acceptable / Comment / Concern

Biohazards & Radioactive substances:
Acceptable / Unacceptable

Potential conflict of interest identified:

No / Yes -> Describe

Other comments/concerns:
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