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The Role of Peer Review in HSR&D





The Investigator-Initiated Research (IIR) program of VA’s Health Services Research and Development Service (HSR&D) is based on a system of rigorous peer review. Each application is evaluated for scientific and technical merit by a multidisciplinary group of experts, from inside and outside VA, who constitute the Scientific Review and Evaluation Board (SREB). The recommendation of the review group regarding approval or disapproval, the score they assign to approved projects, and their specific comments guide the decisions of VA research administrators regarding which projects to fund. 





The peer review process is also the foundation for effective communication with applicants for HSR&D research support.  Reviewers’ assessments and suggestions are communicated to applicants to help them understand the committee’s recommendation, to improve already strong projects, and to assist applicants who may wish to revise and resubmit their application. 





Review Process





IIR applications are reviewed by the HSR&D SREB twice each year, in January and June, and occasionally by an ad hoc subcommittee of the SREB at other times.  The Board has 15 members, each of whom serves a two-year, renewable term.  Prior to the review meeting, each application is assigned to members with appropriate expertise, with one member designated as the primary reviewer and two or three members designated as secondary reviewers.  When necessary, a collateral reviewer (who serves as an ad hoc member of SREB) is also assigned.  Four to eight weeks prior to the scheduled meeting, reviewer assignments and applications are sent to all reviewers.  SREB members should expect to participate in the discussion of every application, whether or not it is specifically assigned to them.  





Upon receipt, reviewers should peruse applications promptly to identify any conflicts-of-interest (e.g., applicant and reviewer are from the same institution).  Any conflict should be promptly reported to the Review Program Manager (see last page), who will revise assignments as necessary.





Also contact the Review Program Manager promptly in the case of any questions that might substantively affect the review (e.g., need for some historical or other information).  The Review Program Manager will provide the requested information to all primary and secondary reviewers. 





Written Reviews





Reviewers are expected to prepare a written critique of each application for which they are designated as primary or secondary reviewer.  These critiques are the starting point for face-to-face discussion by the entire SREB.  The critiques, along with staff notes taken at the meeting, are used by HSR&D in the preparation of summary statements.  Please note that all individual critiques (with reviewer identifying information removed), are distributed to the applicant along with the summary statement.  








Each written review should contain the following components:





  1.  Description





Primary reviewers should prepare a succinct, but comprehensive description of the proposed research project, without evaluative comments.  The description should identify the investigator and location of the study and should summarize the proposed project in terms of its purpose, scientific approach, expected product or findings, population addressed, total budget and FTEE requirements. The description need not address other aspects of the research (e.g., specific budget items) unless they are essential to a clear description.  Secondary reviewers, while not required to prepare a comprehensive description, should provide a brief summary that provides a context for their Critique.





  2.  Critique





In the Critique, the primary and secondary reviewers should discuss both the strengths and weaknesses of the application, making a concerted effort to state any criticisms in a constructive way. 





The written Critique should address each of the following:





Significance and Originality:  Reviewers should assess the scientific significance, theoretical foundation, and originality of the proposed research as reflected in the applicant’s understanding and appreciation of prior work (e.g., thoroughness and currency of literature review) and its relationship to the proposed research.  In the background section and/or the literature review, the applicant should cite relevant prior work (by self and others) or other information (e.g., pilot data) that helps to establish the scientific significance of the proposed work. 





Methods:   All reviewers should provide specific comments as well as a summary assessment of the strengths and weaknesses of the research design and methods proposed. These comments should be detailed and clearly explained (this section often constitutes the main part of the Critique).  





The particular issues deserving critical comment will vary depending on the study design.  For example, in a clinical trial, randomization procedures and ability to maintain control, as well as issues related to recruitment and retention of subjects are critical; in a retrospective analysis, the adequacy of available data is key.  Listed below are some of the methodological issues that reviewers should address, as applicable to the particular project:





Specificity and testability of the hypotheses or research questions


Explicitness of the underlying model


Appropriateness of population and sample, sampling plan, inclusion/ exclusion criteria


Accuracy of power analysis and adequacy of statistical power 


Adequacy of comparison or control group(s)


Inclusiveness of key variables (independent, intervening, and dependent) and specificity regarding their measurement 


Appropriateness of data analysis plan, including specific statistical techniques


Attention to issues of validity and reliability of data


Recognition/appreciation of difficult methodological issues that may arise (e.g., confounding variables, recruitment and retention issues, crossovers, Hawthorne effect, psychometric issues)





Data:  For primary data, reviewers should consider the adequacy of the proposed data collection instrument(s) or the plan for developing and testing new instruments, as well as the feasibility and appropriateness of data collection procedures.  Regarding secondary data, issues include the appropriateness, availability, and completeness of data for the purposes of the study.  Reviewers may also address the applicant's familiarity with proposed databases and awareness of idiosyncrasies and limitations of the data.  For all data: reliability, validity, and adequacy of quality control procedures are important issues.  Reviewers’ comments addressing the strengths and weaknesses of the proposed data should be specific.





Organization and Management of the Project:   Reviewers should consider the distribution of roles and responsibilities across project staff, justification of FTEE allocations for each project year, plans for coordinating project participants or sites, reasonableness of the timeline showing important benchmarks and products, and general feasibility of the management plan.	





Investigator Qualifications:  Primary reviewers are to provide a brief description of each investigator and each major consultant, including their professional credentials, institutional position, role in the project, expertise (especially as reflected in publications), and relevant experience.  All reviewers are to assess the combined strength of project staff in relation to the objectives of the project and determine whether all needed skills or competencies are represented.  





Human Subjects:   All applications must indicate if human subjects are involved and the extent to which the study may place human subjects at risk.  Adequacy of provisions to minimize risk, to protect study participants’ anonymity and the confidentiality of their records or responses, to provide for informed consent, and to minimize respondent burden are important issues for reviewers to consider.  Also, the application should include documentation of approval by the Subcommittee on Human Studies of the VA facility's R&D Committee.  (The institutional review boards of any additional participating facilities must approve the proposed study prior to a funding award.)





Inclusion of Women and Minorities:  VA policy states that VA-supported research projects “will include minorities and women in their study population whenever possible and scientifically desirable”. If women or minorities are excluded or inadequately represented, an exception must be approved by the Chief Research and Development Officer, or designee.  R&D committees and human studies subcommittees are to review all proposals for compliance with this policy.  Scientific reviewers should comment on the adequacy of the plan to include women and minorities or the justification for an exception.





Facilities and Resources:  The application should describe clearly the adequacy of facilities and resources available for conducting the proposed study (e.g., support from the applicant's VA facility, support from other study sites).  It should include documentation of any agreements with consultants or commitment of non-VA resources to the study.  Reviewers should comment on the adequacy of facilities and resources.





Budget (including FTEEs):  Project budgets should be realistic and appropriate to the proposed work, neither too large nor too small.  Reviewers should describe and assess the reasonableness of costs allocated to personnel and to other major budget categories.  The assessment should focus particularly on any items that appear to be outliers, line items that change markedly from one year to another, identical total annual requests, large amounts for equipment or travel, and large subcontracts.  In the case of large subcontracts, reviewers should address the appropriateness and specificity of the plan.  Also consider whether there is sufficient justification for involving highly specialized- or super-graded personnel when more junior personnel might be appropriate.  Note that VA research funds cannot be used to cover the costs of patient care except in very special circumstances.





Importance and Impact:  Each reviewer should provide an assessment of the importance of the problem that the proposed research would address and how a solution to this problem would affect health care delivery and outcomes in VA and beyond.  This section differs from the Significance and Originality section of the Critique in that here the focus is on the problem rather than the project.  In addressing importance and impact, reviewers should consider the proposed study’s importance in “the big picture.”





Contribution to the Veterans Health Administration:  Applicants are expected to explain how the results of the proposed research will contribute to the effectiveness and efficiency of health care in VA or the health of eligible veterans.  They also should discuss mechanisms for translating the research findings into practice. While every reviewer may not be fully familiar with VA programs and policies, all reviewers should assess the cogency of the applicant’s argument that the proposed research will make a positive difference in the delivery, management, or outcomes of VA health services.





  3. Recommendation:  





On a separate sheet of paper, each primary and secondary reviewer should briefly summarize their conclusions regarding the major strengths and weaknesses of the study and make a recommendation regarding approval, approval with modifications, disapproval, or deferral, as described below.





Approval.  Indicates approval of the research plan, with the time and budget requested.  In other words, the investigator can carry out the research as proposed.  All projects that are approved by vote of the SREB are assigned a priority score from 1.0 (best) to 5.0 (worst).  Reviewers should not score projects prior to the meeting. 





Approval with Modification(s).  Indicates that the project can be carried out with only minor changes, (i.e., changes that can be accomplished easily), in the scientific design, implementation plan, or administrative aspects.  Recommended modifications must be specific and should not represent significant changes in the study design.  (Applications requiring one or more major changes should be disapproved.) In recommending “approval with modifications,” reviewers should also indicate whether final review of the investigator’s response to requested modifications should be done by HSR&D administrative staff, the SREB, or a subcommittee of SREB.





Disapproval.  Indicates one or more of the following:  (1) the research plan has a "fatal flaw," such as an error in the scientific design that seriously threatens the validity of the findings; (2) the cumulative effect of several non-fatal flaws is likely to lead to invalid or inconclusive findings, (3) the potential contribution to scientific knowledge is very limited; or (4) proposed procedures are unethical, hazardous or infeasible.


As a rule, applications with multiple deficiencies, that would receive a poor priority score should be disapproved. 





Deferral.  Indicates that additional information and/or clarification from the investigator(s) is needed before a decision to approve or to disapprove can be reached.  As a Committee, reviewers may request information or answers to specific questions.  Deferral should not be recommended when the research plan needs some kind of modification.








4. When, Where and How to Submit Reviews





Reviewers are asked to submit completed reviews prior to the scheduled Scientific Review and Evaluation Board meeting.  





Electronic submission, especially via e-mail or on disk (in Word or WordPerfect), is preferred.  Each review should be prepared as a separate e-mail message or separate document, using the following naming convention:  IIR project number.reviewer’s initials, e.g., IIR-970251.JQP.  If using e-mail, please send the critique in the body of the message, not as an e-mail attachment.





If electronic submission is not possible, please type each review on a separate Summary Evaluation Form, and mail or FAX to: 





E. William Judy, M.H.S.A.


Review Program Manager


Health Services Research and Development Service (124F)


810 Vermont Avenue, N.W.


Washington, D.C. 20420





Phone:  202.273.8254


			e-mail:  william.judy@mail.va.gov


			FAX:  202.273.9007
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