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SCHOOL OF PHARMACY

Research Review Policy

Continuing growth of the research activities of the faculty in the School of Pharmacy has necessitated a continuing evolution of our research policies.  In August of 1994, an Internal Scientific Review Committee was formed and a new policy was enacted for the purpose of enhancing the quality of submitted proposals and IRB protocols/consent forms and to ensure fiscal responsibility of the grants.  The policy states that:

All proposals for which a faculty member is the Principal or Co-Principal Investigator must be reviewed for scientific merit, quality and compliance with institutional policies and approved by the Department Chair (Pharmaceutical Sciences) prior to submission to any unit external to the School.  This includes funding agencies (e.g., government, industry, and private foundations) and the University of Pittsburgh Institutional Review Board.  

GOALS OF THE RESEARCH REVIEW PROCESS

The research review process is designed to provide investigators with the optimal competitive edge by enhancing the quality of research proposals and IRB protocols and by ensuring fiscal responsibility of grant applications.  This is accomplished by:  

1.
conducting reviews in a way that is helpful to investigators. 

2.
reviewing grants (working draft is acceptable) for scientific merit, including:



importance of the proposal, 



clarity of the hypothesis and specific aims, 



validity of study design and proposed data analysis, 



overall readability.

3.
reviewing budget and budget justification sections of research proposals and providing timely feedback to investigators to insure that:



the budget is appropriate for the work proposed,



the investigator has recouped as much of the indirect costs allowable by the funding agency.

4.
examining the impact of individual grants on Department resources, including faculty time.

5.
reviewing IRB proposals to assure their readability and conformity to IRB guidelines, conflict of interest policies and appropriateness of credentials/privileges.
6.
providing timely feedback to investigators.

INTERNAL SCIENTIFIC REVIEW COMMITTEE

The Scientific Review Committee is a School-wide committee that operates as a standing committee of the Department of Pharmaceutical Sciences. Committee membership includes faculty from each department.  However, by agreement of the Executive Committee, the Chair of the Department of Pharmaceutical Sciences serves as the administrative head for the Scientific Review Committee and consults with the Chair of Pharmacy and Therapeutics as necessary.  

Charges to the Committee
The School of Pharmacy Internal Scientific Review Committee is charged to direct the process of research review and to ensure timely feedback to investigators. 

Responsibilities of the Committee include: 

1.
Directing the review process by:



Ensuring that each proposal is sent out to appropriate people for review,


Ensuring that reviews are received and forwarded to the principal investigator in a timely fashion.

2.
Assisting investigators with addressing the concerns expressed in specific reviews.

3.
Making a recommendation to the Department Chair (Pharmaceutical Sciences) as to the final disposition of a proposal.

4.
Reviewing internal research policies, including the guidelines for the Internal Scientific Review Committee, at least annually, and making recommendations for change when necessary.

Committee Composition
The Committee is composed of a Chairperson, two other full time faculty members in the School, one from each Department, and the Research Administrator (all appointed by the Chair of the Department of Pharmaceutical Sciences).  Ex Officio members include a representative from the University Office of Research and the Chair of the Department of Pharmaceutical Sciences. 

REVIEW PROCESS

All proposals for which a faculty member is the Principal or Co-Principal Investigator must be reviewed for scientific merit, quality and compliance with institutional policies and approved by the Department Chair (Pharmaceutical Sciences) prior to submission to any unit external to the School.  This includes funding agencies (e.g., government, industry, and private foundations) and the University of Pittsburgh Institutional Review Board.  Proposals being submitted to the University of Pittsburgh Pharmacy Association need not undergo internal review prior to submission.  Note that all proposals are treated as privileged communication and that reviewers are required to acknowledge in writing that all materials contained in the review document are strictly confidential.  
Policies pertaining to specific categories of research proposals:

New IRB proposals

All new protocols must undergo scientific review and approval prior to submission to the IRB.  

Modifications of Approved IRB Protocols

Modifications to the specific aims and/or design of an approved research protocol must undergo a new round of scientific review and approval prior to submission to the IRB. Modifications that require a new round of scientific review include:


any change in the specific aims of the research,


changes in research methodology,


changes in procedure that are made for reasons of scientific merit.
Renewal of IRB Protocols

IRB renewal applications must have administrative approval, but need not undergo a new round of scientific review.  In these cases, the Department Chair and research administrator must be provided with the following items for administrative and budgetary review prior to submitting the proposal for IRB approval:


a single copy of the proposal with a completed budget,

a memo from the principal investigator stating that the proposal is being submitted to renew an existing IRB protocol and that no modifications have been made to the specific aims and/or design of the protocol that might affect the scientific merit of the project (see above).

New research grants

All new research grant applications must undergo scientific and administrative review and approval prior to submission to any external funding agency.

Competitive research grant renewals

All competitive renewal applications of research grants must undergo the same review and approval process as stated for new research grants (see above) prior to submission to any external funding agency.

Non-competitive research grant renewals

Non-competitive renewals of research grants need not undergo a new round of scientific review.  In these cases, the Department Chair and research administrator must be provided with a single copy of the proposal with a completed budget for administrative and budgetary review prior to submitting the proposal for external funding.

Research grant revisions/resubmissions

Research grant proposals which have been approved for submission, and which are subsequently revised in response to external reviews, are not required to undergo additional internal scientific review prior to resubmission.  In these cases, the Department Chair and research administrator must be provided with a single copy of the proposal with a completed budget for administrative and budgetary review prior to submitting the proposal for external funding

Instances where a research grant application is being submitted at the same time or following submission of a corresponding IRB proposal

All research grant proposals which fall into either of the following two categories must undergo an additional round of scientific and administrative review:


new and competitive renewal research grant proposals for which a research protocol has been reviewed and submitted to the IRB;


new and competitive renewal research grant proposals that are being prepared for simultaneous submission to an IRB as well as to an external funding agency.

In these cases, a draft of the research grant application must be provided for scientific review and approval prior to submission to any external funding agency.

Subaccounts – Instances where a Faculty member is co-investigator on a new or competitive renewal research grant application originating from a unit external to the School of Pharmacy

Co-investigators on new and competitive renewal research grant applications originating from a unit external to the School of Pharmacy must provide the following for administrative review prior to submission to any external funding agency.

· an abstract of the proposal,

· a brief description of the faculty member’s role on the project,

· completed budget pages outlining the faculty member's effort and expenses.

Submitting proposals for internal review
General Instructions

Three complete drafts of the proposal plus consent forms (when appropriate) should be submitted to the Research Administrator (Andrea Stofka). Note that proposals must be submitted so as to allow sufficient time for review (see below), but that proposals can continue to be modified after approval by the committee provided that such modifications do not entail changes to the specific aims and/or design of the research protocol.

Principal investigators are asked to provide a list of three recommended reviewers.  Note that reviewers need not be members of the School, but cannot be co-investigators (or otherwise invested) in the proposal. The Committee Chair will make a final determination as to who will receive the proposal for review.  This determination will be based on the topic of the proposal, the ultimate source of funding/approval (e.g. NIH, IRB, etc...), and the ability for individual reviewers to provide a timely response.

IRB proposals (both new and revised)

Drafts of the proposal plus consent forms (when appropriate) should be submitted to the Research Administrator (Andrea Stofka) a minimum of one week prior to the submission deadline.  The format of the proposal should conform to IRB guidelines and include a completed IRB cover page.  

Subaccounts

An abstract of the proposal, a brief description of the faculty member’s role on the project, and appropriate budget pages should be submitted to the Research Administrator (Andrea Stofka) a minimum of one week prior to the submission deadline.

Research Grants (originating from the School of Pharmacy)

Drafts of the proposal should be submitted to the Research Administrator (Andrea Stofka) a minimum of three weeks prior to the submission deadline. The format of the proposal should conform to whatever format is required by the external funding agency.  

Budgets

Budget pages need not be submitted for scientific review; however, completed budget pages must be submitted to the Research Administrator at least 2 weeks prior to submission to any external funding agency.  Budgets will be reviewed by the Research Administrator, the Office of Research (when appropriate), and the Department Chair(s) to ensure that appropriate indirect cost rates, salary offset, fringe benefit offset, and staff compensation have been included.

Investigators should note that University policy makes the pursuit of grants that do not pay full indirect costs an expensive proposition for the School/Department; grants that do not pay overhead, or the full overhead rate essentially lose money.  The principal investigator must therefore propose a mechanism for funding those costs for any grant that does not provide the full overhead amount.  Likewise, salary offset is not only desirable, it is essential for maintaining the integrity of our educational and patient-care missions while allowing the research programs to grow.  It is expected, therefore, that all proposals being submitted to an external funding agency will include salary offset funds for the department investigators and staff when possible.

Reviews

It is expected that the initial round of reviews will be completed and forwarded to the principal investigator within one week of submission.  Each reviewer will rate the proposal as either:

1.
Acceptable as is.

2.
Acceptable with revisions - no resubmission required.

3.
Not acceptable - resubmission required.

Only grants of high quality will be approved.  Studies approved will be those that: 


are well written,

address important questions,


use good experimental, quasi-experimental or qualitative designs and appropriate statistics.

Proposals which are deemed ‘not acceptable’ by a reviewer will need to be revised and re-reviewed (preferably by the same reviewer) prior to approval.  Investigators are encouraged to communicate directly with the reviewers regarding specific comments and concerns.  Along with submission of the revised proposal, a summary of modifications to the proposal should be included to assist both the reviewer and the Committee in providing a timely re-review.  In the event that agreement between the principal investigator and reviewer cannot be reached, the Scientific Review Committee will review the concerns and work with the investigator to achieve a resolution.

Proposals that are deemed acceptable with revision need not be resubmitted; however, the principal investigator must provide a memo to the Committee Chair and Research Administrator stating that revisions have been made in accordance with the reviewers’ comments and outlining any major changes to the proposal.  

Approval
When a proposal has been deemed acceptable, the Committee will forward a letter to the Department Chair stating that the proposal has been deemed acceptable for submission.  Note that only grants approved by the School’s Scientific Review Committee will be:


signed by the Department Chair and the Dean, and therefore, by the Office of Research, or


reviewed by the Institutional Review Board.

The Department Chair has final authority for approval/disapproval of research proposals at the Department level.

Notification


Upon approval of the research proposal, the principal investigator will receive a notice of approval signed by the Department Chair and the Chair of the Scientific Review Committee stating that the proposal has been reviewed and deemed acceptable for submission.

Records
Copies of the review summary sheets, communications from principal investigators, and the final approval letter will be kept on file by the Research Administrator.

_


