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Protocol Committee Guideline Document 

The AARCC Protocol Committee will serve as a designated ad hoc advisory committee by action of the Board of Directors and will act within the following guidelines. Any questions regarding the appropriate role of the Protocol Committee should be clarified directly with the Board of Directors.

The AARCC Protocol Committee will serve the following purposes:

1) Review proposed research projects for scientific merit

2) Clarify authorship, collaborative relationships, how data will be shared for secondary analyses, and potential conflicts prior to starting a research project

3) Facilitate enhanced collaboration between AARCC members and with non-AARCC investigators

Research proposals will undergo equivalent review whether proposed by an AARCC member or non-member.   

For any proposed project, before data are collected the investigator(s) proposing the project will create a “Proposal Blueprint” document to describe the goals of the project, handling of data, and expected contribution of the participating centers/investigators.  This document, once submitted and approved by the investigators and Protocol Committee, will serve to guide future decisions regarding authorship and secondary uses of data including analysis, publications, and presentations.  If the Protocol Committee, upon review of the document, has significant concerns about its content these should be addressed prior to commencement of the study.  
The Proposal Blueprint should succinctly address each of the following topics (estimated 1-4 pages), if applicable:
· Specific research question(s) to be addressed

· Principal investigators (those proposing study)

· Basic study design

· Proposed collaborators (sites and individuals at each site that will participate in addition to primary investigators) including the expectations for site/investigator participation (e.g. enrollment of patients, analyze data, store samples etc.) 
· Acknowledgement of any relevant relationships/disclosures from investigators

· If the study is funded, expected reimbursement or support for investigators and/or sites

· Data housing/storage

· Expected timeline for completion, including analysis, presentation, and publication

· Guidelines for secondary data analysis (using the data collected for research questions other than those pre-specified) 

· Expected presentations/abstract publications from the work

· Proposed authors for each specific research question

The specific format will be directed by the Protocol Committee with approval of the Board. 

The Protocol Committee, with a role as specified and delegated by the Board, will review any proposal submitted within 4 weeks of submission, with an aim to respond within 2 weeks if feasible. Specific circumstances (e.g. grant deadlines) will be taken into account, to the extent possible.

Reviews will be performed by at least 2 members of the Protocol Committee, assigned by the Protocol Committee Chair (all Committee members and the Chair will be by appointment of the Board, or by other mechanism as directed by the Board), with a goal to complete the review within 10 days.  These reviews will be compiled by the Protocol Committee Chair to create a cohesive response and shared with the entire Committee via email and/or telephone conference. The Committee Chair will discuss the draft response with the President and Board of Directors (or solely with the President or other as delegated by the Board) for review and approval.  Based on the project, the Committee may suggest specific collaborators that would have interest or expertise and, if decided it would be appropriate for a given study to be an AARCC study, the project will be discussed with the entire AARCC membership. It is expected that the investigators will respond formally to the recommendations within 2 weeks, and before any further contact with AARCC members (other than the Protocol Committee). This is to facilitate clear communication. Any recommendations for specific collaborators or changes are simply suggestions, and it is left to the discretion of the investigator(s) how to handle the recommendations. Based on various considerations including the response to recommendations, the Protocol Committee will determine if the proposal warrants review by the Board and membership as an AARCC or AARCC-endorsed project.

Changes to a specific Proposal Blueprint document can be made after the project has begun or even after data collection has been completed.  Any changes should be discussed openly with all participating co-investigators and changes should be by consensus of all investigators unless another approach is specified in the initial submission. The Protocol Committee is available to serve in mediator role to help resolve any conflicts. Specific further analyses of secondary data do not require universal agreement, but a given investigator can decide not to allow their data (i.e. the specific data they provided) to be used unless otherwise specified in the initial document. Any such changes must, however be submitted to the Protocol Committee in a timely manner so that the information is available to all.  For example, additional proposed analyses or abstract submissions can be discussed and pursued with the approval of the group, including the principal investigator(s).  Changes should be discussed openly and formally noted in meeting notes. That is, when an investigator submits a proposal for Protocol Committee review and proceeds with a study with the approval of the Committee and AARCC, there is an implicit commitment to maintain close communication through the study and update the Committee or Board with any unanticipated changes or issues.  While the Protocol Committee has no role in punitive action when an investigator fails to adhere to such standards, each proposal and project is entered into with expectations of consummate collegiality and collaboration. Actions inconsistent with the highest standards of such collegiality and collaboration will be taken into account for a given investigator or group of investigators when future research collaboration is considered.

Decisions about a specific research proposal such as data handling, authorship, financial agreements, etc should be agreed upon and specified before embarking on the project.  

GENERAL CONSIDERATIONS:

ADVISORY ROLE: It should be highlighted that the Protocol Committee serves solely an advisory role, at the pleasure of the Board, with the task of reviewing initial proposals for research projects to enhance scientific quality, feasibility, efficiency, collaboration, productiveness and to minimize the potential for conflicts over authorship and data use. The Protocol Committee makes recommendations and facilitates proposing research projects, but the Board and AARCC membership will decide whether a given study will be defined as an AARCC study, and each investigator will make their own decision about whether to participate in a given project.  

COLLABORATION AND CONFLICTS: Sharing ideas with other investigators has overwhelming benefits, but also carries a degree of attendant risk.  Many investigators have similar ideas and disagreements about the origin of an idea are unavoidable.  Mutual trust, creativity and patience are critical to facilitate ongoing productive collaboration. The Protocol Committee will aim to avoid sharing any information about a given project private. If a similar proposal has been previously reviewed, this information will be considered and discussed with the appropriate parties. While the Committee commits fully to maintain the confidence of investigators and maintain the confidentiality of proposals to the extent reasonable to allow the above review, there will be situations where investigators feel the process has not been to their advantage (either those who propose a given project or those who feel they “had the idea first” but did not propose the idea formally).  The Committee will consider each situation on a case by case basis, but will aim to optimize the scientific rigor of any project and, when possible, work to find ways to mediate between parties and provide opportunities for all to pursue productive research within the context of a given proposal.   

Initial Protocol Committee: 

Jamil Aboulhosn, Paul Khairy, Alexander Opotowsky (Chair), Jennifer Ting, Ali Zaidi

