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CER Coalition for the Integrity of Science

Outline of Comparative Effectiveness Research Proposal
Comparative Effectiveness Research (CER) is a branch of biomedical scientific research that exists to provide patients and physicians with the best available information for making clinical decisions about what treatment or intervention is most effective for that patient.  There have been several iterations of CER proposed in the pending health insurance reform bills, and there are currently structures within both AHRQ and NIH for the review, funding, and conduct of such research.  This proposal attempts to gather the best of each of these constructs and meld them into a coherent, independent, patient-centered entity that will improve health care through evidence-based practices.  This entity is intended to obtain external input for prioritization of areas for research focus, and to build upon the well-established structures, procedures, and expertise at the federal research agencies.
The legislation should create an Advisory Committee (AC) composed of a mix of people from the public and private sectors that would identify CER priorities.  The AC would be free-standing (outside of government) but its membership would be subject to strict conflict of interest rules.

A CER Administration for the coordination and leadership of CER would be created within HHS to provide national leadership and transparency in the conduct of CER and to carry out research consistent with the priority recommendations of the AC.  The entity would be directed by an Administrator who would be responsible for the distribution of funds and public communication about the results of CER.  By statute, the Administrator could distribute funds to AHRQ, NIH, FDA, and CDC only in the form of targeted as well as investigator-initiated research, as will best meet the priority objectives.  A percentage of the funds directed to research will be also used for projects and priorities considered by the Director to best further the goals of CER and the health of the nation.
The CER Administration would convene expert panels to further focus research after the AC recommendations and would advise the Administrator concerning amounts to be transferred to the other government entities based on scientific need and consistent with the AC’s priorities.  The actual awarding of funds for specific grants would be determined through the peer-review structure of the agencies (i.e. NIH, AHRQ) that receive the funds.

The legislation should include the requirement that the individual characteristics of patients, including their genetic make-up, racial, ethnic, and gender differences, where appropriate, be included in research funded through this Administration.
The source of the CER Administration’s funds would be based on the approach taken in both the Senate Finance Committee and House Ways and Means Committee constructs and would not be subject to annual appropriations.

