ALLIANCE OF COMPARATIVE EFFECTIVENESS STAKEHOLDERS

Delivered Via Electronic Mail

May 15, 2009

The Honorable Max Baucus

Chairman, Senate Finance Committee

219 Dirksen Senate Office Building

Washington, DC 20510

The Honorable Charles Grassley

Ranking Member, Senate Finance Committee

135 Hart Senate Office Building

Washington, DC 20510


Re:    Comments to the Senate Finance Committee regarding the policy options paper, “Transforming the Health Care Delivery System: Proposals to Improve Patient Care and Reduce Health Care Costs”

Dear Chairman Baucus and Ranking Member Grassley:

The undersigned members of the Alliance of Comparative Effectiveness Stakeholders (ACES) appreciate the opportunity to share these comments regarding the Senate Finance Committee’s recent policy options paper, “Transforming the Health Care Delivery System: Proposals to Improve Patient Care and Reduce Health Care Costs” (“options paper”).  We applaud the Committee’s efforts and your leadership in seeking to strengthen the nation’s health care system.

As the Finance Committee has recognized, comparative effectiveness research (CER) holds promise as a tool to help improve health care quality and to reduce system costs.  At the same time, we believe it is critical for Congress to proceed judiciously in structuring and implementing any CER initiative to avoid unintended consequences that would limit patient access, impede physician practice, or stifle health care innovation.

ACES is a coalition of patients, providers, family caregivers and their partners in patient care that seeks to ensure a strong voice for patients in the debate on CER.  Through education, information-sharing, and coordination with other CER coalitions and advocacy groups, ACES aims to preserve access to care, support formal stakeholder involvement in CER, and assure data and methods used in CER reflect the perspectives of patients, physicians and other impacted stakeholders.

As ACES members work to identify priorities for CER, the coalition has adopted the following principles:

· An effective CER initiative requires policy-makers to act upon feedback provided via a continuing dialogue with stakeholders, including patient advocates, family caregivers, physicians, providers, supplies and manufacturers.
· Transparency of decision-making and broad stakeholder participation and input must be ensured. 
· Cost containment cannot be the primary focus of CER. 
· CER must not limit patients’ access to necessary treatments. 
· CER must not restrict the practice of medicine. 
· CER must recognize and encourage new innovations in patient care. 
· An effective CER initiative must be structured to meet the needs of an increasingly diverse patient population. 
ACES appreciates the significant challenges the Finance Committee faces in strengthening the health care delivery system, expanding health coverage and ensuring the fiscal integrity of federal health programs.  We want to ensure that policy-makers have all the tools and information necessary to achieve these objectives while protecting patients’ access to life-saving treatments. 

To that end, we respectfully request the Finance Committee’s consideration of the following recommendations regarding specific CER-related provisions of the options paper.

· Ensuring Credible and Objective Research:  CER must not negatively impact populations where a lack of scientific data currently exists.  To be truly effective, CER must include research on at-risk and under-served populations, individuals with disabilities and the chronically ill.  These populations are not reflected in many research efforts or clinical trials, resulting in serious data gaps, and basing important medical decisions on evidence that excludes these populations would be detrimental to their health.  The options paper defines certain avenues for stakeholder recommendations, but it stops short of guaranteeing applicability of data to emerging populations.  For CER to be relevant, appropriate representation of all patient populations must be assured.

· Transparency and Public Input:  An expanded CER initiative must include a formal structure to ensure broad public input and transparent decision-making, including direct participation by private-sector patient advocates, family caregivers, physicians, providers, suppliers and manufacturers.  Transparency is a critical component to “doing it right,” and Congress should adopt specific provisions to require CER activities to be publicly vetted with a meaningful opportunity for stakeholders to participate fully in these important discussions.

· Patient Safeguards:  Strong patient safeguards are essential for any CER initiative, including patient-centered research with careful consideration of implications for different patient populations.  While the options paper indicates the need for limits on the use of CER findings, we urge you to specifically bar this research from being used to make coverage decisions by Medicare, Medicaid or any other public program.  The options paper suggests that a public, transparent comment process would prevent the federal government from creating a “fast track” process for use of CER findings in coverage or reimbursement determinations.  However, any process that creates an avenue to apply CER to coverage or payment decisions is a slippery slope leading to restrictions on patient access and physician practice.  Instead, CER must focus on the development of appropriate clinical evidence to inform and improve decision-making by physicians and patients.

As the Finance Committee considers ways to strengthen Medicare, Medicaid and our nation’s health care system, members of the ACES coalition look forward to working with you.  Thank you for considering our views, and please do not hesitate to contact Lu Zawistowich (lzawistowich@pattonboggs.com; 202-457-6000) if you have any questions or would like additional information.

Sincerely,

	· Alzheimer's Foundation of America
	· American Medical Rehabilitation Providers Association

	· Eli Lilly & Company
	· Amgen

	· Medical Device Manufacturers Association
	· Men's Health Network

	· Millennium Pharmaceuticals
	· National Alliance for Caregiving

	· National Council for Community Behavioral Healthcare
	· National Hispanic Medical Association

	· National Minority Quality Forum
	· Sepracor, Inc.

	· Treatment Effectiveness Now Project
	


Undersigned members of the ACES coalition 
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