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Put Patients First in the Economic Stimulus Package
Compar ative Effectiveness Research Needs “ Real Word” Testing

As Congress gets ready to vote on the American Recovery and Reinvestment Act of 2009, the
National Health Council (NHC) warns that the legidation offers few safeguards in the proposed
comparative effectiveness research section to ensure a patient- focused package.

Included in the legidation being considered by both the House and the Senate is $1.1 billion for
comparative effectiveness research, which would evaluate the impact of different treatment
options for a given medical condition.

NHC President Myrl Weinbergwrote in aletter to House and Senate Appropriations
Committees, that “the comparative effectiveness research provisions. . .fail to take into account
the individual circumstances of patients undergoing treatment or include patients as meaningful
stakeholders in the governance of this new, significant federa investment.” Her statement
follows:

On behalf of the more than 100 million Americans living with chronic diseases and
disahilities, the National Health Council (NHC) takes this opportunity to thank you for
your commitment to improving health care in this country. NHC is encouraged and
excited about the opportunities to foster a more effective, safe, efficient and affordable
health care system. These efforts must be focused on the needs of individual patients.

NHC is concerned about the potential impact of comparative effectiveness research on
patients as currently described in the American Recovery and Reinvestment Act of 2009.
Proposed spending in both the U.S. House and Senate stimulus packages includes $1.1
billion for comparative effectiveness research with broad and largely undefined authority.
The current proposed legidlation offers few safeguards to ensure a patient- focus or
stakeholder inclusion. We urge members of Congress to consider 1) the true definition of
evidence-based medicine and 2) previous comparative effectiveness research policy
proposals outlined by the health care community.
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The principles of evidence-based medicine can help guide comparative effectiveness
research policy to be more patient-focused. Evidence-based medicine means integrating
individual clinical expertise, the best evidence, and individual patients predicaments,
rights, and preferences to make health care decisions. As currently written, the
comparative effectiveness research provisions in the stimulus package fail to take into
account the individual circumstances of patients undergoing treatment or include patients
as meaningful stakeholders in the governance of this new, significant federal investment.

Since Gail Wilensky’ s seminal Health Affairs article in 2006, which called for the
creation of a comparative effectiveness research entity, Congress has introduced
legidlation and several health care stakeholders have drafted proposals to significantly
increase the nation’ s investment in comparative effectiveness research. Health care
stakeholders have spent significant time and effort to ensure that comparative
effectiveness research proposals consider general principles like transparency, scientific
credibility, political independence, and stakeholder engagement. NHC has evaluated
many of these proposals and recognized a need to move beyond general principles.

Mission/Objective: NHC believesthat the mission and objective of the

compar ative effectiveness resear ch investment needsto be clearly articulated in
a manner that is patient-focused. Legidation must improve health care delivery to
benefit both individual patients and society by recognizing and incorporating unique
patients preferences and balancing them with the needsof society. Ascurrently
formulated, the comparative effectiveness research provisions in the stimulus package
do not create a mandate for developing information to improve individua patient
decision making.

Structure/Gover nance: Ensure that patients have a meaningful voice equivalent
to other stakeholders on the new Federal Coordinating Council for Compar ative
Effectiveness Resear ch. Unlike previous comparative effectiveness research policy
proposals, including the Comparative Effectiveness Research Act of 2008 (S. 3408),
the current legislation does not allow patients to explicitly contribute to the
governance body, the Federal Coordinating Council. NHC believes that patients need
to be an explicit part of the governance body. In addition, to foster transparency, the
Federal Coordinating Council must create a process that includes all stakeholders,
including patients, to define methodological standards for conducting comparative
effectiveness researchand evaluating evidence. The creation of standards will help to
create buy-in and foster transparency among the public.
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Scope/Type of Resear ch: Focus the research agenda on a range of treatments
and health care delivery issues. By relying on existing programs at the Agency for
Healthcare Research and Quality (AHRQ) and the National Institutes of Health
(NIH), and by leaving the determination of research priorities to the Federal
Coordinating Council, there are not assurances that the research agenda will address
individual patients' preferencesin all research. The provisionsin the act must be
modified to state that the comparative effectiveness research agenda includes health
care delivery issues, such as the organization, design, and management of patient
care. This research agenda also should utilize a variety of methodologies to conduct
“real world” research, including clinical trials, observational studies, and systematic
reviews. If economic analyses are conducted, they must be designed in away to

include individual patients predicaments, rights, and preferences.

Use of Research: Compar ative effectiveness resear ch results must not drive de
facto coverage or reimbursement recommendations until they are evaluated in
“real world’ settings to determine their impact on individuals and various
subpopulations. Additionally, al stakeholders, including patients, must be involved
in disseminating comparative effectiveness research findings. The current research
provisions provide little detail on this point. We believe that patients and other
stakeholders have vital experiences that should be considered and that a process and
committee to oversee the dissemination of evidence must be defined.

We appreciate the efforts of Congress to improve the efficiency and quality of health care
through comparative effectiveness research. We are anxious to work with you and your
colleagues to finalize this legidlation.

The National Health Council (NHC) is the only organization of its kind that brings together all
segments of the health care community to provide a united voice for the more than 100 million
people with chronic diseases and disabilities and their family caregivers. Made up of
approximately 115 national health-related organizations, its core membership includes 50 of the
nation’s leading patient advocacy groups. Other members include professional and member ship
associations, nonprofit organizations with an interest in health, and major pharmaceutical,
medical device, and biotechnology companies



