Statement for the Record
of the
Hearing of the
House Ways and Means Committee
Subcommittee on Health
on
“Strategies to Increase Research and Information on Comparative
Clinical Effectiveness"

Testimony of the American College of Physicians
June 12, 2007

I am David C. Dale, MD, FACP, President of the American College of Physicians and
professor of medicine at the University of Washington. The 123,000 internal medicine
physicians and medical student members of the American College of Physicians
congratulate Chairman Stark and the members of the House Ways and Means
Subcommittee on Health for convening today’s hearing on “Strategies to Increase
Research and Information on Comparative Clinical Effectiveness.” The College strongly
supports Congressional efforts to provide Medicare and all stakeholders within the
healthcare community with improved access to information about the relative
strengths and weaknesses of various clinical products, procedures and services
based on the best available evidence of clinical effectiveness.

The members of this Subcommittee are well aware of the significant problems that
characterize our current healthcare system:

e the unsustainable growth in healthcare costs that affect both payers and
beneficiaries’;

e the presence of significant quality gaps particularly when compared to other
industrialized nations that spend much less on healthcare?;

e the presence of significant variation in healthcare costs throughout this country
without any evidence that increased costs result in improved care®.

As stewards of the Medicare Trust Fund and the largest payer of healthcare services in
the country, it is Congress’ responsibility to address these problems and help ensure that
our taxpayer funds are being used effectively to provide high quality care and achieve the
best possible patient outcomes. The increased production and availability to payers,
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providers and beneficiaries of methodologically sound information from a trusted source
on the effectiveness of alternative treatments would be a good step towards improving the
value obtained from healthcare dollars spent.

The Public Need for Comparative Clinical Effectiveness Research

From the perspective of the practicing physician, the increased availability of sound
comparative effectiveness data has direct clinical usefulness. Each day in the privacy of
the examination room, patients are treated for conditions that have multiple treatment
options. Here we are talking about treating a common condition like intermittent
heartburn, to the more serious chronic conditions of high blood pressure or diabetes, to
the more immediate life and death issues of to having to choose the best approach to treat
diagnosed breast or prostate cancer. The availability of valid, comparative effectiveness
data supplemented by the physician’s clinical experience and professional knowledge,
helps ensure that an effective treatment choice is made—one that meets the unique needs
and preferences of the patient.

The College has a long history of supporting evidenced based practice, and since 1981
has been developing evidenced-based clinical treatment guidelines through its Clinical
Efficacy Assessment Program. In fact, | was part of the original panel of experts of this
program and am currently Editor-in-Chief of “ACP Medicine,” a continually updated,
evidence-based reference of internal medicine published by the College. My own patient
care experiences, as well as the College’s experience in producing evidence-based
analyses, supports the need for an objective, evidence-based and refereed source of
information from a “trusted entity” to compare the effectiveness of alternative healthcare
services.

The United States currently does not have a systemic means of producing comparative
information on the relative effectiveness of drugs, durable equipment, therapies and
procedures. The limited amount of comparative effectiveness data that is produced is
done piece-meal, with little or no prioritization relative to the benefits it would provide to
individual patients and the general population, little coordination or harmonization of
clinical efficacy efforts, and uneven methodological standards for evaluating clinical
efficacy and reporting the results to clinicians and patients. Often, evaluations are made
on a “single therapy” basis without comparing such therapies to alternative treatments.
The Federal Drug Administration assesses the safety and effectiveness of drugs, and to a
less extent medical equipment, but the research it considers generally compares
performance to no treatment (placebo) conditions, rather than to alternative products
already in the market place. The National Institutes of Health (NIH) is this country’s
largest sponsor of clinical trials that compare alternative treatments, but funds for these
studies represent only a small amount of their budget. The Agency for Healthcare
Research and Quality (AHRQ) through Section 1031 of the Medicare Modernization Act
(MMA) was authorized by Congress in 2003 to conduct and support research with a
focus on outcomes, comparative clinical effectiveness, and appropriateness of
pharmaceuticals, devices, and health care services. | will discuss more about this effort
later in my testimony.



Private sector entities including pharmaceutical companies, pharmaceutical benefit
managers, health plans and large provider groups also produce some comparative
effectiveness data, but the details of these studies are often not transparent, access to this
data is limited due to its proprietary nature, and there is evidence questioning the
objectivity of some of these findings.*

This hodge-podge of comparative effectiveness efforts is in marked contrast to the
activities conducted in a number of other countries, including Canada, Great Britain,
Germany an Australia. Perhaps most recognized of these efforts is the National Institute
for Health and Clinical Excellence (NICE) program in Great Britain®, which serves as a
model of a coordinated, prioritized comparative effectiveness program designed to
promote trust in its finding through transparency in its proceedings and strong
stakeholder involvement at all levels of the process.

The College recommends that the Congress take efforts, including allocation of
secure and sustained funding, to develop or support a trusted entity that
systematically develops evidence on the relative effectiveness of various alternative
healthcare services.

While the College currently has no formal position on the structure of this entity (i.e.
public, private or public-private), it believes that this entity should have the following
characteristics:

e it should be an unbiased independent entity protected from both governmental and
private sector influence to encourage trust in its findings.

e its proceedings should be transparent.

e it should involve stakeholders, including payers, providers and beneficiaries, at
all levels of the evidence development process.

e it should have a prioritization process, informed by input from the stakeholder
groups, that ensures that the comparative effective evidence developed will have
the greatest impact in improving the quality and efficiency of care provided.

e it should support the development of all levels of evidence including formal
review and synthesis of evidence already available in the clinical literature and the
initiation of new research in priority areas where such evidence does not already
exist.

e it should have established processes that ensures that the comparative
effectiveness findings developed are accessible in a comprehensive form to all
stake holders and reported in a manner that is useful for clinicians and patients.
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The entity that currently best matches this list of characteristics is the AHRQ. Through its
Effective Health Initiative, this agency has established itself as a trusted source of
comparative effectiveness data. Since its recent implementation, it has produced seven
comparative effectiveness research reviews, it is in the process of developing at least six
others and has initiated at least 14 new research projects. It has also made a substantial
effort to ensure that their findings are accessible to consumers, providers and policy
makers in a meaningful form. The College commends the efforts of the AHRQ and has
recently urged Congress to increase its level of funding in a joint letter signed by the
American Medical Association and over 80 other medical organizations®.

If AHRQ is to continue to be the “trusted entity” to conduct effectiveness research,
then it needs to be assured of sufficient and sustained funding to support its
activities and be protected from the normal political influences that arise through
the annual appropriations process. If Congress chooses to create a new entity rather
than facilitate increased funding of the AHRQ to advance the development of cost
effectiveness evidence, it should use lessons learned from AHRQ in developing this new
entity and assure that the new entity is funded in a way that will protect it from political
influences that may arise through appropriations.

Use of Comparative Effectiveness in Benefit Design Decisions

The College is also aware of suggestions concerning the potential use of this data by
Medicare’ (and other payers) to redesign their healthcare benefits by basing
reimbursement and/or patient cost-sharing on the comparative evidence developed by the
proposed entity. For example, those procedures that prove generally more effective could
receive higher reimbursement and/or require a lower beneficiary co-payment. The
College, although recognizing potential savings obtainable through this approach,
recommends that Congress walk down the path of using comparative effectiveness
data in the Medicare benefit design slowly and cautiously. It will take time for
clinicians and patients to develop trust and have confidence in the evidenced produced
from any new comparative effectiveness evidence producing entity. In addition,
procedures will need to be developed to ensure that the unique needs of each patient can
be recognized, and that clinical decisions are based upon what is best for this patient,
rather than the economic incentives promoted by the benefit design.

The appropriateness of including “cost effectiveness” as an explicit element in
comparative effectiveness research is complex and controversial. Cost means different
things to different people: aggregate costs to a payers of services (Medicare), the
economy (societal costs), the individual (in the form of out of pocket expenses, health
care premiums, or individual tax payments to support public programs), or clinicians
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(whose professional value system often puts primacy of the individual patient’s needs and
preferences over societal costs) are very different from each other and will result in
different value judgments. How the relative costs of a treatment and procedure should
be weighted against the evidence of clinical effectiveness will involve value judgments
that need to be made in an open, transparent, and methodologically sound basis that takes
into account the different values that each stakeholder brings to the table. For these
reasons, the College suggests that federally-funded comparative effectiveness
research should, at least in its early stages, focus on relative clinical efficacy rather
than cost-effectiveness. At the same time, however, we support further discussion of
how cost-effectiveness comparisons might be introduced into the evaluation process
at a later stage and used, at least in part, to influence benefit design by Medicare
and other programs.

Comparative Clinical Effectiveness Research and Shared Decision-Making

The greatest initial value of developed comparative effectiveness data at this time is
to help answer the question of what works best for whom and the use of this
information in providing effective patient-centered treatment. Comparative
effectiveness research from a trusted entity will enable physicians and patients to engage
in informed and shared decision-making on the most desired and effective treatment
alternatives for that individual patient. Such shared decision-making is a key element of
the Patient-Centered Medical Home (PCMH). This care model--supported by the
330,000 primary care physicians represented by the American Academy of Family
Physicians, the American Academy of Pediatrics, the American Osteopathic Association
and the American College of Physicians and a coalition of large employers and consumer
organizations--would ensure that treatment decisions informed by comparative effective
evidence will be delivered in a coordinated, integrated manner. The model also
emphasizes the importance of actively making treatment decisions a shared process
between the patient and their personal physician. Research using an active shared
decision making process, using available comparative effectiveness evidence, indicates it
has the potential to reduce unwarranted variations in treatment among providers, increase
patient accuracy in expected treatment outcomes, and provide patients with greater
comfort in the treatment choice made.?

Finally, the College urges the Subcommittee to report legislation to create Medicare
payment incentives for physicians to acquire and use health information technology
(HIT) in their practices as a means of facilitating the collection and reporting of
clinical data on effectiveness and facilitating evidence-based clinical decision
support and shared decision-making at the point of care. The availability of clinical
decision support technology at the site of care will make evidence-based comparative
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research readily available to physicians and their patients to support shared clinical
decision-making between the physician and the patient. The College specifically
supports H.R. 1952, the National Health Information Incentives Act of 2007, introduced
by Representatives Charles Gonzalez (D-TX) and Phil Gingrey, MD (R-GA) to provide
financial incentives to physicians through Medicare to adopt and purchase HIT.

Summary and Conclusion

In summary, the College strongly supports Congressional efforts to provide
Medicare and all stakeholders within the healthcare community with improved
access to information about the relative strengths and weaknesses of various clinical
products, procedures and services. Towards this goal, the College recommends that
the Congress take efforts, including the allocation of secure and sustained funding, to
create or support a trusted entity that systematically develops evidence on the relative
effectiveness of various alternative healthcare services. That entity should have the
following characteristics:

o it should be an unbiased independent entity protected from both governmental
and private sector influence to encourage trust in its findings.

0 its proceedings should be transparent.

o it should involve stakeholders, including payers, providers and beneficiaries,
at all levels of the evidence development process.

o itshould have a prioritization process, informed by input from the stakeholder
groups, that ensures that the comparative effective evidence developed will
have the greatest impact in improving the quality and efficiency of care
provided.

o it should support the development of all levels of evidence including formal
review and synthesis of evidence already available in the clinical literature
and the initiation of new research in priority areas where such evidence does
not already exist.

o itshould have established processes that ensures that the comparative
effectiveness findings developed are accessible in a comprehensive form to all
stake holders.

e The Congress should give consideration to continuing to support the work of the
Agency for HealthCare Research and Quality as the “trusted entity” for
comparative effectiveness research, with secure and sustained funding that is not
subject to the political pressures often associated with the annual appropriations
process.

e The College believes that the greatest value of developed comparative
effectiveness data at this time is to help clinicians and patients answer the
guestion of what works best for each patient and for clinicians to partner with
patients in an informed and shared decision-making process when considering
alternative treatment options, a key element of the Patient-Centered Medical
Home.



The College recognizes the potential savings obtainable through comparative
effectiveness research, but recommends that Congress walk down the path of
using comparative effectiveness data in the Medicare benefit design
deliberatively so that more experience is gained first in the impact of such
research and its credibility with clinicians and patients. As confidence and trust
in the process increases, steps could then be taken by Congress to create a
method for incorporating such comparative effectiveness research into benefit
design issues.

Congress should recognize that inclusion of “cost effectiveness™ as an element of
the comparative evaluation process will introduce complex and controversial
issues of how individual patients, purchasers, clinicians, and society assign a
relative value to clinical effectiveness and cost. Such value judgments need to be
made in an open, transparent, and methodologically sound basis that takes into
account the different value systems that each stakeholder brings to the table.
For these reasons, the College suggests that federally-funded comparative
effectiveness research should, at least in its early stages, focus on relative clinical
efficacy rather than cost-effectiveness. At the same time, however, we support
further discussion of how cost-effectiveness comparisons might be introduced
into the evaluation process at a later stage and used, at least in part, to influence
benefit design by Medicare and other programs.

The College asks Congress to recognize the value that a more systemized
approach to developing comparative effectiveness evidence can be leveraged
through:
0 The establishment of mechanisms to facilitate the implementation of
health information technology (HIT) throughout the system
0 The implementation of the Patient-Centered Medical Home (PCMH) care
model.



