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INTRODUCTION

On July 20, 1998, the Medical Technology Leadership Forum [MTLF] convened a summit meeting on
Evidence of Value for Medical Devices. The summit brought together a nationally recognized panel of
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stakeholders in coverage decision making for medical devices. These leaderswere invited as
representatives of public and private sector payers, technology innovators and manufacturers, research
organi zations, methodol ogists, and policy analysts.

The major payers represented at the summit, including the Health Care Financing Administration [HCFA],
the Blue Cross and Blue Shield Association, United HealthCare, and the V eterans Health Administration, are
responsible for or directly inform coverage decisions for amajority of Americans with health care coverage.
Although many of the panelists were known previously to each other, the summit offered the first
opportunity for many paneliststo discuss these issues in aface-to-face meeting. The importance of this
issue and the fitting role of MTLF as convener of this summit is apparent in the participation of these
national leaders. Of the 18 original invitees, 16 accepted and attended the full-day session. The panelists
arelisted in Exhibit 1 on pages three and four.

MTLF sponsored the meeting pursuant to its mission as “a non-profit, educational corporation designed to
give new meaning and a public purpose to the future of medical technology by bringing together a broad
continuum of the medical technology community to make a difference through rigorous and sol ution-
oriented dialogue.”

The poorly understood relationship between technology and health care costs provides great impetus to
the need for demonstrating evidence of value for technology coverage decisions. Increasingly,
stakeholders call for evidence of value to weigh tradeoffsin health care costs and quality. The need for
evidence of value -- reliable information on the health benefits and costs of technology -- is recognized by
national policy makers, as exemplified by following recent comments of the Chairman of the Federal Reserve
Board.

[ T]hetrajectory of health spending in coming yearswill depend importantly on the cour se of
technology, which has been a key driver of per-person health costs. To be sure, technological
innovation improves the quality of medical care, but its effects on overall costs are not always
clear cut. Technological innovation can decrease the cost of a given course of treatment and
thus has the potential to reduce overall costs. But it can expand the range of treatment
options, with the potential of adding to overall costs.

— Alan Greenspan, Chairman of the Federal Reserve Board. Testimony
before the National Bipartisan Commission on the Future of Medicare,

April 20, 1998.

The Administrator of the Agency for Health Care Policy and Research [AHCPR], one of the summit
panelists, recently highlighted for Congress one of the nationally troublesome, well-documented
conseguences of inadequate evidence of value, asfollows.

Oneresult of our shortage of scientific evidenceis our health care system’ swide variation in

use of services. Often, this occurswhen thereisambiguity on the effectiveness of the procedure

or service. Thereisalso variation in what services are covered by health care plans both

public and private.

— John M. Eisenberg, Administrator, AHCPR. Statement before the Senate

Labor and Human Resour ces Subcommittee on Public Health and Safety,

March 12, 1998.

Coverage decision making for new health care technology not only has budgetary and health implications,
but has an impact on the composition and magnitude of the new technology pipeline. Theideal coverage
decision making process would balance the encouragement of quality-enhancing innovation against the
proliferation of inappropriate services and non-productive escal ation of health care costs.

MTLF developed the summit agendain consultation with the 16 panelists. During 30-minute telephone
calls, each panelist expressed his or her views regarding the main topics that should be covered in the
summit and the topics on which they could make the most useful contribution. Based on thisinformation,
the agenda comprised six main topics, with two lead discussants [ten minutes each] and one or two
respondents [five minutes each] designated per topic. The agendawas distributed in advance of the
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summit, so that panelists could come prepared to address each topic in afocused, concise manner, allowing
sufficient time for open discussion of each topic. The summit agenda, shownin full in Appendix A,

included the following six topics.

1. Alignment of Evidence Requirements
Transparency and Consistency of Methods

M ethods Devel opment
Priority Setting
Conditional Coverage

g b~ wnN

6. Isevidence overruled or circumvented in coverage decisions?
In addition to the 16 panelists, the summit was attended by representatives of M TLF member organizations.
In order to encourage frank and open discussion, the press did not attend and the meeting was not
recorded. Clifford S. Goodman, of The Lewin Group [Fairfax, VA], served as moderator. The Lewin Group
provided additional staff support to MTLF in meeting planning, logistics, and report preparation.

Exhibit 1: Expert Panel Members

Wade M. Aubry, M.D.

National Medical Consultant

Blue Cross Blue Shield Association
1388 Sutter Street, 11th Floor

San Francisco, CA 94109

Grant Bagley, M.D.

Director, Coverage and Analysis Group
Office of Clinical Standards & Quality
Health Care Financing Administration
7500 Security Blvd.

Bdtimore, MD 21214-1850

John M. Eisenberg, M.D., M.B.A.
Administrator

AHCPR

Executive Office Center, Suite 600
2101 East Jefferson Street
Rockville, MD 20852

Annetine C. Gdlijns, LL.M., Ph.D.
Director, INCHOIR

Harkness Pavilion 7th Floor

180 Fort Washington Avenue
Columbia University

New York, NY 10034

William R. Hendee, Ph.D.

Sr. Associate Dean and Vice President
Medical College of Wisconsin

Office of Res., Tech. and Informatics
8701 Watertown Plank Rd.

Milwaukee, WI 53226

Douglas B. Kamerow, M.D., Ph.D.
Director, Center for Practice and

Technology Assessment
AHCPR

Willco Bldg., Suite 310
6000 Executive Blvd.
Rockville, MD 20852

BryanLuceM.B.A., Ph.D.
Director

MEDTAP International

7101 Wisconsin Ave., Suite 600
Bethesda, MD 20814

Karl Matuszewski, Pharm.D.

Director

Technology Assessment Program
Technology Advancement Center
University HealthSystem Consortium
2001 Spring Road Suite 700

Oak Brook, IL 60521-1890

S. LewisMeyer, Ph.D.
President and CEO

Imatron Inc.

389 Oyster Point Blvd.

So. San Francisco, CA 94080

Toni Mitchell, M.D.

Chief Consultant

Acute Care Strategic Health Care Group
Patient Care Services

V eterans Health Administration

810 Vermont Avenue, N.W.
Washington, D.C. 20420

Peter J. Neumann, Sc.D.
Harvard School of Public Health
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Center for Risk Analysis
718 Huntington Avenue
Boston, MA 02115

LeeN. Newcomer, M.D.
Corporate Medical Director
United HealthCare Corporation
5601 Smetana Drive

Route 7640

Minneapolis, MN 55440

Joel J. Nobel, M.D.

President

ECRI

5200 Butler Pike

Plymouth Meeting, PA 19462-1298

Robert Thompson

Clinical Systems Program Manager
Medtronic, Inc.

700 Central Avenue, Northeast
Minneapolis, MN 55432

John T. Watson, Ph.D.

Acting Deputy Director

National Heart, Lung and Blood Institute
2 Rockledge Center

6701 Rockledge Drive

Bethesda, MD 20892-7940

Donald Y oung, M.D.

Vice President

Policy and Clinical Services

American Association of Health Plans
1129 Twentieth Street, NW, Suite 600
Washington, DC 20036
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ALIGNMENT OF EVIDENCE REQUIREMENTS

Understanding the need for alignment

Given regulatory hurdles, payment hurdles, and competitive factors worldwide, medical device makers and other
innovators face considerabl e risk when undertaking product development decisions. Asindicated by one panelist,
manufacturers must ask: 1] Should we makeit? 2] Can we makeit? and 3] Can we make it given the cost? The cost of
manufacturing a new technology derives from the costs of research and development, manufacturing, marketing, and
other functions needed to satisfy regulatory, payment, and clinical needs.

As confirmed by the panelists, evidence requirements among research agencies, regulators, payers and other
decision makers are disparate. The data gathered for one organization are usually not sufficient to satisfy the data
requirements of another. Furthermore, manufacturers have found that regul atory and reimbursement decisions are
frequently made locally, so that the requirements of a payer in one state may differ from the requirements of the same
payer in another state. With multiple evidence requirements for multiple agencies, the process of regulatory approval
and coverage isdaunting for technology makers. Obtaining approval by the Food and Drug Administration [FDA] to
market a new technology isamajor hurdle, only to be followed by numerous costly and uncertain hurdles posed by a
diverse set of public and private sector payers. Thus, even when manufacturers answer “Yes’ to “ Should we make
it?" and “Can we makeit?’ the uncertainty and cost associated with the payment hurdles often forces companies to
answer “No” to “ Can we make it given the cost?” Of course, this can limit the availability of new technologies to
patients with limited alternatives.

Manufacturers and innovators at the summit suggested that much of the uncertainty surrounding evidence
requirements could be alleviated if payers and regulators could agree on a systematic set of criteriaby which a
technology isjudged during approval and payment decisions. At the very least, manufacturers expressed the need
for regulators and payers to define and clarify what their evidence reguirements are, and to do so with enough lead
time to prepare evidence for regulatory approval and payment decisions. Several panelists noted that this
clarification could be achieved through pre-clinical meetings between manufacturers, regulators and payers.

Thereis useful recent experience with such “pre-meetings” involving technology makers and policy making
organizations. In theregulatory arena, the FDA Modernization Act of 1997 requires that the FDA hold a pre-meeting
within thirty days of amanufacturer’s request to review and clarify aspects of clinical trials. However, given the flow
of new technology and the need for technology coverage decisions to be made by many payers [as opposed to one
FDA] at local or regional levels, the staffing and resource requirements to conduct such pre-meetings could be
prohibitive.

One panelist suggested that one far-reaching method of reducing some of the uncertainty in coverage decisions
would be for the pertinent federal agenciesto better align their requirements. He proposed that afederal committee
be charged with assessing the efficacy of the process for payment decisions for and diffusion of new medical
technologies. This committee would provide an explicit commitment and opportunity for improving alignment among
research agencies, regulators, and payers.

Payers understood the desire to have very specific guidelines for regulatory and coverage decisions, but noted the
difficulty of creating a set of guidelines that would appropriately cover the requirements of different agencies. For
example, to gain FDA approval, a manufacturer must prove the technology to be safe and efficacious for one or more
indications. In addition, to gain coverage approval, a manufacturer must demonstrate that the technology is effective
[i.e., to positively affect net health outcomes] compared to existing alternativesin atypical clinical setting. Asone
payer noted about coverage decisions, “thereis no gold standard; it all comes down to judgment.”

Several panelists commented that establishing a single set of evidence requirements for regulatory and payment
purposes would not be desirable even if it were possible. While the concept of “generic” evidence regquirements
offers alignment to manufacturers, it might also prove to betoo rigid aframework for evaluating every technology.
Evidence-gathering is a dynamic process that should reflect the diversity and maturation of technology. Establishing
asingle set of rigid guidelines can form atheoretical alignment, but as one panelist put it, “it can also form a
theoretical straight-jacket.”

Conclusions
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Panelists generally agreed that better aligned evidence requirements could benefit all stakeholders. However,
panelists did not agree on a single approach to achieve greater alignment. Panelists recognized that different
organizations such as the National Institutes of Health [NIH], FDA, and HCFA and other payers must work within
their respective missions. Nevertheless, there may be better waysto align these organizations' respective evidence
requirements to improve the efficiency and reduce the uncertainty associated with technology development, without
jeopardizing the mission of each agency.

Panelists agreed that well-designed pre-meetings of manufacturers and payers could make a significant contribution
to greater alignment, allowing explicit opportunities for communication regarding evidence requirements, timelines,
and related expectations. Payers expressed concern that the financial and logistical requirements needed to offer pre-
meetings to any device manufacturer requesting such meetings would be prohibitively high. Even so, panelists
agreed that it would be productive to initiate some level of pre-meeting activity, perhaps for selected technologies, to
discuss and confirm expectations of innovators and payers.

TRANSPARENCY AND CONSISTENCY OF METHODS

Not only isthere considerable diversity among the processes used by payers to make coverage decisions, but the
methods used to make these decisions are continually evolving. Duein part to this diversity and continuing change,
payers generally do not make their decision making processes and methods avail abl e to technology manufacturers or
other outside stakeholders. Manufacturers reported that thislack of transparency adds risk and costs to technology
development and diffusion.

One model of transparency of payer requirements that was reviewed by the panelistsinvolves the set of assessment
criteriaused by the Blue Cross Blue and Shield Association [BCBSA] Technology Evaluation Center, asfollows.

1. Thetechnology must havefinal approval from the appropriate gover nment and
regulatory bodies.

2. Thescientific evidence must permit conclusions concer ning the effect of the
technology on health outcomes.

3. Thetechnology must improve net health outcomes.
4. Thetechnology must be as beneficial as any established alter natives.

5. Theimprovement must be attainable outside the investigational settings.

These criteria have been developed and refined by BCBSA since the 1970s. While these criteriamay be more or less
relevant to any given payer, panelists generally concurred that payers should seek to establish, make public, and
implement similarly transparent payment requirements.

Panelists were encouraged by recent efforts to promote transparency between manufacturers and payers. Of
particular note was the recent meeting of the“ Task Force on Technology Assessment of Medical Devices’
comprised of technology diffusion leaders from academia, government, and industry. The task force developed a set
of guidelinesfor information exchange to assist coverage decisions and appropriate use of therapeutic devices.
These guidelines were published recently in The American Journal of Managed Care." Among these guidelines are
the following excerpts.

! Ramsey SD, Luce BR, Deyo R, Franklin G. The limited state of technology assessment for medical
devices facing theissues. Am JMan Care 1998;4:SP188-SP199.
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A. General Principles
[1] Open discussions between device manufacturers, insurers, and providers
are critical to coverage and use of medical devices. The device manufacturer
and the managed car e or ganization should provide each other with the names of
individuals who will be responsible for negotiations and exchange of information
during the time that a device is being consdered for coverage for the
indications sought by the manufacturer or providers.

B. Information Supplied by Manufacturers

[1] All medical indication[s] for which the manufacturer is seeking approval for
cover age should be noted. Note all relevant ICD-9-CM, CPT, and DRG codes
for each indication. Technical and therapeutic specifications of the device, as
gpecified in the HCPCS coding manual, should also be included. [2] Note the
FDA dsatus of the device for the indications from B[1] [investigational,
approved, pending, under review, nonel]. . . . [3] Note all health outcomes that
have been evaluated in clinical studies of the device. Appropriate outcomesare
those that directly affect the patient’s quality and/or quantity of life. . . . [4] Cite
unpublished sources known to the manufacturer [including third party
technology assessments] that evaluate the clinical endpoints listed for B[3]. . ..
[5] The leading alter native therapies for the device for the medical indications
noted in B[1] should be noted. . . . [6] Note the FDA status of each alternative
drug and device mentioned in B[5]. . . . [7] Note the expected units of resource
use associated with using the device for theindication[s] noted in B[1]. . . .

C. Information Supplied by Insurers

[1] The process of decison making for a coverage decision should be well
described and transparent to interested parties. Ad hoc policies for reviewing
devices are strongly discouraged. [2] Timelines in coverage discussions and
decisions should be observed. . . . [3] The status of reimbur sement [approved or
denied] for each indication sought by the manufacturer [see B[1]] should be
noted. . . . [4] If approval is granted, any insurer-imposed conditions of
reimbursement should be noted. . . . [5] The items of coverage decison should
be explicit. . . . [6] If approval is denied, specific reasons for denying coverage
should be listed. . . . [7] If approval is denied, conditions for reconsidering
cover age should be noted. . . .

Although generally encouraged by the development of these guidelines, panelists had some concerns, including that
the guidelines may 1] be too inflexible and 2] undesirably combine scientific evidence reguirements with resource
utilization requirements. Panelists, especially payers, expressed the need to keep clinical and economic requirements
at arm’slength. They were especially concerned that combining the two types of requirements into one set of
guidelines would perpetuate misperceptions that negative coverage decisions are based on cost.

Panelists were also concerned about the responsibility for providing financial support for evidence gathering by
technology companies. Technology makers generally seek coverage decisions soon after regulatory approval in
order to promote product diffusion and facilitate data gathering. Indeed, payers seek such post-marketing clinical
data on the effectiveness of atechnology in community settings as input to coverage decisions. From the payers
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perspective, the innovators have the burden to demonstrate the benefit of the new technology to the patients.
Payers expressed reluctance to support manufacturers’ development and marketing costs by covering technologies
before they are proven effective, especially if premature coverage decisions might contribute to profits for the
manufacturer. Panelists did recognize that development costs of pharmaceuticals are borne primarily by the large
pharmaceutical companies, whereas these costs are much more difficult to bear by the smaller companiesthat are
typical of the medical deviceindustry.

Conclusions

Panelists agreed that transparency of coverage processes, criteria, and definitions could benefit stakeholders. There
are models for such transparency, e.g., the BCBSA criteria and the guidelines for information exchange to assist
coverage decisions to be published in The American Journal of Managed Care. The manufacturers seek
transparency because it reduces uncertainty and can reduce costs in technology development and efforts to secure
coverage. Payers stand to benefit from transparency becauseit is more likely to render the data needed to formulate
well-informed coverage decisions and should encourage a more systematic and accountable coverage process.
However, payers and manufacturers remained divided on the burden for financial support of primary data collection
to support coverage decisions. Here, panelists also raised the concept of conditional coverage as a potential
compromise, discussed aswell in Section V, below.

METHODS DEVELOPMENT

Payersincreasingly seek scientific evidence for making coverage decisions. The validity of this evidence depends
upon the rigor of methods used to generate the data. 1n general, the evidence threshold for coverage decisionsis
increasing. Payers, manufacturers, and other stakeholders in technology decision making are more aware of
methodological principles and data sources that strengthen scientific evidence. Methods for generating data on
safety and effectiveness are well established, with ongoing improvementsin such areas as valid alternativesto
randomized controlled trials and instruments for measuring quality of life. Methods for applying economic analyses
such as cost-utility analysis and other forms of cost-effectiveness analysis of health care technologies are still
subject to considerable variation, although certain well-regarded national and international groups continue to work
on improving and standardizing these approaches.

Panelists noted that the inertia of coverage decisions, once made, heightens the importance of presenting strong
evidence at the outset. Payers have difficulty retracting positive coverage decisions, while manufacturers have
difficulty overturning negative decisions. Thus, both of these stakeholder groups have an interest in identifying,
implementing, and properly reporting methodol ogically sound evidence for coverage decisions.

Asdescribed in earlier MTLF reports [Evidence of Value: Building a New Paradigm, March 1998; Medicare
Coverage: Timefor a Public Policy Dialogue, March 1998], certain methodological standards used to evaluate
pharmaceutical s such as large sample sizes, placebo controls, and blinding of physicians and patients, are
inappropriate for evaluating most medical devices. For any technology, there are tradeoffs between requiring
additional datato improve the validity of the results and jeopardizing patient health by delaying accessto a new
technology. Panelists agreed that methodological standards should be high, but should also be commensurate with
the characteristics of different types of technology. Inappropriately rigorous methodological requirements can slow
or halt the development of beneficial technologies. Panelists focused on the tradeoffs of the need to yield high
quality data and the costs and time requirements of doing so.

Data quality

Panelists underlined the importance of dataquality for coverage decisions. A study yielding positive resultsisonly
credibleif the dataare sound. Panelists discussed the general low quality of data supporting many, if not the
majority, of interventions used in health care. Specifically, they cited studies that failed to anticipate and account for
the cost of rare adverse events, studies that did not measure all attributable outcomes, and studies that monitored
only short-term outcomes and missed important |onger-term outcomes. Panelists noted that many studies were of
poor quality not because existing methodol ogy was lacking, but because existing adequate methodol ogy was not

The Lewin Group 9




MTLF Summit: Evidence of Value

used. To the extent that methodological hurdles have been low or enforced in alax manner, some interventions may
have been marketed based on poor data.

Panelists noted that many studies are subject to potential conflicts of interest between the sponsorship of the study
and itsfindings. Manufacturers sponsoring a study have an obvious financial interest in a study’s outcome.
Panelists also noted that, likewise, academic-based researchers and others without ownership ties to a technology
who are hired to collect and analyze study data can have compelling reasons to hope for positive results. For
example, publication biasin favor of studies showing positive resultsiswell documented. This may arise from the
peer-review process and publishers’ desire to publish articles of wide interest; it can also arise when study sponsors
exert control over decisionsto publish investigators' findings.

In order to circumvent any quality issues arising from study sponsorship and to provide general quality guidelines,
the panelists suggested several methods by which study quality can be assured.

Investigators should subscribe to well-recogni zed research standards and procedures such as
those used by AHCPR and NIH.

Similar to the gpproach taken for clinica trias conducted for FDA approval, non-confidentia
methods, data, and results of other studies could be held in the public domain.

Agreements between manufacturers and investigators could be made in the form of aresearch
grant with clearly stated conditions of publication of results.

Results should be provided to the manufacturer only after publication is guaranteed.

When possible, sudy findings should be published in peer reviewed journds.

Cost determination

Cost plays an increasingly important role in the coverage decision process, though its importance depends on the
technology and itsindications. For example, agiven cost increase isweighed differently for alife-saving device that
has no existing alternative than if it triples the cost of adiagnostic test that isimproved to raise the specificity of
identifying adisease from 99.1 percent to 99.5 percent. Asone panelist noted, “there is no such thing as a cost-
effective service, it isall incremental cost-effectiveness.” Conseguently, manufacturers must consider the role of
cost-effectiveness datain coverage decisions and should design their studies using appropriate statistical tools[e.g.,
power calculations] accordingly.

Methods-implementation disconnect

A panelist representing a device company that has faced many coverage processes among local and regional payers
called attention to a great disparity between state-of-the-art methods of evaluating the health and economic effects of
technology and the ability of many payersto use and interpret studies using these methods. Panelists concurred
that, while good methods may be recognized and promoted by national-level policy makers, academic researchers,
and others, there are limited means to diffuse and support implementation of these methods among many of the
coverage decision makers that could benefit from them. Some of the more sophisticated uses of marginal cost-
effectiveness analysis, approaches to measuring patient utility, and various instruments for gauging changesin
generic or disease-specific health status may be of little practical use to many payers. Thus, acompany that strives
to adopt state-of-the-art approaches to generating evidence of value of its technologies may find such evidence to
be ignored or misinterpreted.

Conclusions

In general, panelists agreed that the state-of-the-art of methodsis strong and continues to improve. Rather, at issue
isthe responsihility of investigators to use existing methods to provide high quality results to decision makers. Even

The Lewin Group 10




MTLF Summit: Evidence of Value

S0, such approaches will be useful only if payers, whether national, regional, or local, have draw on sufficient
expertise to properly use and interpret the results of such methods to make well-founded coverage decisions.

PRIORITY SETTING

Panelists responsible for assessing new technologies noted their limited assessment capacity relative to the
continued influx of new medical technologies. Priority setting isthe process by which payers and other decision
makers [e.g., independent technology assessment organizations] determine which new technologiesto eval uate and
when to evaluate them. Thetiming and finding of a coverage decision can be crucial for manufacturers because
revenues are increasingly dictated by how soon technologies can be marketed.

To alarge extent, assessment topics are influenced by the mission or purpose of an organization. Third-party payers
and health plans generally assess technologies on areactive basis; a new technology that is not recognized as being
standard or established may become a candidate for assessment. For HCFA, assessment topics arise in the form of
requests for coverage policy determinations that cannot be resolved at the local level. These requests originate with
regional Medicare carriersand intermediaries, beneficiaries, physicians, health product companies, professional
associations, and government entities. HCFA may request assistance in the form of an assessment by AHCPR or
other groups, including the dozen Evidence-based Practice Centers assigned by AHCPR in 1997.

Some programs have explicit procedures for setting priorities; others set priorities only in avague or ad hoc manner.
Methods for soliciting candidate assessment topics and ranking assessment priorities range from being highly
subjective [e.g., informal opinion of asmall group of experts] to quantitative [e.g., using a mathematical formula].
They may focus on health problems and technol ogies that are costly on a unit or aggregate basis, on health problems
that affect large numbers of people, on health problems that are life-threatening, or on technologies that cause great
public controversy.

Currently, technology makers consider the priority setting processes for coverage decision making to be largely
opaque, highly variable, and highly unpredictable. Few organizations have priority setting processes that are both
explicit and public. Manufacturerswould like to know the criteria used by coverage decision makersto select
technol ogies, whether their technol ogies will be assessed, and in what timeframe such assessmentswill occur. This
information would reduce the uncertainty in development and introduction of new technology.

Others have made attempts at describing systematic priority setting processes. For example, a 1992 report by the
Institute of Medicine [IOM] provided recommendations for priority setting for the coverage advisory function of
AHCPR [formerly the Office of Health Technology Assessment, now the Center for Practice and Technology
Assessment]. ThelOM identified seven criteria: prevalence of a health condition, burden of illness, cost, variation
in rates of use, potential of resultsto change health outcomes, potential of resultsto change costs, and potential of
results to inform understanding of ethical, legal, or social issues. The report offered a mathematical formulafor
calculating a priority score for each candidate topic that assigned arelative weight to each criterion and a score on
each criterion for any candidate technology. Candidate topicswould then be ranked according to their priority score.

Challenges to Explicit Priority Setting

Stakeholder Missions

Panelists confirmed that assessment priorities vary by organizations’ missions and perspectives. Payers differ by
geography, prevailing medical practicesin their region, competitive environments, and the age distributions and
other demographic characteristics of their covered populations. Even if each payer wereto clearly define their
priorities for coverage decisions with common criteria, there would likely be some disagreement defining and
weighting those criteria.

While assessments made for marketing approval by the FDA provide useful information about the safety and
efficacy of atechnology in awell-defined population, payer representatives consider such approval to be necessary
but not sufficient for covering the use of that technology. From the standpoint of payers, an FDA assessment may
not address the appropriate population [e.g., the elderly for Medicare]; safety and efficacy are not the same as
medically necessary; and no consideration of economic consequences may have been made.

Formal criteriaor highly deliberate processes such as those recommended by the |IOM may have limited applicability
toindividual payers. For example, large managed care organizations [MCOs] such as United HealthCare often have
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to make explicit coverage decisions in a short timeframe. MCOs and other payers are subject to certain pressures that
can be unpredictable or upend the most explicit priority setting process. These may include sharply increased
demand fueled by direct-to-consumer advertising, well-organized and active patient groups, and lawsuits. Panelists
noted that pressures may be greater on payers that make and implement coverage decisions than on assessment
programs that only provide coverage advice for payers.

HCFA has recently been mandated to make its coverage policies, including priority setting methods, more
transparent. A complication of HCFA's priority setting mechanism is the wide variation among local Medicare
carriersand fiscal intermediaries. Manufacturers do not have aclear sense of when regional coverage decisions will
prevail or when HCFA will make anational coverage decision. This addsto the uncertainty of technology companies
trying to determine how, for whom, and when to demonstrate evidence of value. HCFA does not have any clear
guidelines explaining what threshold of inquiry must be reached to trigger a national coverage decision. HCFA has
recently proposed creating a public Federal Advisory Committee to serve as an interface between HCFA and the
public to allow industry and beneficiaries to stay abreast of trendsin the coverage review process.

Defining the Priorities

As mentioned above, arange of clinical and non-clinical factorsinform the priority-setting process. These factors
include clinical effectivenessin addition to administrative, financial, and social factors. For example, devicesthat are
controversial, expensive, or medically necessary due to alack of alternative therapies may be prioritized over other
devices. The University HealthSystem Consortium, aresource primarily for academic health centers, has clearly
defined priority setting process. The University HealthSystem Consortium'’s criteria for selecting technologies for
assessment include: potential to be used in alarge number of patients, controversy, expensive, potentially difficult to
reimburse, risky or unproven, with multiple accepted treatment options, and unexplained variation in medical practice
or outcomes?

Other factors that may raise awareness about a technology and influence priority setting are “noise” from payers and
manufacturers, pressure from lawyers, and financial incentives. One panel member argued that the priority of a
technology for assessment at an M CO was proportional to the potential for physiciansin the MCO to increase their
revenues, particularly when doctors have lead rolesin priority-setting for the organization. To counteract the
impacts of some of these factors, the University HealthSystem Consortium has priority setting meetings semi -
quarterly by consensus and seeks input from the medical literature, members [via survey], and its staff and Board of
Directors.

Providers and health plans will often seek reimbursement for a new technology under existing reimbursement
guidelines. In such cases, those responsible for Medicare coverage decisions may not realize they are covering a
new technology with existing codes. In order to make atechnology coverage assessment, health plans need to know
that atechnology isin use for aparticular application. For example, adiagnostic imaging technology approved for
the imaging of lower-body extremities may also show promise for imaging the brain. Physicians may start using the
technology for this new indication, without an explicit coverage decision from a manufacturer. Panel members
involved in the assessment of new technologies would prefer that the devel opers and users of anew procedure have
the responsibility of seeking anew coverage decision.

Timing of an assessment

Many factors can delay the start and completion of coverage decisons. Idedlly the decision maker
should be ready to conduct an assessment at the juncture when there is sufficient clinical and economic
evidence to make awd|-founded finding. Unfortunately, the timing of these two events rarely intersect.
Given that delays in assessment add risk and cost to technology development and marketing,
manufacturers may submit their technologies prematurely with the intent that gppropriate datawill be

2 University HedthSystem Consortium. Priority setting guiddlines.
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available by the time the decision maker conducts the assessment. Y, this practice has the potentia to
prompt payers to make premature decisions with limited evidence.

To encourage manufacturers not to submit technologies for premature assessments, United HedlthCare
guarantees a response to whether or not it will conduct an assessment within 60 days of a
manufacturer’ srequest. If an assessment is conducted, United HealthCare promises a coverage
decison within 60 days. HCFA proposes to address this same issue by maintaining alist of pending
coverage issues on the internet.

Conclusions and Potential Solutions

In summary, panel members agreed that priority setting isacrucial part of the coverage decision making process.
Increasing communication between both parties and disseminating priority setting guidelines more broadly are two
steps that manufacturers and payers can take to improve the priority setting process.

Increased communication

Ideally, manufacturers would like to have information on technology assessment priorities, notices of pending
assessments, and reliable information about timing of assessments. Manufacturers would like to work with payers
during the technology development processto determine expectations for data and atimeframe for assessment. This
may require an initial meeting to help review the assessment process and expectations with the manufacturer. This
type of process must take into account of resource limitations for payers and manufacturers.

HCFA is currently working on making its processes, including priority setting, more transparent. HCFA will publish
guidance documents to explain the details of its coverage criteriaand plansto publicize the current status of pending
coverage i ssues.

Priority-setting guidelines

The dissemination of priority-setting guidelines by certain stakeholders may help facilitate the priority setting
process. Existing priority setting models such as those for the University HealthSystem Consortium and BCBSA may
serve as models for anew set of guidelines. The International Society for Pharmacoeconomics and Outcomes
Research [ISPOR] has proposed a timeline to govern the communication process between manufacturers and payers
for pharmaceutical evaluations. These guidelines may be adaptable to the device industry. Guidelines should also
include clearly stated conditions for reassessments as warranted [e.g., given important new data] and appeal s or
grievance processes.

CONDITIONAL COVERAGE

Data collection to support coverage decisions constitutes a considerable hurdle to technology diffusion. Clinical
trial data are needed to inform coverage decisions that enable payment for technologies, but funding is needed to
conduct clinical trials. Asnoted above, payers assert that the burden to prove the benefit of a new technology lies
with the manufacturers. As such, payers generally expect device manufacturersto follow the traditional
pharmaceutical model in which the manufacturer funds research. Most medical device companies do not have the
resources to conduct large clinical trials on the scale of pharmaceutical companies. Further, such trials may not be
practical given the nature of many devices. The“Catch-22" of funding clinical development can stifle medical
innovation. Manufacturers may not be willing to invest in the development of atechnology if funding isinsufficient
to conduct clinical trials.

The need for devel oping mechanismsto fund clinical trials for new technol ogies was recognized by John Eisenberg,
in recent testimony before Congress, as follows.

Unless we address the need for unbiased, scientific evidence on the benefits and
costs of medical technology, we run the risk that future efforts to contain health
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care spending will inhibit innovation. We need creative collaboration between
plans, the scientific community, and devel opers of innovative technology to
collect data on patient outcomes and costs. Without better approaches to
securing these data in a timely manner, we will never be able to assure that
medical coverage decisions are based on science rather than just economics.

— John Eisenberg, Administrator, AHCPR. Statement befor e the Senate L abor
and Human Resour ces Subcommittee on Public Health and Safety. March 12,
1998.

Some panelists expressed that, as evidence hurdles rise, new technol ogies are subject to more rigorous standards
than many older and widely used technologies.

Two possible mechanisms of allowing for limited diffusion of investigational new technologies are conditional
coverage and aclinical research support fund.

Conditional coverage was conceived as an opportunity for physicians and hospital s to receive reimbursement for
using a new technology until amore formal coverage decision could be made. This arrangement allows
manufacturersto collect additional datawhile allowing physicians and patients access to cutting-edge, if not yet
proven, technologies. Providers benefit by gaining access to new technologies and a new source of patient revenue.
Most panelists agreed that conditional coverage is one mechanism for promoting decision making in the face of
considerable uncertainty. Conditional coverage has been practiced in other countries [e.g., The Netherlands] with a
large degree of success. Some providersin the U.S. have also collaborated on conditional coverage studies
including BCBSA, the Veterans Administration, and the National Cancer Institute.

Conditional coverage does have real-world challenges. One current example of conditional coverageisatria being
supported by HCFA, the National Heart, Lung and Blood Institute [NHLBI], and the manufacturer [TCI] of aleft
ventricular assist device[LVAD]. Inthiscase, TCI issupplying the device free of charge, NHLBI is governing the
trial, NHLBI and TCI are supporting the clinical research and analytical costs of thetrial, and HCFA is covering all
regular patient care costs for both treatment arms, except for those of initial hospitalization and implantation of the
devicefor LVAD patients. The remaining costs are borne by the participating hospitals. Thiswas a complicated
arrangement because negotiations had to be conducted with each participating hospital to ensure their willingness to
absorb some of the treatment costs. Among other barriers, these kinds of complex negotiations serve to delay the
start of trials and hinder time-to-market for devices.

Challenges to implementation

Panel membersidentified five specific challenges to the implementation of conditional coverage: study design,
financial gain, technology selection, academic medical center research limitations, and acceptance of conditional
status.

Study Design

Conditional coverage should be applied only to trials that have arigorous study design and are well implemented.
Stakeholders prefer areview process to ensure that the trials will provide clinically relevant results. A model for this
approach isthe FDA’ s more proactive approach to hel ping manufacturers design pivotal clinical trials. By interacting
with the FDA on an ongoing basis, manufacturers can reduce the risk of negative feedback on trial design following
completion of trials.

There may be alternative types of trialsthat could provide enough information for a coverage decision with fewer
resources. For example, with greater capacity for efficient electronic data capture, providers could conduct large
simpletrialsin everyday clinical settings. This practice might not only be cost efficient, but it would allow
manufacturersto collect long-term outcomes data rel ated to device utilization, a practice that many stakeholders
believe should become the standard. Of course, before these or other cost reducing alternatives are implemented, the
underlying methodol ogies must be validated.
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Financial Gain

Provider organizations and payers are reluctant to subsidize the development of a manufacturer’s potentially
lucrative product without some guarantee of areturn. Of course, many potentially promising devices do not make it
through clinical trials. The monetary issues, including coverage of the intensive clinical resources required by atrial,
are non-trivial. If conditional coverageisto be supported, specific decisions must be made about who paysfor the
various aspects of care [e.g., routine care costs versus costs of investigational interventions].

Providers and payers are reluctant to subsidize technol ogies that may bring profit to manufacturers. Providers and
payers that choose to subsidize development costs for manufacturers experience will incur higher costs than those
that do not, placing themselves at a competitive disadvantage. Thus, the burden of funding of research that stands
to provide information to all payers and providers should be shared by payers and providers. Technologies that
have potential for broad public benefit may be the best candidates for conditional coverage by government and the
private sector.

Technology Selection

Payers and provider organizations support conditional coverage primarily for devices with a high degree of scientific
importance, such as heart transplants, autologous bone marrow transplants, and lung volume reduction surgery. The
common thread among these devicesis that they address specific problems of last resort. Typically, resistance for
allowing conditional coverage for a device revolves around the concern that the device could cause more harm than
good. However, if existing alternative therapies are inadequate, participation in these trials may be worth the
increased risk. Inthese cases of last resort, conditional coverage may be warranted.

In September 1995, HCFA proposed a new rule to help define when a device should move from an investigational
deviceto clinical use prior to FDA approval. Therule specifically “ sets forth the process by which the FDA will
assist HCFA inidentifying non-experimental investigational devicesthat are potentially covered under Medicare.”
Specificaly, the FDA divided investigational device exemptionsinto two categories. category A and B. Category A
devices are truly novel devices with no pre-existing information on which to establish absolute risk and therefore are
not be granted conditional coverage. Category B devices are substantially similar to existing devices and have the
potential for only an incremental increasedrisk. HCFA can choose to reimburse most of these investigational
devices, allowing manufacturers the opportunity to generate revenues sooner. Thisrule should help reduce some of
the uncertainty related to priority setting for conditional coverage.

Academic Medical Center Research Limitations

Academic medical centers generally are not equipped to quickly process contracts and conduct clinical trials as are
contract research organizations [CROs| and consulting firms. Data may be collected slowly and be outdated by the
timethetrial iscomplete. Some stakeholders consider that there should be a credentialing process for clinical trial
study sitesto ensure that high quality datawill be collected in atimely fashion.

Another challenge for academic medical centersisthat they often have certain incentives that do not promote faculty
participationin clinical trialsresearch. For example, clinical trials research is not considered in promotion decisions at
some academic medical centers. New kinds of incentives will have to be devel oped to encourage academic medical
center physiciansto remain involved in clinical research.

The “Conditions” of Conditional Coverage

Coverage decision makers may be more willing to allow conditional coverageif providers and patients understand the
possible consequences of conditional coverage. The public, manufacturers, and other stakeholders must accept that,
at present, conditional coverageisonly applicablein certain circumstances, [e.g., clinical trials research for ahigh-
profile conditions at selected centers]. Once atechnology is reimbursed, even conditionally at selected centers, there
may be great resistance to subsequent coverage denials. Payerswant it understood that, given their agreement to
grant conditional coverage, manufacturers and other stakeholders must abide by the coverage decisions that are
informed by the data collected under conditional coverage. With demonstrated success of conditional coverage,
payers may prefer to make all coverage decisions conditional, thus reducing the pressure to make a definitive
coverage decision with limited evidence and allowing researchers to collect effectiveness data.
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HCFA’spolicy isto pay only for reasonable and necessary care, and therefore generally excludes payment for
investigational devices. Panelists noted that HCFA can demands considerable data from manufacturersto make a
coverage decision, and in some cases may help support atrial to find answers to those questions. Conditional
coverage, when applied judiciously, can be used to control diffusion and collect datato answer difficult questions.
However, HCFA and other coverage decision makers need to be able to reverse a coverage decision when new data
support such adecision.

Conclusions

Paneligts agreed that conditiond coverage can play an important role in the diffuson of new medica
technologies. However, panelists confirmed that there are a number of barriers that have dowed the
adoption of conditional coverage. Payers and provider groups are reluctant to financidly support a
study that may lead to profits for the manufacturers or if the sudy design isunlikely to lead to
consequentid results. Therefore, payers and providers need different incentives to participate in
conditional coverage studies. In addition, study designs should be reviewed by an outside panel for
appropriateness and completeness. In addition, payers need the ability to cease conditiona coverage
when the evidence shows that the device is not dinicaly effective. The panel members agreed that
some criteriaor other systematic means for identifying technologies for conditiona coverage are needed.
Panelists also noted opportunities for conditiona coverage and related clinical trid support to promote
academic medical center participation.

IS EVIDENCE OVERRULED OR CIRCUMVENTED IN COVERAGE DECISIONS?

Much of this summit meeting focused on the challenges of demonstrating evidence of value for coverage decision
making. However, even given the best intentions and means to make evidence-based decisions, other factors may
circumvent the process. These factors, including economic, political, and legal issues, may affect decision makers'
ability to align requirements, to develop more transparent or consistent methods, to set systematic priorities, or to
implement a conditional coverage process. These other factorsloom especialy large in the absence of strong
evidence.

The panel discussed arecent example of the role of competing influencesin medical decision making. Thisisthe
ThinPrep® Pap Test™, which costs more than conventional Pap smears. The FDA -approved labeling for ThinPrep
states that the technology is more effective for the detection of low-grade and more severe abnormalities than the
conventional Pap smear.® Comparative studies have demonstrated greater than 50 percent increases in detection of
high grade lesions.* Thistechnology has been the subject of heated debate over how much payers should pay for
these levels of improvement in lesion detection, and the impact that thisimprovement will have on long-term patient
outcomes and costs. According to the manufacturer, approximately half of the payers have made positive coverage
decisions. Half have not, including those that question the cost effectiveness of the technology and who take the
position that a better allocation of resources would be to improve rates of conventional Pap smears. In conjunction
with certain physicians, clinical labs, women's groups, and legislators, Cytyc is waging major lobbying and other
information efforts on behalf of the technology to try and win over payers.

% The ThinPrep 2000 package insert, approved by the FDA, states: “The ThinPrep 2000 System is
ggnificantly more effective than the conventiond Pep smear for the detection of Low-grade
Squamous Intragpithelid [LSIL] and more severelesonsin avariety of patient populations.”

* Johannes L. A new Pap test will cost more, but some question if it's worth it. Wall Street Journd,
August 13, 1998.
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The ThinPrep case provides one example of how factors such as cost effectiveness and market forces may influence
technology coverage decisions. In areport by Steiner, et. al. on coverage decision making for laser therapy in private
health insurance agencies in the United States “ clinical, economic and regulatory” issues were often cited as primary
reasons for technology coverage decisions, and “legal, competitive, and compassionate concerns’ were cited as
secondary reasons.” These elements are included in the decision making process, despite the fact that most
stakeholders agree that scientific decisions need to be kept at an arms length from policy decisions.

Other Factors Influence Technology Coverage Decisions

Cost Analyses

Cost-effectiveness analyses are being used increasingly in coverage decisions. Asnoted above, thereis
considerable variation in the application of such economic analyses, and efforts are underway to raise the state-of-
the-art of these methods and improve standardization of methods. Depending upon the perspective of analysis,
inclusion of direct and indirect costs, the use of marginal versus average cost analysis, choice of discount rates, and
other methodol ogical aspects, cost analyses can yield varying results. This can pose problems when cost-
effectiveness claims are used in promotional and marketing materials to help support a coverage decision. Payers
recognized a need for stricter control over the kinds of economic data that could be used in marketing new
technologies. Panelists noted that concern about economic claims hel ped to prompt the recent mandate for FDA
oversight of economic claims made by pharmaceutical companies for their products. Panelists predicted the same
mandate will be made for other medical technologies.

Biases in Research and Decision-Making

Research findings can be biased by financial motivations or other incentives of the stakeholdersinvolved. Studies
may not include afull range of outcomes indicators or may not collect adverse eventsinformation. Assumptionsin
economic models may be chosen such that only the most favorable results are presented. In some cases, methods
behind a particular model or atechnology assessment are not released, making it difficult to assess the validity of the
results.

Panelists proposed several mechanisms to attempt to control bias in coverage decision making. Mechanisms such as
independent review and quality assurance can be devel oped and implemented to improve the quality of research and
prevent intellectual dishonesty. Systems need to be developed to control information dissemination by judging the
quality of theinformation released to the public. One such system may be awards for superior medical journalism.

Market Forces

From time to time, certain health issues capture nationd attention and drive market decisons. Examples
are access to childhood immunization, autologous bone marrow trangplantation with high dose
chemotherapy for certain cancers, and automated Pap smear technologies. A pandist from amagjor
MCO noted that women's health issues tend to be “high-profile” because women are primarily
responsible for hedth-care decisonsin afamily. Thisideais shared by othersin the managed care
industry. For example, Harvard Pilgrim Hedlth Care decided to cover ThinPrep, citing, “Thisisa
women's hedth issue — potentidly inflammeatory — and we pride ourselves on our reputation for
women's hedlth care.”®

> Steiner CA, Power NR, Anderson GF, Das A. Technology coverage decisions by hedth care plans
and considerations by medica directors. Medical Care 1997;35:472-89.

® Johannes L. op dit.
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Other factors dso help direct the market, independent of efforts to secure rigorous scientific evidence.
Front-page articles declaring promising preliminary dinicd trid results may create a demand for anew
technology before the clinical trids are complete and diminished patient accrua to randomized clinica
trids Lawyers may chdlenge coverage decisons with lawsuits, claiming their dients were denied
access to the “best” available technologies, dthough such technologies are clearly investigationd. A
provider may be faced with afinancid incentive to use one technology over another, notwithstanding
available evidence to the contrary.

Conclusions

Panel members acknowledged that even the best scientific evidence can be circumvented by other factors. These
factorswill persist and cannot beignored. Still, evidence-based decision making can be protected by conducting
more transparent and systematic decision making processes, asking stakeholders to submit their evidence and
perspectives to the process, and disseminating evidence-based findings in formats that are readily understood by
stakeholders.

POTENTIAL NEXT STEPS

Although the summit panelists concurred on the need to incorporate evidence of valuein coverage decision making,
they also agreed that the lack of clear, ongoing communication among the stakeholders can undermine this goal.
MTLF should continue to play an effective role in convening technology leadersto identify and pursue
opportunities for better communication on this matter. MTLF can foster consensus and secure the commitment of
technology leaders to undertake policies and actions that will foster the development and diffusion of medical
technologies with proven value.

Based on certain recommendations of panelists and other deliberations of the summit, some potential next steps for

MTLF and other stakeholdersfollow. These potential next steps comprise a selection of options for consideration;

they are not prescriptive and it would not be practical for MTLF to undertake all of themin the near term.

1. MTLF could help to identify specific ways in which research agencies, regulatory agencies, and payers can
better align their evidence requirements, so that technology companies and other innovators can generate
evidencein amore efficient and less risky manner. MTLF could call for cross-agency efforts, [e.g., anational
task force or working committee, that would render evidence requirementsinto a more continuous spectrum],
while preserving the respective missions of research, regulation, and payment.

2. MTLF could take astrong stand on cdling for payers and hedlth plans to specify the processes and
criteria used to determine which technologies will be assessed and the timeline for these
assessments. MTLF can point to existing, well-regarded, systematic models for setting priorities.

3. Anaogous to recent provisons for the FDA to meet with technology companies in preparation for
pivotd clinicd trids, MTLF could cal for payers and hedth plans to conduct pre-medtingswith
technology companies to outline expectations regarding methods, hedlth and economic endpoints,
and timeframes for generating evidence in support of coverage decisons. Given current resource
congraints, MTLF should seek to identify well-focused conditions for such pre-mestings, perhaps
for higher-priority technologies that could serve as models for shared expectations of payers and
technology companies for other technologies.
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4.

In this era of increased accountability in health care, MTLF can take a strong stand on having
payers and heath plans describe their criteria and processes for making coverage decisons, as well
as provide more open and better documented decisions on particular technologies. In doing o,
MTLF can point to successful, well-documented coverage processes as models for greater
accountability.

MTLF could draft guidelines [including definitions, criteria, processes, and timelines] for pre-
meeting, priority setting for coverage decision making, and study designs gppropriate for particular
types or classes of technology. To the extent that they are available, MTLF could promote or
dissaminate other highly-regarded guidelinesin these areas. [Examples might be the assessment
criteriaused by the BCBSA, the cost analysis guidelines developed by the United States Public
Hedth Service Task Force, and the recently published guiddines of the Task Force on Technology
Assessment of Medica Devices).

MTLF could encourage and facilitate sharing of Sate-of-the-art methods for generating and
interpreting evidence of vaue. MTLF should emphasize the importance of medical device
companies adopting state-of-the-art methods to demondtrate evidence of vaue, particularly given
that payers expectations for evidence are raised by large pharmaceutical companies that typicaly
have greater resources to devote to such efforts. Also, MTLF could emphasi ze the importance of
having loca and regiond payers adapt and apply these methods toward raising the broader nationa
level of competence in them.

MTLF could develop, or cdl for development, of guiddines for avoiding conflicts of interest
regarding the generation and interpretation of evidence of vaue for coverage decison making.

MTLF could promote efforts to establish guidelines for and implement conditiond coverage of new
technologies. MTLF could begin by reviewing and drawing lessons from successful and
unsuccessful experiences in recent and current attempts at conditiona coverage. Drawing from this
experience, MTLF could propose rules or policies for government and private sector payersto
develop conditional coverage processes. Of course, any such processes must tie conditiona
coverage to data collection for informing timely evidence-based coverage decisions.

MTLF would be a credible champion of these potentid next seps. MTLF must determine which of
these to undertake, in what order, and over what period of time. Subject to its available resources,
MTLF should condder how best to leverage its efforts to maximize itsimpact on strengthening evidence
of vaue for medica technology.
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MTLF Summit Meeting: Evidence of Value for Medical Deviceswas prepared for The Medical Technology
L eader ship Forum by The Lewin Group, including Clifford Goodman, Jennifer Karweit, Kareen Savage, and
Robert Rubin.

For further information, contact Clifford Goodman at: telephone 703-218-5500, fax 703-218-5501, or e-mail
cgoodman@lewin.com
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MTLF Summit Meeting: Evidence of Value for Medical Devices
Prologue

The Medical Technology Leadership Forum [MTLF] consists of a cross section of the |eadership of the medical
technology community, including bioengineers, physicians, research institutions and universities, manufacturers and
patient organizations.

Founded in early 1997, MTLF grew out of aconcern for the future of medical technology in America. MTLF sgoal is
to educate the policy makers, the media, and the public, aswell as its own members, about the value of medical
technology to our society. At thefirst MTLF meeting in June, 1997, the Forum identified Evidence of Value as akey
themefor in-depth study.

WHAT IS EVIDENCE OF VALUE?
The decision makersin our health care system -- whether they are private payersin traditional indemnity insurance
and more integrated systems or public payers like Medicare and Medicare -- are striving to raise quality and lower
costs. Increasingly, these buyers seek evidence of value for the goods and servicesthat they provide. Evidence-
based medicine has become the mantra for our increasingly sophisticated health care marketplace and isintegral to
the broader issue of the role of information in health care decision making.
In the area of medical technology, criteriato demonstrate value not only can have budgetary and health implications,
but also can impact the composition and magnitude of the new technology pipeline. Coverage of technology raises
the challenge of balancing access to state-of-the-art care against the proliferation of services and potential escalation
of health care costs.
The general trend in evaluating health care technology requires evidence not based solely on practitioner opinion,
but on more rigorous data collection methods. This raises questions about the type of evidence required and what
methods should be deployed to demonstrate that evidence. Evidence requirements must be appropriate for the type
and relativerisk of theintervention, the clinical indications, the patient population, and other factors.
Thisyear, Dr. Kenneth H. Keller, current Chair of the MTLF Board of Directors, challenged MTLF by asking two key
questions:

Wheat can the stakeholder community do to facilitate and improve the coverage decision-making

process?

How can stakehol ders demonstrate evidence of value of new medical technologies?
MTLF set off to respond to these two challenges.

Evidence of Value: Building a New Paradigm ~ March 1998
In order to facilitate and improve the coverage decision-making process, MTLF realized that the issues needed to be
identified, defined, and presented. In March, 1998, MTLF issued its first White Paper, Evidence of Value: Building
a New Paradigm
The paper addressed four key elements that must be considered in the development of an improved model of
decision making—

Under standing the Differences Among Medical Technologies: Devices, procedures, and drugs are

all different; the paradigm used to evaluate new pharmaceuticalsis not an appropriate model for

evaluating other medical technologies.

Measuring Results: Methods to measure value should be appropriate to the technology being

evaluated.

Setting the Bar: The standard of evidence of value should balance all relevant health goals[e.g.,

avoidance of health risks versus pursuit of breakthrough therapies] and reflect a shared

perspective.

Improving the Process. The process of decision-making should be coherent, well-founded,

consistent, and transparent.
The first White Paper provided detailed analysis of these four key elements. The companion White Paper, Medicare
Coverage: Timefor a Public Policy Dialogue, formed the basis of a subsequent forum at the United States Capitol in

The Lewin Group 21




MTLF Summit: Evidence of Value

April which explored Medicare coveragein greater depth.

MTLF Summit Meeting: Evidence of Value for Medical Devices ~ July 1998
Dr. Keller’s second question raises technical issues about the methodology to demonstrate evidence. On July 20,
1998, MTLF convened a summit meeting bringing together a nationally recognized panel of stakeholdersin coverage
decision-making for medical devices. These leaders wereinvited as representatives of public and private sector
payers, technology innovators and manufacturers, research organizations, methodol ogists and policy analysts. The
sixteen panelists are listed in Exhibit 1 on pagesfour and five. Clifford S. Goodman, Ph.D., of The Lewin Group
served as the Summit moderator.
The goal was to begin a dialogue among the experts from the payer community, evaluators and researchers, and
producers. The Summit would identify issuesin the area of methodology, look for consensus where possible, and
share different perspectives when appropriate. The group identified six issuesfor exploration at the Summit:
1. Alignment of Evidence: What are the variations among regulators and payers? Can these
differences be reconciled?
2. Transparency and Consistency of Methods How does the lack of transparency and
consistency among processes used by payers to make decisions add to the risks and costs of
technology?
3.  Methods Development: What is the status of methods devel opment for generating data on
safety, effectiveness and cost-effectiveness? What issues arise regarding quality and
appropriateness of data?
4. Priority Setting: How do payers set priorities for assessment? What are the pros and cons of
various priority-setting options?
5. Conditional Coverage: How can society balance the need for data collection with the need
for access to new technologies? What mechanisms are available for allowing limited diffusion
while evidence continues to be gathered?
6. Circumventing Evidence: What factors, other than scientific evidence, influence technol ogy
coverage issues, including politics, law, mediaand market pressures?
The panelists wrestled with these six issues over the course of aday of discussion and debate. The attached paper,
prepared by The Lewin Group, captures the essence of the conversation.

University of Minnesota Forum ~ October 1998

MTLF reviewed the potential next stepsin the Summit draft at the October Forum at the University of Minnesota.
Members discussed how MTLF could contribute to further development of theseissues. The following areas were
identified as prioritieson MTLF s agendafor 1999:

1. What criteriaare currently utilized by private payers and the Medicare program to evaluate
new technologies and procedures? What are the strengths and limitations of the criteriain use
- what changes or adjustments to these criteria could improve the decisions? The American
Journal of Managed Care [Val. 4, September 25, 1998, p. SP 196-7] published “Guidelines for
Information Exchange to Assist Coverage Decisions and Appropriate Use for Therapeutic
Medical Devices.” A roundtable discussion of the proposed changes to the current policy,
including the hierarchy of evidence, cost-effectiveness, and other controversial issues, will
focus thinking and encourage consensus on coverage i mprovements.

2. Conditional Coverage: Roundtable discussion with government, payers, clinical researchers,
physicians and innovators. The goal will beto elicit perspectives on real and perceived
barriersto collaboration, to consider aternatives, and to design amodel for supporting clinical
trials while promoting access to promising new technologies and procedures.

3. Addressing Evidence Challenges: The demand for evidence raises questions about payment
for clinical studies, how studies are viewed based on the financial support, how to evaluate
conflict-of-interest issues, how to improve the quality of evidence, what are the limits and
opportunities for peer review, and what is the potential role of third party evaluatorsin
developing evidence.

4. Most Medicare coverage decisions are made by local carriers and intermediaries. How are
these decisions actually made? How do they vary from region to region and why? What
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standards are applied? How are recent changes in the fraud and abuse requirements likely to
change the environment? How do national decisions affect local ones? MTLF could
commission a study to provide some answers to these questions, so that any effort at reform
could be undertaken with knowledge about how the process currently works.
Work product addressing these topics will be presented as part of the 1999 MTLF in Focus activities.
We encourage you to read the papers in our Evidence of Value Series which are available from the MTLF
officein Washington, D.C.
- Summit Meeting: Evidence of Value for Medical Devices [December 1998] [attached];
Public Policy Influences on Medical Technology: A Dialogue [April 1998]
Evidence of Value: Building a New Paradigm[March 1998]
Medicare Coverage: Timefor a Public Policy Dialogue [March 1998]
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