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Abstract

Objective:
To investigate the evolving use and expected impact of pay-for-performance (P4P) and risk-based provider
reimbursement on patient access to innovative medical technology.

Methods:

Structured interviews with leading private payers representing over 110 million commercially-insured lives
exploring current and planned use of P4P provider payment models, evidence requirements for technology
assessment and new technology coverage, and the evolving relationship between the two topics.

Results:

Respondents reported rapid increases in the use of P4P and risk-sharing programs, with roughly half
of commercial lives affected 3 years ago, just under two-thirds today, and an expected three-quarters in
3 years. All reported well-established systems for evaluating new technology coverage. Five of nine reported
becoming more selective in the past 3 years in approving new technologies; four anticipated that in the next
3 years there will be a higher evidence requirement for new technology access. Similarly, four expected
it will become more difficult for clinically appropriate but costly technologies to gain coverage. All reported
planning to rely more on these types of provider payment incentives to control costs, but didn’t see them as a
substitute for payer technology reviews and coverage limitations; they each have a role to play.

Limitations:
Interviews limited to nine leading payers with models in place; self-reported data.

Conclusion:

Likely implications include a more uncertain payment environment for providers, and indirectly for innovative
medical technology and future investment, greater reliance on quality and financial metrics, and increased
evidence requirements for favorable coverage and utilization decisions. Increasing provider financial risk
may challenge the traditional technology adoption paradigm, where payers assumed a ‘gatekeeping’ role
and providers a countervailing patient advocacy role with regard to access to new technology. Increased
provider financial risk may result in an additional hurdle to the adoption of new technology, rather than
substitution of provider- for payer-based gatekeeping.

Introduction

Pay-for-performance (P4P) and various forms of risk-based reimbursement are
becoming more established approaches to provider payment in both public and
private health insurance programs, yet much is unknown regarding their impacts
on the organization, cost, and quality of care. One less-investigated area is their
impact on patient access to innovative medical technology.

In the case of Medicare, attention has focused on the payment reform pro-

visions of the Patient Protection and Affordable Care Act (ACA), including
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those encouraging the development of Accountable Care
Organizations (ACQOs). As of May 2014, a total of 361
ACOs were enrolled in either the Medicare Shared
Savings Program (MSSP) or the Pioneer ACO program,
accounting for some 5.6 million assigned beneficiaries, or
over 10% of total enrollees'. In addition, commercial
payers are expanding contractual relationships with
at-risk provider organizations, which may be defined
somewhat differently than those meeting federal ACO
definitions. Including both public and private sector
models, as of February 2013, the Center for Accountable
Care Intelligence estimated that 428 ACOs existed in 49
states, more than double the number at the start of 2011°.
Another source estimated that more than half of the US
population lives in areas served by ACOs, and that ACOs
now cover 37-43 million total Medicare and non-
Medicare patients’.

In addition to ACOs, under the ACA and previously,
CMS also is sponsoring a number of other alternative
payment and P4P demonstration projects, including,
among others®: hospital-physician  gain-sharing; a
Hospital Quality Improvement Demonstration Project,
which includes inpatient quality of care-based pay-for-per-
formance payments for five clinical conditions; a bundled
payment pilot program with four episode-of-care models;
Medicare payment penalties to hospitals with high
re-admission rates; a hospital value-based purchasing pro-
gram; Medicare bonuses for physicians who participate
in quality reporting; and a shared savings program through
the Physician Group Practice (PGP) Demonstration and
PGP Transition Demonstration.

Private payers also increasingly include P4P and
risk-based reimbursement approaches for providers in
their networks. In 2006, it had been estimated that more
than half of commercial health plans in the US use P4P
incentives of some type in their provider contracts, repre-
senting 80% of all enrollees in such plans, and that, of
those, 90% had programs for physicians and 38% had pro-
grams for hospitals’. Another source noted in a 2010
survey of payers that 96% of all responding plans reported
having incentives either in operation or in development
for physicians, and the corresponding figure for hospitals
was 40%°.

The design and coverage of these alternative payment
programs vary; some involve ‘upside risk’ only, in which
provider payment increases with the achievement of cer-
tain targets, and others reflect both ‘upside’ and ‘downside’
risk, in which provider payment may also decrease if per-
formance falls short of pre-determined targets. Some affect
hospital reimbursement, others affect physician payment,
and others affect integrated systems. All, however, reflect
experiments in moving from the historical fee-for-service
model in which payment is based on volume alone to an
approach in which payment is tied to performance against
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financial metrics, quality of care metrics, or some combin-
ation of the two.

The impact, short- and longer-term, of a shift towards
P4P or risk-based payment programs is not yet known.
Depending on their specific design, P4P reimbursement
models may create a range of incentives and potential
effects on technology adoption and care. By providing
financial incentives for desired outcomes, rather than
reimbursing providers solely on the volume of care deliv-
ered, P4P programs have the potential to promote higher
quality and more efficient care. At the same time, how-
ever, in the absence of adequate controls and protections
for patient access and carefully defined and monitored
metrics for quality, introducing financial risk for providers
also has the potential to reduce quality of care by reducing
access to needed or globally optimal care that would have
ashort-term negative financial impact on the affected con-
tracting organization. Others have noted previously that
payment reform models have the potential to create unin-
tended negative consequences, such as avoidance of sick,
high-risk, or high-cost patients by providers, other barriers
to access, and under-use of evidence-based services’. As a
result, without proper controls and protections, financial
incentives have the potential to exacerbate healthcare
disparities™’.

In order to reduce these risks, P4P and risk-based pro-
vider payment models that include financial incentives
that would reduce spending generally also include qual-
ity-based incentives and metrics, and payment is generally
a result of performance on both sets of measures. Designing
and implementing the optimal set of metrics to drive
desired care outcomes presents its own challenges,
however. Over-reliance on process-based metrics may
result in ‘treating to the test’°, or may stifle innovation
and inhibit organizations from developing creative solu-
tions that would improve quality of care'!. Appropriate
outcome-based metrics may be difficult to develop or
apply, however.

A shift in provider reimbursement model from the
traditional fee-for-service model to P4P and risk-based
provider reimbursement may have far-reaching implica-
tions on the organization, level, mix, and site of care.
To-date, evaluations of such P4P and risk-based reimburse-
ment programs have been limited, and the effects of such
programs on outcomes, including quality of patient care,
are largely unknown'*"'".

Moreover, programs vary in their provider coverage
(e.g., acute hospitals, physician groups), the clinical con-
ditions they cover (e.g., acute myocardial infarction, heart
failure, joint replacement), and their specific measurement
and payment provisions, and may include multiple pro-
gram components. Having evolved rapidly over a
short period of time, firm conclusions may be challenging
to draw.
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This study investigates one area where evaluations
to-date generally have not focused and the impact of
changes in provider reimbursement models is largely unex-
plored—technology assessment and coverage decisions by
payers, and payers’ views of their potential impact on selec-
tion and adoption of innovative medical technology (such
as medical devices, and diagnostic and imaging proced-
ures) by providers. Effects on the assessment and use of
medical devices are of particular interest as the population
ages to both public and private insurers, to patients, and
to manufacturers of innovative technologies. Changes to
provider reimbursement may have important effects
on patient access, patient outcomes, competition in the
medical device market, and incentives for innovation and
the future availability of new generations of medical
devices over the longer-term.

Patients and methods

Survey design

In order to shed light on the recent evolution of P4P and
risk-based reimbursement programs among commercial
insurers, the expected direction of such programs in the
next 3 years, current approaches to technology assessment
and coverage decisions for innovative medical technology,
and the potential implications of evolving provider pay-
ment models for medical devices and other innovative
medical technology, we conducted structured in-depth
interviews with nine leading private insurers who have
a variety of approaches to P4P and risk-based provider
payment in-place. Interviews focused on programs in
their commercial lines of business.

We targeted leading insurers who are early adopters of
risk-sharing models, and restricted respondents to those
having at least one current and significant provider risk-
sharing program. Determination of the significance of any
risk-sharing program was left to the respondent, but at
a minimum the program should contain either quality or
financial metrics that affect provider payment, or both.

We targeted respondents from two different categories
of private payers. National Payers were defined as payers
offering plans across all regions in the US. Respondents
from three national payers, representing over 100 million
commercially-insured lives, participated in the survey.
Regional Payers were defined as payers with a substantial
share of enrollees in a single region or geographic market
in the US. Because of their strong competitive position in
their geographic markets and ability to design their offer-
ings to meet the local needs of employers and members,
such payers may be leaders in implementing new payment
models. Six of the respondents were regional payers, of
which three were Blue Cross Blue Shield organizations.

© 2014 Informa UK Ltd  www.informahealthcare.com/jme

The six regional payers included in the survey represented
over 10 million commercially-insured lives.

The respondents were distributed geographically—as
noted, three were national payers, one was from the
Northeast, one was from the South, one was from
the Midwest, and three were from the West. Together,
the respondents reported they represent more than 110
million commercial lives (in both insured and self-insured
commercial lines of business). The responses were
intended to provide insights into the adoption of risk-
sharing payment models by different types of likely early
adopters, rather than to constitute a nationally represen-
tative sample of private payers generally, accounting
for the over-weighting of respondents from the west,
which may be more likely to have such risk-sharing
models in-place.

For each survey respondent, a confidential, in-depth
1-h long telephone interview was conducted with a med-
ical director familiar with both the organization’s provider
payment models and medical technology coverage deci-
sions. All respondents were required to be voting members
of their plans’ technology assessment committees. The
interviews were conducted in November and December
of 2013 and were conducted confidentially. Respondents
were not informed of the study sponsor, and anonymity
was assured to participants. Interviews were audiotaped
(respondent-identifying  information — having  been
removed) and written transcripts were analyzed by one
trained reviewer, with verification by a second reviewer.
The survey reflects a mix of questions related to the
adoption of risk-sharing models and specific features of
those models, and questions related to the process and
considerations involved in reviewing new technologies
for coverage, as well as views of the current and evolving
interaction between the two areas.

In addition to qualitative insights from open-form par-
ticipant replies, structured information from the survey
was compiled for analysis. Such data includes: the charac-
teristics of current risk-sharing payment models at the
organization and those anticipated within the coming
3 years; the financial and quality metrics associated with
the risk-sharing payment models; the perceived success of
the model implementation; and the process for considering
new, and potentially more expensive, medical technolo-
gies within a risk-sharing payment context. Where
selected brief quotations are provided to illustrate repre-
sentative points, they are drawn directly from confidential
interview transcripts.

Limitations

Findings from the survey are limited to nine targeted
respondents, and data were self-reported. No means of
independently verifying the responses was possible, given
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the confidential nature of the questions. Views of potential
provider behavior are those of payers, and verification with
providers was beyond the scope of the research. While
response data on both a plan and covered lives basis is
presented, and the results from these nine respondents
provide insights into the potential future evolution
of risk-sharing provider payment models and potential dif-
ferences among different types of payers and respondents
represent over 110 million commercial lives in total, the
sample size and approach was not designed or intended
to allow for statistical extrapolation to all commercial
insurance plans. Given the research design and potential
for respondent selection bias, the results should be viewed
as hypothesis-generating, highlighting leading high-level
trends and identifying potential valuable areas for future
research as the use of such provider payment models
continues to expand.

Results

Participation in P4P and risk-sharing programs is
increasing rapidly

All respondents reported a trend towards greater use of
such programs (with the exception of one respondent,
who reported that all commercial lives were already sub-
ject to such provisions). On average (i.e., the unweighted

B None of the above

100% +
5%

8%

80% -

60% -

40% -

20% -

0% -

3 Years Ago

u All other provider risk-sharing payment models

Today

average of responses across all respondents), the reported
percentage of commercial lives subject to any type of P4P
or risk-based payment provisions increased from roughly
half (46%) 3 years ago to just under two-thirds (62%)
today, and was reported as expected to reach three-quarters
of commercial lives 3 years from now (Figure 1).

Five respondents (55% of plans, 27% of lives) reported
that results were either successful or very successful (the
remaining respondents reported that results were mixed)
and all respondents reported that these programs were
either important or very important to their strategic
plans going forward and, therefore, planned to continue
or expand their programs (Figure 2). Eight respondents
(89% of plans, 99% of lives) described their organizations
as viewing these type of P4P or risk-sharing provider pay-
ment programs as ‘pilot programs we fully expect to be “the
wave of the future” or ‘an established part of how we do
business’.

The mix of P4P and risk-based payment

programs varies, reflecting payer

experimentation

P4P and risk-based payment approaches encompass a wide
range of reimbursement program designs and respondents

were asked about their current and planned use of eight
different provider payment models, divided into four types,

Partial capitation Full capitation/global payment

9%

23%
13%

9%

3 Years From Now

Figure 1. Percentage of commercial lives in plans with provider risk-based payment models: Unweighted percentage of respondents.
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= Very successful
= Successful
Mixed

44%

Figure 2. Satisfaction with provider risk-based payment programs:
Unweighted percentage of respondents.

generally in order of increasing payer financial risk

(Figure 3):

e Pay-for-performance incentives, either in the form of
positive quality incentive bonuses or payment adjust-
ments for negative quality outcomes;

e Shared performance incentives, either in the form of
shared savings programs or hospital-physician gain-
sharing;

e Bundled payments for episodes of care, either within
a single provider or care setting or across multiple
providers and care settings; and

e Capitation, either partial capitation or full capitation.

Respondents differed widely in terms of the number and
variety of programs in-place, with three general models
emerging based on the level of current development in
the use of P4P and provider risk-based reimbursement
approaches:

Model A: Established and growing use of capitation

and a well-developed risk-based reimbursement
program

At one end of the spectrum, two of the respondents
reported that full or partial capitation is currently a fully
implemented feature of provider payment in their organ-
izations, with the percentage of covered lives growing to an
estimated 50-70% 3 years from now, and a reported goal to
‘give as much risk away as possible’. Both respondents
described their motivations for such programs as both
cost-related and quality-related, and had operated capita-
tion models for some time. Both operated a well-developed
P4P and risk-based reimbursement program with multiple
components, also including bundled or episode-based
reimbursement models (either as standard elements of
their reimbursement program or as demonstration pro-
jects), as well as shared savings or hospital-physician
gain-sharing models.

© 2014 Informa UK Ltd  www.informahealthcare.com/jme

Model B: Bundled payment and shared savings and
gain-sharing models
Three respondents described their organizations as having
only pilot or demonstration capitation programs in place,
covering a limited number of providers and members, sup-
plemented by bundled or episode-based payment models
(either as established provider payment programs or as
demonstration projects), and both shared savings and hos-
pital-physician gain-sharing programs. Each of these
respondents also had a P4P bonus program in place, but
noted a strategy to shift away from ‘upside-only’ programs.
Programs included multiple approaches, and respond-
ents highlighted different programs as being of greatest
strategic importance to their organizations. One respond-
ent identified episode-based payment models, including
for orthopedic and cardiovascular procedures. Bundles
include pre-operative care, operative care, and rehabilita-
tive care, and were described as associated with targeted
benefits in improved forecasting, more efficient care,
enhanced ability to implement care protocols, reduced
variability, and increased economies of purchasing.
Another respondent highlighted ACOs and hospital-
physician gain-sharing as particularly important, in that
they were means by which hospital and physician behavior
could be aligned to yield the greatest impacts on cost
and quality of care. The third respondent highlighted
bundled payment and shared savings as being a focus, in
comparison to an earlier focus on P4P quality bonuses.

Model C: More limited but ongoing experimentation
with P4P programs

The remaining four respondents reported more limited use
or success of P4P and risk-based provider reimbursement,
with either only one of the four general types of programs
(i.e., capitation, bundled payments for episodes of care,
shared performance incentives, or pay-for-performance
incentives) today or only demonstration programs
in-place. Each of the four noted an emphasis on one or
two discrete physician P4P bonus programs in specific
areas of clinical or other focus. One respondent noted pre-
vious unsuccessful experimentation with a limited scale
bundled payment pilot, stalled due to administrative
complexity, and ongoing discussions regarding hospital—
physician gain-sharing programs.

The payment reform models described by respondents
vary with respect to the number and type of programs, the
level of provider participation, the specific payment mech-
anisms and quality metrics employed, and the level of
financial risk and reward involved, reflecting ongoing
experimentation. Programs ranged from well-established
programs covering a high percentage of providers
with substantial upside and downside revenue implications
for participating providers, to pilot or demonstration
programs affecting providers in a single clinical area with
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Pay-for-performance quality incentive bonuses

Payment adjustments for negative quality outcomes

Shared savings

Hospital-physician gain-sharing

Bundled payments for episodes of care (within a single provider or care setting)

Bundled payments for episodes of care (across multiple providers and care settings)

Partial capitation

Full capitation / global payment

i

B Fully implemented H Pilot/demo basis

Planned within next year

No plans to implement

Figure 3. Provider risk-sharing payment models in commercial lines of business: Unweighted number of respondents (n=9).

upside-only revenue implications. All respondents
described their programs as active experiments subject
to change.

A variety of financial and quality measures were in use,
with preventive care (e.g., flu vaccination), chronic care
process of care (e.g., diabetic vision screenings), and
chronic care outcomes (e.g., hbAlc levels) in place by
seven of the respondents; patient access, patient experi-
ence satisfaction, and acute care outcomes (e.g., 30-day
re-admissions) cited as in place by six of the respondents;
patient safety and efficiency of care (e.g., inpatient admis-
sions, emergency department visits) in place by five;
and acute processes of care (e.g., use of ‘clot busters’
within 30 min to emergency department patients with sus-
pected myocardial infarction) and population health (e.g.,
smokers, BMI) by only two. Multiple sources of metrics
were cited, although many reported increasingly relying
on HEDIS and Medicare ‘star rating’ metrics in their
commercial program designs.

All respondents reported that concerns with cost
initially drove their organizations to consider and pursue
risk-based provider payment programs, although the

888  Access to innovative medical technology Long et al.

importance of financial vs quality metrics varied. Two-
thirds of plans (29% of lives) also noted concerns
with quality as being important drivers. Both national
plans (86% of lives) also noted that employer interest
was a factor.

One-third of respondents (6% of lives) reported that
financial metrics were weighted much more, one-third of
respondents (6% of lives) reported that quality metrics
were weighted much more, and there was no obvious rela-
tionship between program design or risk-based payment
model and metric weighting or selection. Process measures
still dominate outcome measures, although several
respondents reported a desire to transition to greater use
of outcomes measures over time (Figure 4).

All respondents reported not yet having the results of
careful evaluations of cost savings results and, when
pressed to provide an informal, ballpark estimate of the
savings achieved, respondents generally cited financial
results ranging from minimal if any savings to 10-20% of
total medical expense (TME) for the best performers.
To the degree that savings were achieved, they were gen-
erally thought to be due to reduced emergency room visits

www.informahealthcare.com/jme  © 2014 Informa UK Ltd
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What is the relative importance of financial and quality measures on provider payment?

33%

22%

33%

B Financial metrics are weighted much more
O Somewhat more weight on financial metrics
B About evenly weighted

Somewhat more weight on quality

Quality metrics are weighted much more

What is the relative importance of outcome and process measures on provider payment?

25%

38%

25%

13%

B QOutcome measures are weighted much more
0O Somewhat more weight on outcome metrics
B About evenly weighted

Somewhat more weight on process metrics

Process metrics are weighted much more

Figure 4. Relative importance of financial, quality, outcome and process measures when determining provider payment: Unweighted percentage of

respondents.

and inpatient admissions. Several also cited purchasing-
related efficiencies such as narrowing supplier lists and
formularies.

The bar for new medical technology adoption is
being raised

Four of the nine respondents (44% of plans, 91% of lives)
reported expecting a higher evidence requirement for the
approval of new medical technologies in their organiza-
tions in the next 3 years. Five payers (56% of plans, 93%
of lives) reported having become more selective in the past
3 years with regard to approving new technologies, citing
either an increase in the demand for evidence, particularly
with regard to comparative effectiveness, or increased cost
sensitivity, including by providers who take on risk
(‘There’s going to be less coverage of new technology
unless there is a demonstration that it really is better
than the present standard of care, and that demonstration
in most instances will require some measurement of out-
comes’) (Figure 5).

© 2014 Informa UK Ltd  www.informahealthcare.com/jme

Respondents generally described their processes for
gathering, presenting, and assessing evidence for coverage
as being highly standardized and methodical, and unlikely
to change. All described their evidence review process as
being supported by internal clinical and scientific staff
(rather than outsourced to vendors) and led by a standing
technology assessment committee composed of clinical
staff. While respondents’ organizations typically review
tens to hundreds of new technologies annually (the low
cited was ~40, and the high ~400) covering a broad range
of different technology types and modalities, they describe
the evidence review process and the considerations for
approving coverage as being essentially the same across
different technology types (e.g., new orthopedic devices,
implantable cardiovascular devices, new clinical diagnos-
tic tests). For instance, the review process and consider-
ations for devices brought to market under the PMA and
510(k) regulatory approval routes were described as the
same by each of the respondents.

The process described typically follows two distinct
steps: technology assessment focused on a highly structured
scientific review of the available evidence and published
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100%

80%

60%

44% 44%

40%

20%

0%
In the next three years there
will be a higher evidence
requirement for approval

of new technology approved

It will become more difficult
for clinically appropriate but
costly technologies to b

56%

22%

‘We have become more selective
in the past three years in terms
of approving new technologies

Our approach to formal
technology assessment or
coverage policy decisions has
changed as a result of our
adoption of risk-based provider
payment programs

Figure 5. Expectation for technology assessment process: Unweighted percentage of respondents.

literature; and a coverage decision reflecting the results of
the technology assessment, as well as other inputs, includ-
ing the actions of other payers, both public and private,
and, in some cases, economic considerations. The stated
importance and role of economic considerations in the
coverage decision varied across respondents, with two
(22% of plans, 23% of lives) reporting that ‘economic con-
siderations never enter into technology coverage policy
decisions’, three (33% of plans, 72% of lives) reporting
that they ‘always’ do—new technologies must demon-
strate economic value as well as clinical value’—and four
(44% of plans, 5% of lives) reporting that they ‘sometimes’
do, either ‘if the clinical assessment is a “close call’”” or ‘if
the economic impact is particularly large’. The coverage
decision also typically includes decisions regarding any
access and utilization management controls, such as prior
authorization requirements.

Increasing levels of provider financial risk may
challenge the traditional new technology access
and adoption paradigm

Respondents were mixed in their views of the impact of
increasing payer financial responsibility on new technol-
ogy adoption decisions by providers. All but one of the

890 Access to innovative medical technology Long et al.

respondents observed that they have seen providers
become more selective in adopting new technologies, par-
ticularly when they are more costly in terms of their initial
acquisition cost. All noted that, as providers become more
at-risk financially for at least some of the costs of care, they
expect they will become even more selective in the use
of new technologies.

While most welcomed providers ‘thinking like payers’,
not all respondents viewed this as a universally positive
development. Several respondents noted that, in some
cases, this could lead to providers not adopting a given
new technology because of narrowly-defined cost measures
(e.g., because the additional cost would come out of
a given provider’s payment budget contract, or ‘silo’,
while the savings or other benefits, such as in quality meas-
urement, might not accrue to that provider, but to others
in the continuum of care), while payers would want the
technology to be used, because it could reduce total costs of
care when viewed more globally. Several respondents
noted that this development represented a potential rever-
sal of the historical set of interests and behavior, in which
providers typically advocated for coverage of a new tech-
nology as agents on behalf of patients, and may have been
resisted by payers either on the basis of cost considerations,
or because sufficient evidence was not yet available to
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support a universal access determination (‘You could have
this kind of perverse thing where the providers, who in the
past have been the biggest drivers of new technology
because they weren’t paying for it and they liked it because
it was easier to do their job, or they felt it was better, are
probably now going to be the ones who are going to resist
it, and it’s going to be the payers who are going to be
pushing so that the quality metrics are better’).

Although several respondents noted that opportunities
for competitive pricing on well-established technology was
an element of their cost management strategy, only one
identified new technology as a major cost driver (when
major cost drivers were identified, they were inpatient
hospitalizations and emergency department visits). All
described the focus of their incentive programs as being
the efficiency of the delivery system in general, rather than
on controlling the cost of new technology specifically.
Several noted that new technologies could be cost-
saving when used efficiently to replace older, less efficient
technologies (for example, the use of more advanced
imaging when it replaced earlier-generation imaging and
is used to alter treatment decisions), and when well-
matched to the clinical needs of specific populations.

There is some variation in other policies regarding new
technology. One-third of respondents reported that ‘new
technology carve-outs’ (i.e., payments made separately
from per diem or DRG-based reimbursement) were a
feature in a significant share of their current hospital
contracts; for the remaining two-thirds, they were not.
With regard to investigational use, two-thirds of the
respondents do not cover investigational use as a matter
of policy, and most define investigational either by apply-
ing the five-part Blue Cross Blue Shield Association
Technology Evaluation Center (TEC) requirements (i.e.,
has not received final approval for use from the appropriate
government regulatory body; published scientific evidence
is not yet available demonstrating conclusions with regard
to the technology’s effects; published scientific evidence
does not demonstrate beneficial effects on health out-
comes outweighing harmful effects; published scientific
evidence does not yet demonstrate the technology is as
beneficial as any established alternatives; or technology
is not attainable outside the experimental setting), or by
adopting a Medicare determination'®.

However, payers view their technology
assessment and coverage determinations as
independent from and complementary to
providers’ utilization decisions

All respondents reported that ‘we plan to rely more on
these types of provider payment incentives to control

costs, but don’t see them as a substitute for technology
reviews and coverage limitations; they each have a role
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to play’, finding such provider payment programs to be
complements, rather than substitutes, for payer reviews
and access limitations.

Although all but one of the respondents noted that they
had already seen providers become more selective in their
use of new technologies, and several welcomed a trend in
which ACOs or other provider organizations are respon-
sible for the total cost of care and for determining access to
new technology, allowing payers to focus on underwriting
rather than care management, all respondents neverthe-
less stated that they viewed their responsibility for review-
ing the evidence for coverage decisions as unchanged
and not reduced as a result (e.g., “We are never going to
be at a point where we are going to simply rely on provider
networks to control our own costs’). Several reasons were
cited.

First, respondents noted their legal and contractual
responsibility for determining coverage on behalf of their
members, consistent with customer plan designs. In some
cases, this could mean potential conflict between mem-
bers, payers, and providers (e.g., when provider organiza-
tions accountable for managing the health and care costs
of a population have policies and practices that conflict
with or do not meet members’ demand for specific proced-
ures, benefits, or technologies that are covered by payers).

Second, respondents noted they are ‘making coverage
decisions that are not just solely for the benefit of providers
in our risk pool, but for everybody’ and their processes are
‘driving business decisions for the totality’, recognizing
that providers accept varying levels of financial risk, and
that this likely will be true for some time. In addition, for
some the dominant model remains a variant of fee-for-ser-
vice rather than P4P or provider risk-based payment, so the
relative importance of the ‘payer as gate-keeper’ remains
high from a cost control point of view. This likely means
that technology access and utilization controls will operate
at both the payer level (through the process of technology
assessment and coverage determination, which will result
in some technologies not being covered or considered
medically necessary if they are found to be no more clin-
ically effective than alternatives already available, but
more expensive) and at the provider level (through the
utilization decisions of individual provider groups).

Third, respondents noted that, at least for the time
being, and even under an ACO model which integrates
hospital(s) and physician group(s) in a given geographic
area, they believed individual providers are constrained in
their perspective on the total cost of care. (‘They simply
don’t have the view of the landscape that we do in terms
of the ability to collect data to really understand total epi-
sode-of-care costs... our members are accessing care at
multiple different sites, and they are mobile as well...
patients now seek care all across the country and travel
long distances to do so’.)
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Discussion

The healthcare system is undergoing historic levels of
change. Payers are grappling with the implementation of
new mandates affecting fundamental business factors such
as coverage, plan design, and medical loss ratios. At the
same time, they have been experimenting over the
past several years with a wide range of alternative P4P
and risk-based payment models that alter their economic
relationships with providers.

While not designed to be a statistically robust sample of
commercial payers, interviews with leading payers cover-
ing a substantial population of commercial lives suggest
experimentation with P4P and risk-based provider pay-
ment models is ongoing and may be increasing rapidly.
Moreover, they depict a complex system in transition,
with many unknowns regarding the ultimate implications
of changes in economic incentives for payers, providers,
employers, and patients. All of the payer representatives
interviewed described their approach to provider payment
as multi-faceted and evolving, in some cases very rapidly,
with a growing emphasis on risk-sharing and P4P models
and a substantial increase in the coverage of such programs
planned over the next 3 years.

The short and longer-term impacts of shifts in the pro-
vider payment model on the organization, mix, quality,
patient availability, and cost of care are largely unknown
and it will likely be years before definitive findings are
available. With regard to innovative medical technology,
potential implications include:

e Increased reimbursement wuncertainty: Respondents
described a diverse and evolving provider payment
environment, with increasing levels of uncertainty
and provider financial risk over time. Provider finan-
cial uncertainty may have two types of potential
impacts on innovative medical technology: direct
impacts on care management and technology choice
as a result of increased financial risk and uncertainty
(e.g., reduced or increased demand for different types
of medical technology); and indirect impacts as a result
of increased payment uncertainty and changes in pro-
vider demand being translated into greater uncertainty
for innovators upstream, with a potential impact on
the willingness of investors to deploy capital in invest-
ing in new device innovation.

e Potential opportunity for certain technologies: At the same
time, there may be enhanced opportunities for tech-
nologies that have the potential to improve quality
performance (as measured by commonly used metrics),
reduce measured costs, or both. Several respondents
noted that, while payers are ‘going to be pickier
about [covering] technology’, they also would have
an interest in allowing financially at-risk provider
groups to experiment with and access technology
that might prove to be more efficient care choices for
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them. As another example, several respondents noted
that technologies that allowed earlier discharge from
the hospital or helped avoid hospitalizations altogether
(e.g., through home monitoring) might become
attractive to provider organizations at-risk financially
for inpatient hospital costs.

Greater reliance by payers and providers on quality and
financial metrics: The increasing importance of metrics,
both financial and quality-related, in provider pay-
ment models means that metric selection and quality
also will be increasingly important and may have far-
reaching implications for care decisions. The metrics
used to measure quality of care and patient outcomes
and to calculate and allocate financial results in P4P
and risk-based provider payment programs vary and are
still in flux. Historically, quality metrics have tended to
focus on process measures and financial metrics have
tended to reflect shorter-term results (e.g., the cost of
an inpatient stay). While episode-of-care-based pay-
ment may encompass a broader definition of the
period of care (e.g., from pre-operative to post-opera-
tive rehabilitative care), longer-term results may still
be excluded. In the case of many medical interven-
tions, including procedures that involve devices, pro-
cess quality standards and metrics may be absent, or
the link between process standards and longer-term
outcomes (e.g., patient quality-of-life, levels of pain,
mobility, functional status, and engagement in phys-
ical and social activities months following an ortho-
pedic procedure) may not be well-established. As a
result, new metrics may need to be developed and vali-
dated, including quality metrics which would appropri-
ately measure and ensure optimal patient access to and
benefits from such interventions'®.

A potential additional hurdle to the adoption of new tech-
nology: A shift towards greater provider financial risk
may also entail a shift in the traditional technology
‘gatekeeper’ role, with both payers and risk-bearing
providers exercising control over adoption of new
technologies, whereas previously, payers typically
assumed a gatekeeping role and providers a counter-
vailing patient advocacy role with regard to access to
new technology. All payers reported that ‘they planned
to rely more on these types of provider payment incen-
tives to control costs, but don’t see them as a substitute
for [payers’] technology reviews and coverage limita-
tions; they each have a role to play’. As a result,
increased provider financial risk may result in an add-
itional hurdle to the adoption of new technology fol-
lowing FDA clearance and payer coverage, with
manufacturers needing to plan for provider group
acceptance/coverage prior to individual provider util-
ization decisions, rather than a substitution of gate-
keeping by providers for that of payers. With this
development may come the opportunity (or need) for
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technology manufacturers to increase their inter-
actions with ACOs or other provider risk-assuming
groups (in addition to payers) over coverage. At the
same time, it may also be the case that such provider
groups may have more centralized control over tech-
nology adoption co-ordination and demand than has
been the case (‘if technology companies feel they have
a better mousetrap they may be selling directly to that
physician group’).

e Increased need for data analytics and evidence, including
for coverage and utilization: Respondents noted the
increased need and demand for evidence across the
spectrum of care management and delivery, including
outcomes studies, and analyses and evaluations at a
patient and population-level of alternative care path-
ways. Manufacturers, providers, and payers who can
collaborate in developing, evaluating, and applying
such evidence will succeed in an increasingly uncer-
tain environment.

Conclusion

The healthcare system faces unprecedented levels of
change. A provider payment model shift is underway
from ‘volume to value’, with payers actively experimenting
with a range of alternative P4P and risk-based provider
payment models. This shift holds promise to improve qual-
ity of care for patients, but may also have unanticipated
effects on provider care delivery choice, patient access, and
innovation incentives as economic incentives are altered,
and established gatekeeper roles are challenged.
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