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I am writing to address those questions of interest to me in the fifty-five (55) questions posed by
CMS regarding shared savings programs and incentive payment plans in connection with the
Medicare Physician Fee Schedule for 2009. You will find here very little comment on shared
savings programs. | do not believe they are fundamentally quality oriented but are about
efficiency and cost control. I have a far greater interest in the potential of hospitals paying
physicians in connection with excellent quality or improved quality results.

I write from the perspective of an attorney who has worked more than thirty years on using legal
vehicles like regulation to improve clinical quality. I served on the board of NCQA for twelve
years and was chair for five. I maintain a website just on the business case for quality, primarily
for physicians (www.uft-a.com). [ have written extensively on hospital-physician collaboration
for quality. (See www.gosfield.com/Publications) [ am faculty for the Institute for Healthcare
Improvement (IHI) program on “Engaging Physicians in a Shared Quality Agenda”, and co-
author of their white paper on that topic. I am chairman of the board and a founding Design
Team member of PROMETHEUS Payment®, Inc., a tax-exempt corporation developing a new
provider payment model to pay for improved quality. (www.prometheuspayment.org) I am
writing these comments from that perspective. No client has asked me to or is paying me for
these comments. They reflect my own views from these multiple contexts.
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[ applaud the efforts to address permissible incentive payments for quality. Unfortunately, I
believe the risks in shared savings reflected in the proposed safeguards are overshadowing the
positive potential available in incentive payments for quality where more flexibility should be
allowed.

Overarching Issues

Initially, I recognize that if CMS were to publish detailed regulations, the agency would benefit
from input on all of the matters about which questions were posed; but, frankly, I believe that
approach to regulation in and of itself is problematic. While many in the industry would seek
bright lines, the entire history of the Stark regulatory environment has been one of increasing
complexity, administrative burden, and micromanagement. Still further, in the arena of quality
improvement, there are not yet unequivocal data regarding what works best, and innovation and
flexibility should be encouraged. The entire regulatory approach to hospital payment to
physicians based on quality performance ought to consist of setting forth principles that define
the parameters of compliance. I would recommend avoiding details in order to let the burden fall
squarely on the providers to determine whether they comply with the overarching principles.

I would suggest that the approaches that have been taken for purposes of profit sharing and
productivity bonuses, as well as under the fair market value compensation provisions, are far
more relevant to the complexities of what might emerge in the quality incentive payment
context. In both of those areas, the regulations provide general parameters and sometimes safe
harbors and place the burden on the provider seeking to be more creative. That CMS posed fifty-
five (55) questions in association with these issues speaks eloquently to the complexity of the
problem area for CMS to seek to regulate it in any detail.

That said, those philosophical dispositions inform my responses to each of the issues I have
chosen to address. I have specifically indicated those questions of the fifty-five (55) which I am
not addressing. They are those focused around shared savings.

1. Define the terms “incentive payment program” and “shared savings program”.
2. Is the terminology “incentive payment” and “shared savings” appropriate?

The term “incentive payment program” should be changed to “quality performance
payment program”. For a hospital to pay for measured quality performance or quality
improvement is legitimate and speaks more precisely to the types of programs which would be
protected. “Incentives” can refer to anything. That term does not differentiate the type of
incentive at issue.

I would define “Quality Performance Payment Program” (“QPPP”) to be an explicitly
designed program through which a hospital makes payment to physicians for improvement in
measured quality or sustained levels of quality, which measures are defined and applied during
the term of the program.
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3. Identify with specificity which conditions should be made applicable to incentive
payment programs and why.

As stated in my correspondence of July 22, 2008, the risk of underuse or reduced services ina
QPPP is far less than the risk in a shared savings program. As RAND researchers have
demonstrated, the American Medicare population is receiving only fifty-five percent (55%) of
what evidence says they should; so, improved quality performance generally would tend to
create some delivery of additional services. For that reason, safeguards with regard to a
tendency to underuse in the quality performance programs should be of less concern, since the
far greater problem in Medicare payment is overuse.

I would suggest the following safeguards for a QPPP:

e It should be based on a written document identifying the measures to be applied, for
how long it will run until a payment is made, the qualifications for physician
participation, the calculation of payment to be made and for what targets and/or goals, to
whom payment will be made, a statement as to the baseline of performance before the
program begins, a written calculation or statement of the results achieved that relate to
the targets or goals, and a record of payments made. If a QPPP runs more than a year,
the document should be renewed on at least an annual basis for each QPPP. The
document should be available to the Secretary upon request.

o The program should be required to use measures that are substantially related to
nationally recognized, evidence-based or consensus-based measures (e.g. nationally
recognized clinical practice guidelines, NQF measures, etc). The measures need not be
limited to those explicit measures but should be permitted to be based upon them. For
example, if a hospital chooses to reward physicians for very quick response times to
insert a balloon catheter, that is a component of the hospital’s door to balloon time, but
it is not itself the door to balloon time, which entails many more factors than just when
the physician presents to perform the service. If a hospital analyzes why it is not
achieving optimal results, and it discovers a need to focus on a component element of
what will produce what good guidelines dictate, that should be permitted. The key is
that somehow the metric reflects well-established, clinically valid measures.

e No physician should be paid based on the volume or value of his referrals of designated
health services, although indirect recognition of referrals is inherent in these programs.

e The hospital should conduct on-going monitoring of the program to determine if
unintended consequences (e.g., underuse, overuse, misuse) have occurred. The need for
outside consultants, auditors, review personnel and the expense and administrative
burden of complying with such requirements in the absence of data regarding their
value (other than to the consultant who is paid to do the review) speaks to the fact they
are not necessary.

4. Identify which conditions need not or should not be made applicable to incentive
payment programs and why.
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As noted above, a properly constructed QPPP, in accordance with the conditions noted above,
does not need any outside consultant review as a safeguard against harm to patients. The
hospital ought to bear the burden of on-going monitoring of unintended consequences as a result
of the program. Limits on duration or term, or on levels of physician pooling for payment, are
unnecessary as well, as long as the conditions in the four bullet points above (“the Bullets”) are
in place.

5. Indicate why it would not be necessary to impose the same safeguards against
program or patient abuse on both types of programs.

The risk of underuse or reduced services in QPPPs is far smaller than the risks of harm to
patients from shared savings programs. Most current quality measures are oriented more toward
underuse than overuse. Improved quality performance would, of necessity, entail the delivery of
additional services. That said, there are pay-for-performance programs that make payment based
on physicians trying more conservative measures before spine surgery, for example. The key to
protecting patients is to focus the payment on elements provided for in national clinical practice
guidelines or evidence-based measures.

6. Should a program involving cost savings measures that also improves quality be
treated as an incentive payment or shared savings program?

Arguably, whenever a program reduces overuse in favor of evidence-based services, some
modicum of unnecessary services will no longer be provided, if the participants respond to the
incentives. Therefore, some QPPPs which pay for improved performance might entail reduction
of service. The distinction between shared savings programs and QPPPs turns on the calculation
of the pool of money that is available to pay the physicians. By definition, in a shared savings
program the fundamental purpose is to save money. The primary metric for payment is the
quantification of savings--- dollars not spent. For purposes of determining which regulatory
standard pertains, the distinctions should turn on their fundamental purpose. If the primary
purpose of the shared savings program is to pay savings to physicians who contribute to the
hospital’s savings, then that mechanism is a shared savings program. To the extent that
physicians are paid for improved quality performance, without reference to saved expenditures
and irrespective of them, this would be a QPPP.

[T am not answering question 7.]

8. How can we satisfy the requirements of 1877(b)(4) if we do not include a condition
prohibiting payment to a physician for reducing or limiting items or services?

The Secretary has authority to interpret the statute in a way that is meaningful for its times.
When that provision was enacted, it was at the beginning of a period of time when there was
anxiety that managed care models would drive physicians to underuse by denying access to care.
If interpreted literally, no payment could be made to incentivize Medicare overutilizers to change
their behavior. CMS should publish a regulation interpreting this term to reflect reducing or
limiting medically necessary services. If a national guideline suggests that services are not
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necessary so physicians ought not provide them, how can CMS be of help if it prohibits this
proper move to a different style of care delivery? In fact, today, there is far more concern that
the Medicare program is already being abused by overuse rather than underuse. Still, as long as
the prohibition pertains to reduction of medically necessary services, as provided for in national
clinical practice guidelines, that should be enough and would be a common sense interpretation
of the statute.

[1 am not answering question 9.]

10. How should we avoid protecting payments based on sham measures or measures
that do not reflect objective quality outcomes or standards?

The measures which form the basis for any QPPP should be directly referable to an external,
independent, nationally recognized clinical practice guideline. NQF, specialty societies and
others, such as the Institute for Clinical Systems Improvement (ICSI) in Minneapolis have
published guidelines and often measures. AHRQ has a database of guidelines and measures,
which is not everything extant but a significant volume of both. If CMS imposes as a condition
for these programs that they reflect the components or elements of independent, national,
evidence-based or consensus-based measures or guidelines, that would be sufficient.

[1 am not answering questions 11-14.]
15. Whether pools should be five at least or less.

I am not convinced that the necessity of limited pools has been established. | am unaware of any
data regarding what motivates physicians, except for the general belief in pay-for-performance
programs that physicians need to have 10% of their compensation at risk to get their attention.
Depending on the measure of performance, there is no magic to a group of five (5) people as
opposed to three (3) as opposed to ten (10) people. If, in a small hospital, there are only two (2)
physicians in a specific specialty who are generating significant volumes of work for the
hospital, why should they be precluded from engaging in efforts to improve quality for payment,
as long as the program complies with the fundamental tenets of no payment based directly on
volume or value of referrals? Even if there is only one physician in a specialty, such as
infectious disease, if he refers patients to the hospital and treats those in the hospital, and the
hand washing rate at the hospital goes up by virtue of programs he conceives and implements,
why should he not be able to be paid for his contribution to the hospital’s overall reduction in
acquired infections?

16. Whether all participating physicians must be in the same specialty and the issues
raised by protecting arrangements between hospitals and multi-specialty groups.

There is no reason to require that physicians be of the same specialty to be eligible to participate
in a QPPP. Optimal care for a patient who receives cardiac surgery turns not only on the
activities of the surgeons, but the condition of the patient when the referral for surgery was made,
as well as the effective and timely work-up by the cardiologist. This means that primary care
physicians and cardiologists contribute directly to the quality of the care that is delivered along
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the continuum for the cardiac surgery patient. There should be no particular problems associated
with a QPPP that pays different specialists for their contributions to overall results. If a multi-
specialty group is paid for only some of its physicians’ performance (e.g., only the oncologists
are involved in the QPPP measures) and the group itself chooses to share those monies among its
members, as long as none of them is paid directly for the volume of referred DHS, who cares?
To the extent a QPPP is paid based in part on the degree of contribution by the physicians, there
will be some reflection of volume of referrals, but as long as it is not directly reflected in the
physicians’ compensation, no one should care.

17. Whether participating physicians should be required to be on the Medical Staff at
the hospital at the commencement of the program.

As I stated in my July 22, 2008, letter, the major problem in payment for quality performance to
a physician who has not been on staff long enough is that he may not have contributed enough to
the success rate of the hospital to determine his patients are treated well. Having a sufficient “n”
to measure performance is a quality measurement truism. Consequently, physicians ought not be
paid quality performance payments until they have been on staff for at least six (6) months with
sufficient patients admitted to measure performance. Of course, that entails quantification of
admissions, but not payment for them. This two-pronged test is arbitrary but would prevent
windfalls and assure a minimum volume of patients to measure performance. There are many
other aspects of the Stark regulations which are arbitrary, as well.

18.  Whether Medical Staff members may be added during a program and how to
address the risk that payments would be made to recruit physicians, especially from
hospital that might not be able to afford a similar program.

Of course Medical Staff members should be eligible to be added during the term of a QPPP.
Physicians who are contributing to the quality performance of the hospital should be able to
participate. Payments might be made pro-rata to them, depending on how the program is
constructed, for the period of time that they have participated. If a hospital is recruiting
physicians by virtue of making available payments for improved quality in a free market
economy, that would be an entirely legitimate basis for competition for physician loyalty. 1do
not think that it is the business of the Stark regulations to engage in economic redistribution of
resources or protection of hospitals who are unable to offer such programs. If there is a time bar
for the newly recruited physician to qualify for participation and a volume threshold of
admissions, so what? To take a different position would require a similar prohibition on hospitals
who are in a position to offer major recruitment packages to highly valued clinicians, or to pay
$2 million a year to a neurosurgeon to provide services for them when their competitors can’t.
CMS has no regulation that confronts that issue, so why begin here?

19. Should we impose a cap on the payment made per physician?
CMS should not be in the business of imposing limits on payments made to a physician within

the context of a properly designed and conducted QPPP which does not reward physicians
directly for the volume or value of their DHS referrals.
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20. Should payments be limited in duration, and if so, whether three years of some
other period should be the maximum?

Why should payments in a QPPP be limited in duration? Unlike a shared savings program,
where there is a moment when there is no more savings to be had without harming patients, in a
QPPP, the hospital should be permitted to make its own decisions about allocating its resources
to achieve quality results. If it chooses to continue to pay physicians for their contributions to
door-to-balloon time, or prevention of surgical site infections, when the physicians have already
changed their behavior so they have achieved optimal levels, that is the hospital’s business.
There should be no preclusion on paying physicians for sustained quality, at high levels. If the
hospital performance gets “stuck” at suboptimal levels, it would be legitimate to require a
supplemental document that analyzes the problem and projects a time by which additional
change would be expected or the program be altered. If optimal levels are achieved (e.g. zero
ventilator required pneumonia, no surgical site infections), it should be within the hospital’s
discretion to continue or terminate the QPPP. Some hospitals engage physicians in significant
quality improvement programs without paying them anything at all. The regulation ought not
encourage or discourage payment. It should merely permit it to be made in those settings where
hospitals choose to go that route.

21.  Whether protected payments should be reasonably related to the measure that is
achieved, how that would be determined, and how to protect against excessive payments
that might induce referrals?

Payment should reasonably relate to the measure that is achieved, which would be determined by
having a threshold of performance to begin with and then measuring the performance, whether
by department, DRG, by individual physician or any other basis. With regard to inducing
referrals, consider a hospital which positions itself to be quality-driven and includes a payment
program that is unavailable to somebody who has not been on staff for at least six (6) months. A
cardio-thoracic surgeon begins to shift his allegiance to the quality-driven hospital, where he can
make more money in a safer environment for his patients, or even in a quality improving
environment that is not yet at optimal levels. That shift would not be a bad thing, even though
part of what motivated him to increase his surgeries at the new hospital was the opportunity to
make more money than at the place he previously sent his patients. Many of the exceptions in
the Stark statute, in fact, do induce referrals but are considered to be legitimate nonetheless.
Certainly, paying recruitment subsidies on any level is an inducement to refer. Paying within
groups for “incident-to” services directly reflects the volume or value of business which the
physician generates. These are protected because they are sensible to protect. What will protect
against ‘excessive’ payments would presumably be the myriad other pressures on hospitals to
maintain appropriate and positive relationships with the entire constellation of physicians whose
presence makes the hospital medical staff viable. It is possible that a hospital performing poorly,
might decide to establish a QPPP with the hope of getting physicians not on staff to join them,
but if the improvement in compliance with the Bullets occurs in part because of the QPPP in
which the new physician expects to participate, why would that be a problem? If the hospital is
doing better work from its prior baseline, that is a good thing.
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22. What methods would protect against excessive payments to referring physicians
who participate, but may contribute little or no work or expertise?

Here the issue is whether a payment is made for referrals. If no payment is made directly for
referrals but physicians contribute differentially (e.g. primary care and cardiologists contribute to
the quality scores on surgery), and this is the program the hospital and physicians choose to
implement, why should CMS care? The concern about excessive payments is unclear. Excessive
compared to what? If a hospital shifts all its discretionary resources to paying “excessive
payments” to a small group of physicians, and the rest of the hospital operations suffers, the
telling will be in the hospital’s quality performance data overall, which for hospitals is
increasingly a mandate to report and be measured on.

23. What types of physicians should be protected and what it means to be
“participating” physician?

There is no specific type of physician who should be protected or considered outside the scope of
a protected QPPP. In fact, there is a school of thought, led by Elliott Fisher and the Wennberg
Group at Dartmouth, that the hospital should be held accountable for the services of its referring
physicians who never set foot in the organization, nor hold clinical privileges. The
acknowledgement that every practitioner who touches the patient has an impact on the quality of
care that patient receives is well known in quality circles and is embraced directly in the
PROMETHEUS Payment® model where any provider or group of providers to be paid is
measured 70% on what that provider or group does and 30% on what every other provider who
touches the patient for that condition does. CMS should not be in the business of restricting
innovative approaches to quality based payment as long as no one gets paid for the volume or
value of referrals and patients are not harmed by the effect of the program. A “participating”
physician would be one who is eligible for and declared to be participating in the QPPP.

24, Should physicians be restricted from receiving payments for previously achieved
cost savings or for meeting quality improvement goals that have become standard practice?

At the outset, I have stated that payment should be available for improved performance from a
measured baseline. That is not paying physicians for their previous efforts. There could be a
question regarding whether payments for quality on one set of metrics should be sustained when
optimal levels are achieved. If the fundamental premise of a QPPP is legitimate in the first place,
namely that the efforts of physicians to help the hospital with its business case in improving its
quality performance, can be rewarded without violating the statute, if the hospital chooses to
continue to pay these dollars to sustain the level of performance, why should CMS care? If
everyone is getting an A in door-to-balloon time, why should the hospital arbitrarily be held to
some sunset provision? Presumably the hospital will evaluate its own financial circumstances
and when the highest levels of performance are achieved, will turn their attention elsewhere.
Whether the physicians are happy or unhappy with that result is a matter between the hospital
and the physicians, but not CMS. The point is that there is no reason to regulate the sunset of a
viable QPPP still generating improvement or sustaining optimal performance.
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25.  How would a hospital track or determine “personal efforts” of a physician and
correlate the achievement of performance measures to his efforts and the amount of
payment?

[ am not at all convinced that a hospital has to track “personal efforts” of a physician. To the
extent that a certain volume of the physician’s patients were part of the program, that might
determine a pro-rata amount to be paid from a pool that is pre-established by the hospital for
payment. One of the biggest problems in quality measurement is that of attribution as to who
gets credit for improvement. In fact, most quality analysts, no longer propose programs where
individual effort is what is rewarded, since it is increasingly clear that it is the attributes of the
system and the team which produce the best quality results. If, based on the parameters
established by the hospital at the beginning of a QPPP, a physician is eligible to participate as a
member of the team and the overall results go up, whatever the pool is that was used to
determine the amount of money to be paid out would be payable in the predetermined pro-rata
way to that physician. The methodology, eligibility, payment pool calculation and distribution
methods should be part of the documentation of the program at the outset, as noted in the Bullets
regarding conditions which ought to pertain to a QPPP.

26. How should we address how to account for legitimate fluctuations in volume as
distinct from volume increases that indicate altered referral patterns based on the incentive
payment or shared savings program?

See my answer to 21. Some increase in referrals may not be improper at all, as long as no
physician is paid directly on the volume of his referrals. If by virtue of a higher number of
patients whose care was rendered within the QPPP the physician is eligible for additional
payment on a pro rata basis in accordance with the Bullets, that ought not be problematic.
Quality analysts have been looking for ways to create a “market” where quality performance is
rewarded. If a hospital moves aggressively to conduct a properly constructed QPPP which
appeals to physicians so they switch loyalty from hospitals that are not so motivated, that is the
quality market operating above the level of the individual patient, who, incidentally, actually has
less and less choice about where to get services.

27. What are possible ways to assure against increases in total Medicare expenditures
for patients for whom services are provided under an incentive payment or shared savings
program?

This questions turns on a conundrum about which the highest level quality analysts like
Elizabeth McGlynn, Ph.D. at RAND (lead author on the 55% of evidence study) and Elliot
Fisher, MD, of the Dartmouth Atlas disagree. If we have enormous problems of misuse, overuse
and underuse, do the overuse problems cost more than the underuse problem? Because Dr.
Fisher works almost entirely with Medicare data, he is convinced the overuse dollars far eclipse
the volume of underuse. Dr. McGlynn is not so convinced. CMS is not going to develop the
answer to this question in time to publish a Stark exception in my lifetime. But if Medicare
overuse is so prevalent, then the more QPPPs hospitals adopt in accordance with the Bullets, the
greater the likelihood total Medicare expenditures will go down. Actually, the problem is much
more complicated than that since a QPPP is a hospital paying physicians for quality
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performance. Unless the hospital gets involved in doing so with respect to chronic conditions
(which is entirely possible) the impact of these programs will most typically be limited to
inpatient service payment. However, vast sums of money are being spent at hospitals on
potentially avoidable complications. The PROMETHEUS Payment® model has found a way to
quantify these complications and the dollars associated with them.! In that model, over time, the
complications should diminish because providers are paid enough to avoid them in the first
place. Frankly, this question is well beyond the capacity of Stark regulations to address.

28. What conditions could be imposed to ensure no risk of program or patient abuse
with regard to conditions on the use and distribution of payments made to physician
organizations on behalf of participating physicians?

I believe that my conditions involving measuring from a baseline, using national measures,
stating the duration of the program, the qualifications for physician participation, predetermining
the pool of money from which payment will be made and monitoring for unintended
consequences and harm, should be sufficient protection.

[1 am not addressing questions 29, 30, 31, 32, 33, or 34].

35.  Should we address, and how, the implementation of an incentive payment or shared
savings program which results in a diminution of patient care quality measures not
included in the incentive payment or shared savings program?

My approach to this is to have the hospital monitor unintended consequences of the QPPP over-
time. Other than that, I think the complexity of doing more is beyond the scope of the Stark
regulations. There is no question that when measurement is in place, providers at all levels will
work to the measure, especially when there is a financial incentive to do so. In quality terms that
aphorism is “be careful what you measure” because that is the performance that will be
generated. There are so many other measurement programs and mechanisms for accountability,
including those of the OIG and CMS, in place already, there is no need for CMS, in the Stark
regulations, to address this issue further. These regulations are supposed to be about the
parameters of financial relationships between hospitals and their physicians, and not the full
scope of quality regulation.

36. Should we permit payments based on the global improvement in patient care
quality instead of individually identified and tracked measures?

Yes. If a hospital believes that it can get to a better level of performance through measuring
whole system performance, then let them do so. IHI has a toolkit of whole system measures.
Most hospitals won’t go that way, though, because whole system measures are so broad that they
do not identify the desired, changed behavior. Some hospitals, however, may do exactly that, and
they should be permitted to. There is no reason to preclude or exclude any level of measurement.

' See. Gosfield, “Making PROMETHEUS Payment® Rates Real: Ya’ Gotta® Start Somewhere”, (June 2008),
http://www.prometheuspayment.org/publications/pdf/MakingltReal-Final.pdf
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37.  If a program is structured to result in payments when global quality improves
whether and how should we permit payments to be made if only some of the measures are
met?

I’m not sure I understand the question. Measures and targets are two different things. A hospital
should be permitted to state its targets in advance, whether condition specific or in terms of
global-systemwide improved performance. Whether the hospital wants to reward absolute
accomplishment of a measure or combination of measures with no payment unless the target is
achieved should be in its discretion. If a hospital chooses to pay on an improving model where
some level of improvement relates to some lesser level of payment than full accomplishment of
the targets it should be able to do so. Why would CMS want to get into these weeds?

38. Should payments be permitted for the maintenance of patient care quality?
Yes, see my answer to 24.

39. Should payments be permitted for achievement in intermediate targets for patient
care quality and how should they be defined and measured?

Yes, see my answers to 36 and 37. As long as the QPPP meets the Bullets, it should be up to the
hospital to decide if they want to try to achieve a level of zero ventilator acquired pneumonias,
an improvement by 4% over the previous year, or halving the previous year’s performance.
CMS should not get involved in this. It should be within the hospital’s discretion subject to the
Bullets to design their program as they see fit. Often this decision turns on where they start from
and how engaged the physicians are; and this is wildly variable across the country.

40.  What types of medical evidence should support quality measures and how can we
assure that quality measures are supported by credible evidence?

Reference to national clinical practice guidelines, national performance measures, and external,
independent bases for a QPPP should be enough. In 1992 the Institute of Medicine articulated
the § criteria for good clinical practice guidelines. That study remains the basic reference for the
issue of the quality of the evidence. Most national clinical practice guidelines hew to that
approach, stating the level of the evidence on which they relied. The guidelines of the National
Comprehensive Cancer Network do the same thing, for example. CMS does not need to get into
this business.

41. Should measures have some relation to the patient populations and practices at the
hospital and what should the relationship be, and if not, how could we protect against
programs that are structured to reward physicians for reaching subjective or limited goals
that do not substantially benefit the hospital’s patients?

I’m not sure I understand the point of the question, but my first reaction is that the measure need
not necessarily reflect the patients treated at the hospital. If a hospital seeks to engage with its
primary care physicians by rewarding those whose patients are referred to the hospital at the
optimal moment for care by specialists, or those who manage patients so well that they rarely
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utilize the hospital, this is all part of a system-wide and community based responsibility for the
quality of care. The PROMETHEUS model posits that if everyone is sharing in the responsibility
for the care of the patient paid for on the case rate, then it is legitimate for hospitals to share in
part when they take referrals from stellar primary care physicians. If the question is should a
hospital be permitted to pay physicians for improved quality on metrics which pertain to patients
who are never treated at the hospital, then the burden would be on the hospital to demonstrate
how this is a legitimate program which is not just a sinecure to pay physicians money they ought
not get. CMS is not going to be able to anticipate all the permutations that hospitals and
physicians will develop. It is for that reason, that meeting a basic set of conditions, with the
burden on the hospital to justify the legitimacy of the program upon inquiry, is a better way to

go.

42. How can quality improvement be measured, including how a baseline should be set
from which to measure the improvement, how recent the baseline should be, and whether
the targets should reflect regional data, national data, or some other data?

The Stark regulations are not quality improvement regulations. The Stark regulations are
approaching the tax code in their complexity. These regulations are not about the details of how
quality improvement is measured. There are many ways to measure quality, none of which these
regulations should address. The baseline should be the most recent data the hospital has, and
they ought not be permitted to start a QPPP without having a baseline of performance, however
they identify it. At a minimum they have to start with something they can measure to begin with,
and then measure changed performance over time. If the program can’t do those things, it would
be non-compliant. CMS doesn’t have to say how. It can say the burden is on the hospital to
make a credible case for its position with reference to national, independent, evidence or
consensus-based metrics or guidelines from which the hospital determines the applicable metrics.
Many people believe that targets should be only those which demonstrate improvement for that
institution measured against its previous performance. There ought be no requirement regarding
regional, national or mandated data sources of any kind. I don’t even understand the question,
really. Even the best regarded hospitals in the country are not perfect and have quality
improvement challenges on a daily basis. Why should any specific hospital have to measure
itself or its physicians in relationship to any other hospital if the point is to improve care as much
and as broadly as can be accomplished? Some have referred to benchmarking, in a system as
poorly performing as the American health care system overall, as measuring to the ‘cream of the
crap.” In some regions the comparisons are worse.

43. Should we recognize the difference between quality improvement and quality
maintenance, and if so, how should we define these in relation to each other, whether an
exception should protect payments for both and whether they should be valued differently
based on the supposition that improving quality may require more effort than maintaining
it?

They should both be protected. It is none of CMS’s business as to how a level of effort is
rewarded by a QPPP and to what degree, as long as patients are not harmed by unintended
consequences, payment is for improvement from a baseline or maintenance of optimal levels
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(zero ventilator acquired pneumonias (VAP)), and all of it is based on the Bullets, with no
payment for referrals. See my answers to #24.

44.  How can we prevent protecting payments for programs that are not meeting their
quality goals or for measures that, when achieved, result in a diminution of patient care

quality?

If, for compliance, the hospital is required to state its baseline when the program is launched, and
state its targets or that payment will be made based on some quantum of improvement, if there is
no improvement, then no payment to the physicians would be protected. The condition of no
unintended consequences as monitored overtime should prevent major problems, but it is unclear
to me what “diminution of patient care quality” means. If it means resources were shifted from a
good level of performance on surgical site infection prevention, but as a result or in parallel the
VAP rate goes up, likely a different regulatory or report card program will act as a check and
balance. I don’t think the Stark regulations can be drafted to solve this problem, nor do I think
they should. From the Medicare Conditions of Participation, to the hospital quality reporting
mandates, to state reporting laws, to the OIG, there are plenty of regulatory authorities focused
on hospital quality performance. The Stark regulations ought to be about permissible boundaries
for hospitals to compensate physicians for improved quality results. Period.

45.  What are possible ways to reduce the administrative burden and cost for hospitals
that would not hinder the government’s ability to enforce the physician self referral or
ensure compliance?

Don’t require outside consultants, reviewers or auditors. Permit hospitals to be held accountable
for their choices upon inquiry, with the primary predicate for appropriateness the document at
the beginning of the QPPP (see the Bullets) and a written document that substantiates results and
the basis for payment. That’s not very burdensome and is inherent in a real quality measurement
program anyway.

46.  Should we include an audit requirement with respect to the calculations of cost
savings and payment amounts?

Only if you want to add to healthcare costs and administrative burdens. As I have stated,
hospitals should, at least in the QPPP context, be permitted flexibility within parameters. Audits
are redundant, burdensome and costly. I’m sure the consultants who want to do them will
disagree. They will not add actual value.

47. Could such an audit satisfy our concerns regarding objectivity and accuracy?

That depends on the level of anxiety in the concerns. With regard to QPPP programs, if the
measures have to be based on national guidelines or measures, and the hospital does what I have
set forth as the conditions for participation, by definition the measures are objective. The burden
would be on the hospital to be able to defend the accuracy of their payments and their legitimacy.
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48. Should the parties be required to monitor and track each cost savings or quality
measure, and if so, how would we address the need for transparency and accountability?

I have suggested that the hospital monitor unintended consequences as well as results over time.
How else could a QPPP operate? What transparency and accountability are you talking about?
There is nothing in the Stark regulations anywhere else that speaks to transparency of the
financial transactions addressed. Until you require transparency for every other financial
transaction in which a hospital engages with its physicians, there is nothing special about this
transparency. Frankly, I think hospitals and physicians who are confronting the issue of industry
paying physicians for consultancies, industry supporting hospital activities and other potential
conflicts, might not be bothered by some obligation to disclose that this financial benefit exists
for the physicians who contribute to better quality performance. But, until you require
transparency with respect to medical directorship agreements, recruitment incentives, rental
arrangements, personnel leasing arrangements, and everything else that Stark confronts, an
enormous proportion of which involves financial relationships between the hospital and its staff
members, I wouldn’t start here with requiring that these payments be disclosed. I’'m not opposed
to that transparency, I just think it is incomplete to raise it here when it hasn’t been raised
anywhere else in the Stark regulations.

[1 am not addressing questions 49 or 50.]

51. Should the exception protect contracts/arrangements between the hospitals and
physician groups, or only contracts/arrangements between hospitals and individually
referring physicians, and if the exception should allow contracts between hospitals and
physician groups, how can we protect against payments to physicians who do not actively
participate and might be rewarded merely for making referrals?

As long as no physician is compensated directly for the volume or value of his referrals to the
hospital, CMS should not care about whether payments are made to individual physicians or to
groups. If the physician group meets the Stark statute definition, then no referrals within the
group for DHS may be rewarded. If CMS wants to adopt a position that monies received by the
group in this manner must conform with the group practice provisions on allocation of profit
sharing and personal productivity, I don’t particularly care. All the physicians in a group
contribute to the treatment of the patient population. To the extent those patients, when they
receive hospital services, enjoy a higher quality, safer hospital environment by virtue of the
contributions of the group, both directly and indirectly, that is a good thing. See my answer to
#16. There ought not be any preclusion on groups or individuals receiving payment for the
hospital’s quality performance.

52. A physician group participates, should the group be paid if some of its physicians
fail to make quality improvements?

That should be up to the hospital and the group in terms of designing the program. If the hospital
has a QPPP which rewards physicians who do not contribute to the quality performance
improvement, it’s not a very good program. The real problem embedded in this question turns
on attribution of the quality improvement, and as noted above, that is notoriously difficult to
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quantify. If one of the physicians is affirmatively refusing to do things which the hospital has
said will improve quality, why would he remain eligible for payment? If the hospital measures
by total system improvement, and one or two physicians haven’t done as much as others or have
done little to contribute, that is the hospital’s problem for designing a misaligned program. If the
hospital sets up the program merely to reward referrals by the bad performing, high volume
admitter, then upon enforcement inquiry, the hospital won’t have a very good story and will have
to defend itself. If a group participates but only some of the members of the group of one
specialty participate, and the group receives the money, what happens after that is not really a
CMS concern. Why a group of 8 physicians would let one get a windfall when the others
worked harder is beyond me. I suppose it could happen, but then one would think peer pressure
would take over. If the group has 8 cardiologists and only 7 really do the work and the 8™ still
gets paid the money, then the group has an issue it should confront. CMS doesn’t need to have a
role in this particular question.

53.  Should all physicians in the physician group be required to participate in the same
measure?

No, this should be within the discretion of the hospital and the physicians. Some physicians
may be philosophically opposed to taking money from the hospital for improved quality while
their colleagues have a different view, and want the money. Non-participation does not mean the
physician is a bad doctor or does bad things. This is for the hospital and physicians to determine.

54. Is a stand alone exception for incentive payment and shared savings programs
necessary given the existence of other compensation exceptions?

The personal services exception and the fair market value exception are the only ones that are
available today that could protect a QPPP. It would be helpful to have an exception for QPPPs,
even one which merely states the broad parameters of compliance as [ have indicated, because
the definition of fair market value does not lend itself to these very new forms of payment. In
fact, to my knowledge, the only similar existing forms of payment are those made to disease
management companies. I would not want to look there as a general proposition for the
boundaries of safety for Stark purposes. There is little by way of an arms’-length measure of the
contribution of practicing physicians who otherwise bill for their services rendered to patients,
who may be paid under a personal services agreement for specific hospital benefit activities, but
whose non-covered activities contribute to the hospital’s improved quality results — such as using
full barrier protection in inserting central lines consistently and effectively, performing constant
hand-washing, working with the hospital team to get better glucose control pre-operatively.
responding consistently in a rapid manner to insert a balloon catheter. There is nothing in the
system today that recognizes the financial value to the hospital of the physicians engaging in
these activities which protect the physicians’ patients as well as patients whom they are not
treating directly.

55. Would it be preferable for us to modify aspects of the existing exceptions to protect
a broader range of beneficial, non-abusive incentive payment and shared saving
programs?
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In the current environment, with an enormous emphasis on improved quality performance, but at
the same time, a physician population that is very stretched in terms of availability of time to
devote to the (hospital as well as in some quarters significantly diminished revenues) an explicit
acknowledgment of the legitimacy of these types of payments would be helpful. Many hospitals
will not want to utilize the exception on the grounds that it will take them down a slippery slope
with no end in sight. Similarly, some physicians will not want these payments. Today, however,
for those who would choose to move in this direction, there is nothing which explicitly
acknowledges its viability. It should be a permitted form of behavior and basis for a financial
relationship with the hospital, subject to sufficient safeguards as to not inhibit innovation in a
dynamic and rapidly changing arena, while protecting patients.

With regard specifically to QPPPs, the personal services exception, for the reasons stated above,
is the only exception which lends itself to payment for quality performance; but its terms do not
jibe with what would be a good quality improvement program. Still further, the personal services
agreement exception recognizes only individual performance and not, potentially, a more
systemwide or group-based arrangement that a sophisticated physician group might want. Ifa
hospital were willing to pay a physician group which is treating a patient across a continuum of
care with the primary physicians, who never set foot in the hospital, not performing services
directly for the hospital, yet contributing to the quality results of the hospital by virtue of their
aggressively stellar treatment of patients before admission and after admission, there is no place
for this approach to be protected. And it should be.

Conclusion
For CMS to publish an explicit, but flexible, exception for the operation of legitimate QPPPs

would benefit the system, the program, providers and beneﬁmanes I would be happy to respond
to questions. e ;

(AGG/and)




