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I ntroduction

Recently, the Center for Medicare and Medicaid Innovation (the “Center”), a division of CMS
created by the Affordable Care Act enacted in 2010, rolled out a new, voluntary bundled payment
program, the Bundled Paymentsfor Care Improvement Initiative (the“I nitiative”) and invited hedlth
care providers to apply to participate. The Center is rolling out the Initiative under its authority
granted under Section 3021 of the Affordable Care Act, which established the Center with the
authority and direction to “test innovative payment and service delivery models to reduce program
expenditures, while preserving or enhancing the quality of care” for those who receive Medicare,
Medicaid or CHIP benefits. TheInitiativeis separate and distinct from the National Pilot Program
on Payment Bundling that CM Sisrequired to implement by January 1, 2013 under Section 3023 of
the Affordable Care Act. The Initiative comes on the heels of the widely disappointing Medicare
Accountable Care Organization (“ACQO”) proposed regul ations under the Medi care Shared Savings
Program (“MSSP”), and the Initiative raises many business, operational, and legal issues that
providers will need to consider in determining whether participation will make sense for the
organization. Thiswhite paper summarizesthe provisionsof thisnew program, its payment models,
and the legal issues and challenges that will face providers who choose to participate.

TheBasics

What isthe Bundled Paymentsfor Care I mprovement Initiative? The Center launched the
Initiative on August 23, 2011 to explore and study four distinct bundled payment modelsin an effort
to achieve better health, better health care, and reduced expenditures. Generally, three of the four
payment models (further described below) utilize a “retrospective” payment model in which
Medicare makes adiscounted traditional fee-for-service payment (to which CM Sand the participant
have agreed), which is subsequently reconciled against atarget price. The fourth payment model
uses a“prospective” payment approach, under which CM'S makes a single bundled payment to the
participating hospital for an entire episode of carein lieu of traditional Part A and Part B fee-for-
service payments. Importantly, CMS may permit gainsharing among the participants in al four
models. Asacorollary, the Secretary may consider waiving applicablefederal fraud and abuse laws
(discussed in further detail below).

Eligibility to Participate in the I nitiative. The Initiative’s Request for Application (“RFA”)
identifies anumber of different entities or organizations eligible to participate (or receive payment
awards) in the Initiative (“Awardees’). Depending on the applicable payment model, eligible
participants range from acute care hospital's, physician group practices, heath systemsand physician
hospital organizations to post-acute providers (such as skilled nursing facilities, long-term care
hospitals, inpatient rehabilitation facilities, home health agencies) and “conveners of participating
health care providers,” and presumably can include any Part A or Part B provider that furnishes
services to a beneficiary during the defined episodic period, in accordance with the particular
payment model. The Center usesthe new term “convenersof participating health careproviders’ in
the RFA to describe organizations such as state hospital associations or a collaborative of providers.
The RFA doesnot place any digibility limitations based upon geographic region or thetypeor size
of the health system. Moreover, it makes clear that potential applicants are aso encouraged to
participate in multiple Medicare payment initiatives (including the Initiative), as well as the
Medicare Shared Savings Program, the Pioneer ACO Program, and other medical home and shared
savingsinitiatives. Applicantsare a so encouraged to partner with State Medicaid programs (such as
Medi-Cal) aswell as other private payers.



Scope of the Initiative. The Initiative targets all Medicare fee-for-service beneficiaries with

Part A and Part B coverage. However, beneficiaries still will retain their freedom to choose health
careproviders. Nevertheless, those beneficiariesthat meet the eligibility requirementsof apayment
model, and who receive covered care from an Awardee (or participating provider) will be subject to
the model’ s payment methodol ogy.

The Application Process. Prospective applicants must submit non-binding letters of intent
(“LOIS") and applications to participate in the Initiative by the applicable payment model’s
submission deadlines. The Center will not consider an applicant for participation in amodel unless
the applicant has submitted atimely LOI. Accordingly, prospective applicants should take care to
submit the appropriate LOI by the model’ s applicable due date, noted below.

Applicantsinterested in participating in Models 2-4 a so may request historical Medicare clamsdata
from CM S to assist the applicants in making target price proposals and redesigning care delivery
processes. To receivethisinformation, applicants must al so submit a Research Request Packet and
(prior to receiving any data) a Data Use Agreement.*

Applicants may participate in more than one payment model. However, Awardees sdlected to
participatein Model 1 and in Model 2 or 4 will have their Model 1 agreement amended to exclude
those MS-DRGs that are included in their Model 2 or 4 agreement to ensure that the same clinical
cases are not counted twice and are subject to a single episode payment.

LOI and Application Due Dates. LOIs and applications must be submitted no later than:

L etter of Intent Due Date Application Due Date
Model 1:2 October 6, 2011 November 18, 2011
M odels 2-4: November 4, 2011 March 15, 2012

The Scoring of the Application and Duration of Agreement. The Center will screen
applicants for Medicare payment eligibility and, if deemed eligible, will then score applications
based on criteriawhichinclude (i) model design, (ii) thefinancia model (i.e., the overall savingsto
Medicare), (iii) quality of care and patient centeredness; and (iv) the organizational capability, prior
experience, and readiness of the particular applicant.

1 The Center's Bundled Payments for Care Improvement webpage can be found at

http://innovations.cms.gov/areas-of -focus/pati ent-care-model s/bundl ed-payments-for-care-
improvement.html. Potential applicants are encouraged to visit this webpage to accessinformation
such asthe LOI and application templates, pertinent instructions, a General Fact Sheet, Frequently
Asked Questions and other relevant information. All LOIsand Applications must be submitted no
later than 500 p.m. EDT on the applicable model submission date to
BundledPayments@cms.hhs.gov. All Research Request Packetsand DataUse Agreements must be
submitted to this same email address no later than 5:00 p.m. EDT on November 4, 2011.

2 On September 15, 2011, the Center revised and extended the original due datesfor Model 1 LOIs
and applications, which previously were due on September 22, 2011 and October 21, 2011,
respectively.




Thelnitiative sagreementswill include aperformance period of three (3) years, with the possibility
of extending thisinitial performance period for an additional two (2) years.

Withdrawal from theInitiative. Because the LOI isnon-binding, an applicant who has
submitted only an LOI (and not yet submitted an application) to the Center presumably may
withdraw from consideration for participation in the Initiative without pendty. Inaddition, the RFA
also contains a procedure for applicants to request the withdrawal or amendment of a previously
submitted application. However, it isunclear whether the Center is under any obligation to accept
such a withdrawal or amendment. Once an Awardee receives and executes an agreement, the
provisions of the agreement likely will govern the circumstances (if any) under which an Awardee
can terminate its participation in the Initiative. Accordingly, Applicants should give careful
consideration to the manner and conditions upon which a participating provider can withdraw from
participation once an agreement has been awarded, as well as the potential effects that such a
withdrawal or withdrawal s might have on the Awardee' soverdl ability to participateinthelnitiative
(i.e., under other Models to which the Awardee may have applied or may apply in the future, or
under the Initiative at all).

Awardees Will Be Required to Bear Risk of Loss. In addition to giving Medicare a pre-set
discount on payment, all four of the Initiative’s models require the Awardee (or some other
participating entity) to assume, in varying degrees depending upon the model, financial liability for
Medicare paymentsthat exceed established targets or trended historical comparisonswith respect to
aggregate Medicare payments. All applicationsarerequired toidentify asinglelegal entity that will
befinancially responsiblefor these“excess’ Medicare payments, and includeinformation regarding
theresponsible party’ s ability to repay Medicare. Thisinformation must also include someform of
enforceable assurance in favor of Medicare of the responsible party’s ability to repay, such as an
irrevocable letter of credit for the full amount of risk. Itisunclear, however, how exactly the “full
amount of risk” can or will be calculated or estimated. Unlike the MSSP (better known as the
Medicare ACO program), downside financia liability under the Initiative is not subject to caps or
corridors; i.e., Awardeeswill beliablefor thefull amount of Medicare expendituresin excess of the
risk threshold.

Program Monitoring. Awardees will be required to fully comply with CMS' (or its

contractor’ s) monitoring and requests for evaluation and information. Awardees should anticipate
that requests for information will include information regarding providers, beneficiaries, inter-
provider agreements, and participation in surveysand interviews. Thereaso likely will be ongoing
monitoring efforts by CMS that include requests for data on cost savings, incentive payments,
clinical quality, and patient experience. The RFA makes clear that CMS expects applicants to
propose other monitoring measures to improve health care quality and efficiency.

All four models require Awardees to have received the full inpatient prospective payment system
(“1PPS") and outpatient prospective payment system (“ OPPS”) annual payment updatefor reporting
quality measures to CMS since at least the fiscal year 2008 and calendar year 2009, respectively.
Hospitalswill be required to continue to participate in all CM S quality reporting initiatives during
theInitiative’ sduration. Participating physicians must continueto participateinall quality reporting
initiativesin which they already participate. Participating providersare also expected to maintain or
improve their performance on the measures reported through the Hospital Inpatient Quality
Reporting Program, the Hospital Outpatient Quality Data Reporting Program, and the Physician
Quality Reporting System, during the Initiative’ sduration. Asfurther discussed below, participants
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inModel 1 will haveto meet all applicable Hospital | npatient Quality Reporting requirements. The
RFA issilent regarding the specific quality reporting measuresthat participantsin Models 2, 3 or 4
will berequired to report. The RFA notesthat these reporting requirementswill be proposed in the
future, and applicants should expect to be required to agreeto a standardized set of quality reporting
measures. Itisnot clear from the RFA, however, whether the standardized reporting measureswill
be limited to the specific MS-DRGs included in the defined episode, or whether they will be more
broad-based reporting measures.

CMSMay Terminatethelnitiative Agreement. The RFA makes clear that CMS reserves the
right to review the participation status of an Awardee, and terminate an Awardee' s agreement for
any of the following reasons:

. Failure to meet quality standards;

. Demonstration during the post-episode monitoring period of consistently increased
Medicare expenditures for services within the episode;

. Failure to comply with applicable fraud and abuse laws (e.g., civil monetary penalty

statute, anti-kickback statute, physician self-referral prohibition, etc.);

Restriction of access to medically necessary care;

Failure to repay money owed to Medicare as specified in an Awardee’ s agreement;
Failure to satisfy conditions of participation; and

Inability of CMSto continue funding the Initiative.

Beneficiary Protections. The Initiative includes protections designed to alert patients of their
participation in the Initiative. Awardeeswill be required to notify patients of their participation in
the Initiative, aswell asthe fact that the patient is entitled to seek care from any provider of hisor
her choosing. Awardeeswill haveto providethis patient notice through meansthat include signage,
individual notices, or other means of patient notification approved by CMS. Notices must be
provided to patients prior to or as soon as possible after the initiation of an episode, and must
describethe goals of the Initiative and the use of financial incentives. Patientswill also beinformed
that CM'S may contact them to provide feedback for evaluation of the Initiative. Moreover, unlike
the ACE Demonstration Project (which permits providers to offer certain financial incentives to
beneficiaries), providers participating in the Initiative will not be permitted to share savings with
beneficiaries under any of its payment models.

Summary of Bundled Payment M odels

Thelnitiative, as discussed above, introduces four distinct bundled payment modelsfor study in an
effort toimprove health care whilereducing expenditures. Importantly, the Center notesinitsRFA
that the Initiative is the first in a series of anticipated activities that will focus on care episode
redesign. Accordingly, in addition to the models described in this white paper, providers can
anticipate the Center to introduce (i) future prospective payment models with respect to acute-care
hospital plus post-acute-care episodes, and post-acute care only episodes, as well (ii) both
retrospective and prospective payment models with respect to chronic care. Theremainder of this
section summarizes the current four payment models introduced by the Center’ s Initiative.

Modd 1: Retrospective Acute Care Hospital Stay Only. Payment Model 1 involves an
episode of carethat isfocused solely on acute-care inpatient hospitalization. Under thismodel, the
episode beginswith a patient’ s hospital admission and ends upon the patient’ sdischarge. It includes
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all Part A servicesfurnished to apatient during hisor her hospital stay, including hospital diagnostic
testing and al related therapeutic services furnished by an entity wholly-owned or operated by the
admitting hospital in the three (3) days prior to admission (i.e., services subject to the Medicare 3-
day window payment bundling rule).

Model 1 requireshospitalsto take on substantial risk. Itisimportant to notethat this payment model
includesall Medicarefee-for-service patientsthat aretreated in aparticipating hospital, regardless of
the particular MS-DRG. Accordingly, hospitals participatingin Model 1 cannot include or exclude
particular patient typesfrom Model 1 based upon aspecific service or condition. Inaddition, unlike
Models2-4, Model 1 doesnot appear to contempl ate any risk adjustment methodol ogiesin settinga
target price for the bundled payment, and so applicants will need to take acuity mix into account
when proposing the percentage discount off of base MS-DRG payments. Hospitalsmay sharegains
(in al years of the Model 1 agreement) beyond the negotiated MS-DRG payment discount with
physicians and other personnel who treat patients during the episode. However, gainsharing
arrangements must be approved by the Center and are subject to waiver by the Secretary of
applicable fraud and abuse laws, as discussed more fully below. Moreover, participation in any
gainsharing arrangement (in all four of the Initiative’ s payment models) must be purely voluntary.

The Center expects applicants to offer Medicare a discount on Part A hospital inpatient payments
(specifically base MS-DRG payments), which the applicant should cal culateto include all payment
adjustors and outlier payments (except DSH payments, hospital capital payments, and IME
payments). CMSwill apply the discount to payment rates going forward, as such rates are updated
(up or down) according to standard annual |PPS updates or adjustments. These adjustmentslikely
would include, without limitation, any adjustments to a hospital’s |PPS rates under CMS' Value-
Based Purchasing rules, CMS' Hospital Acquired Condition payment provisions, aswell as under
the Medicare Hospital Readmissions Reduction Program (“HRRP”), which will penalizeahospital
for readmissions above certain thresholds for specified conditions beginning October 1, 2012.3
Accordingly, applicants (in al models) should take care to consider all of the potential payment
incentive and penalty programs that could impact the MS-DRG payments.

The Center is expected to require, at minimum, a phased discount as follows:

. Applicants may offer a discount of 0% or higher during first six months of Year 1;

. Applicants are expected to offer a minimum discount of 0.5% during the last six months
of Year 1,

. Applicants are expected to offer adiscount of 1% during Y ear 2; and

. Applicants are expected to offer a discount of 2% during Y ear 3.

However, applicants are encouraged by the Center to offer greater discounts than the minimum
discounts noted above. Medicare will continue to process Part A claims under Model 1 under
existing |PPS payment rules, and will reduce such claims by the applicabl e discount before making
payment to the Awardee. Physicians' traditional fee-for-service paymentswill remain unaffected by
Model 1.

® See42 U.S.C. § 1395ww(q); see also 76 Fed. Reg. 51476, 51660-51676 (Aug. 18, 2011)
(Find Rule implementing portions of the HRRP for fiscal year 2012).



As noted above, hospitalsthat participatein Model 1 will be subject to all of the Hospital Inpatient
Quality Reporting Program measures, including those Hospital QR reporting measuresthat are not
required for thefull annual payment update. Hospital sthat participatein Model 1 should al so expect
these reporting requirements to be updated during the course of their agreement with the Center to
reflect the then current Hospital 1QR reporting measures in order to account for the addition or
retirement of reporting measures over time.

Monitoring and Payment Reconciliation Under Mode 1. Becausethe payment madeto the Awardee
already will incorporate the negotiated discount, there will be no further episode reconciliation by
Medicare against the target price under Model 1. However, Medicare will monitor overall Part A
and Part B expenditures during both the epi sode and during athirty (30) day post-epi sode monitoring
period. Thismonitoringwill include M edicar e expendituresfor included beneficiariesat non-
participating providers. With respect to both epi sode and post-episode monitoring, Awardeeswill
berequired to repay Medicarefor the difference between Medicare Part A and Part B paymentsthat
exceed trended historical aggregate Part A and Part B payments beyond “risk thresholds’ duringthe
episode or post-episode monitoring period, as applicable.

The RFA isvery unclear about where or how CMSwill set these risk thresholds and how they will
be applied. The language of the RFA suggests that a risk threshold will be set separately for the
episode and the post-episode period, but it is unclear whether aggregate expenditures would be
“reset” for the post-episode monitoring, or whether the aggregate expenditures would continue to
accrue through the epi sode and post-epi sode monitoring period, measured at two pointsintime(i.e.,
end of episode and end of post-episode monitoring period). In addition, the RFA is unclear in
Model 1 (and in Models 2-4) whether post-episode monitoring will include all Part A and Part B
expenses, or whether the post-episode monitoring will exclude “unrelated” expenses (the way the
episode reconciliation will in Models 2-4). The definition of “Post Episode Monitoring” in
Appendix A of the RFA suggests that such monitoringisaimed at detecting expenditures*expected
to be included in an episode of care that are furnished/paid outside of the episode...thereby
potentially increasing total Medicare spending for servicesrelated to theepisode” (emphasis added).
This language suggests that post-episode reconciliation will exclude services designated as
“unrelated,” but the scope of post-episode expenditures that will beincluded isunclear in al of the
model descriptions. Thisdistinction islessof anissuein Model 1 than the other models, because
Model 1includesall Part A and Part B expensesfor included beneficiaries, irrespective of assigned
MS-DRG, but this distinction could have more material consequences under Models 2-4.

Moreover, while the RFA provides that the risk thresholds will be set “account for random
variation,” the RFA is silent regarding whether the risk thresholds will be risk-adjusted to account
for a particular participating provider’s acuity mix. As noted above, unlike Models 2-4, Model 1
does not contemplate the use of risk adjustment methodologies in setting the target price, and so
while unclear, we believe it unlikely that the Initiative would apply risk adjustment to the risk
thresholds under thisModel. Finally, the RFA also does not specify whether reconciliation will be
conducted on a case-by-case (i.e., individual beneficiary) basis, or on an aggregate basis (i.e.,
dischargeswherethe threshol ds are exceeded woul d be offset by dischargeswherethresholdsare not
exceeded).

Model 2: Retrospective Acute Care Hospital Stay PlusPost-Acute Care. Model 2 extendsthe
episode of care to include both acute-care hospitalization and post-acute care following and
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associated with the acute-care episode. Additionally, unlike Model 1, Model 2 includes physician
and other Part B services associated with the episode.

Under Modd 2, the episode begins with a hospital admission for an agreed upon MS-DRG, and
continues for a minimum of thirty (30) days following the patient’s discharge from the hospital.
Unlikein Mode 1, applicantswill have someflexibility to select which service or condition (by MS-
DRG) is included in their Model 2 agreement. Applicants aso will have discretion to choose
between two different optionswith respect to the end of the episode. If an applicant chooses Option
1, the episode under Model 2 will end between thirty (30) and eighty-nine (89) days after hospital
discharge. If an applicant chooses Option 2, the episode under Model 2 will end a minimum of
ninety (90) days after hospital discharge.

The episode under Model 2 will include al Part A and Part B services furnished during the hospital
stay and Part A and Part B servicesrelated to the episode anchor that are furnished during the post-
discharge period. The episode asowill includeall Part A servicesfor rel ated readmissions and all
related Part B servicesfurnished during the “ post-discharge period” (definedinthe application as 30
to 90+ days post-discharge), including during related and unrelated admissions. It is unclear from
the RFA whether the Initiative will use the broad definition of “related” readmissions under the
HRRP(i.e., any readmission), or whether some alternativetest for relatednesswill apply. Language
in the RFA suggests that services will be considered related unless otherwise specified; under
Models 2-4, “related readmissions’ aredefined asexcluding Part A servicesidentified by MS-DRGs
“designated as unrelated,” and also as excluding unrelated Part B services identified by principal
ICD-9 diagnosis codes “designated as unrelated.” Accordingly, the RFA language suggests that
relatedness under the Initiative may be subject to different standards than under the HRRP, and that
applicants will need to expressly define in their applications how to identify Part A and Part B
servicesthat will be“designated asunrelated.” Whichever approach the Center ultimately adoptsis
likely to apply to all similarly-situated models; i.e., models that include “related” admissions in
eva uating total Medicare expenditures(e.g., Models2, 3, and 4). All hospital diagnostic testingand
all related therapeutic services furnished by an entity wholly-owned or operated by the admitting
hospital during the three (3) days prior to hospital admission also will be included.

All digible beneficiaries for the episode (based on MS-DRG) admitted to the Awardee, or its
participating providers, must be included. Awardees may share gains with al providers treating
patients during the episode. However, aswith Model 1, any gainsharing will be subject to applicable
fraud and abuse laws (and the scope of any waiver of such by the Secretary) and participationin any
gainsharing arrangement must be purely voluntary.

The Center expects applicants that participate under Option 1 to offer Medicare a minimum three
percent (3%) discount off of all included MS-DRGs and other Part A and Part B services provided
during the episode. Due to a longer episodic duration, the Center only expects applicants that
participate under Option 2 to offer Medicare a minimum two percent (2%) discount.

The target price for the episode will include a single rate of discount on the expected Medicare
payments for all included Part A and Part B services. Applicants should calculate the inpatient
hospital payment portion of the target price to include all payment adjustors and outlier payments
(except DSH payments, hospital capita payments, and IME payments). CMS will consider
applicant proposals using risk adjustment which include a description of the methodology. CMS
will apply the discount to payment rates as such rates are updated (up or down) according to standard
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annual IPPS updates or adjustments. The negotiated discount will remain constant while the target
priceisindexed each year to fee-for-service payment changes (up or down) according to applicable
standard IPPS, the Physician Fee Schedule (“PFS”) and post-acute provider prospective payment
system updates or adjustments, presumably including any adjustments under the HRRP. All claims
for serviceswill continueto be processed under relevant | PPS, PFS and post-acute payment system
rules. Finally, because Part B servicesare being paid under thismodel at apre-determined discount,
the beneficiary’s Part B copayment amount will presumably be proportionately reduced or
discounted.

Monitoring and Payment Reconciliation Under Model 2. Unlikein Model 1, there will be episode
reconciliation against the target price under Model 2. Intheevent that the aggregate fee-for-service
payments paid by Medicarefor “included services” (i.e., servicesnot specifically designated by MS-
DRG or ICD-9 as unrelated), are less than the target price, Medicare will pay the Awardee the
difference. If, however, the aggregate fee-for-service payments paid by Medicare for included
services exceed the target price, the Awardee will pay the difference to Medicare. Moreover,
Medicare also will monitor Part A and Part B expenditures during a thirty (30) day post-episode
monitoring period. Thismonitoring will include Medicare expendituresfor included beneficiariesat
non-participating providers. Awardees will be required to repay Medicare for any difference
between Medicare Part A and Part B paymentsthat exceed trended historical aggregate Part A and
Part B payments beyond a risk threshold during the post-episode monitoring period. As with
Model 1, the RFA isunclear how or where the post-epi soderisk threshold will be set, and isunclear
whether services “designated as unrelated” during the episode will continue to be excluded during
the calculation of expenditures during the post-episode monitoring period. Presumably,
readmissions following the thirty (30) day post-epi sode monitoring period would be excluded from
reconciliation.

Model 3: Retrospective Post-Acute Care Only. Model 3 limits the episode of care to only post-
acute care following an acute inpatient hospital stay. The episode under Model 3 begins with the
initiation of post-acute care services at a skilled nursing facility, inpatient rehabilitation facility,
long-term care hospital, or home health agency within thirty (30) days of the patient’s discharge
from an acute care hospital for an agreed upon MS-DRG. Thedischarging acute care hospital can be
any hospital and need not be an Awardee or a participating provider. The episode includes al
related Part A and Part B services furnished during the episode period (defined in the application as
30+ days from the episode anchor), including rel ated readmissions. Theepisodeasowill includeal
Part A servicesfurnished during related readmissionsand al related Part B servicesfurnished during
the episode period, including during any readmission (related or unrelated). Because the episode
anchor isthe admission to the participating post-acute provider within thirty (30) days of discharge
from the acute care hospital, the episode would not include post-acute care rendered by non-
participating providers after discharge from the acute care hospital but prior to the admission to the
participating post-acute provider.

The episode under Model 3 ends a minimum of thirty (30) days following the episode anchor (i.e.,
admission to the partici pating post-acute care provider), but the exact duration of the episodeisto be
proposed in the application. CMS will give preference to applications that propose an episode
definition longer than thirty (30) days, because CMS wants to understand “how care redesign
extends to the beneficiary’ s transition back into the community.”



All eligible beneficiarieswho initiate post-acute care services with the Awardee or its participating
providers must be included in the episode. Awardees are also permitted to share gains with
providers treating patients during the episode, although as previously noted, participation in
gainsharing arrangements must comply with applicable fraud and abuse laws and must be purely
voluntary.

The Center does not include a suggested discount rate for Model 3 in the RFA. However, as with
Model 2, CM S expects applicantsto propose atarget pricefor the episodethat includesasinglerate
of discount for all included services. When calculating the target price, applicants should factor in
projected readmissions and outlier payments. No outlier payments beyond the usual fee-for-service
paymentsthat would have been paid for qualifying caseswill be made abovethetarget price. CMS
will consider applicant proposals using risk adjustment which include a description of the
methodology and plans for updating risk adjustment on a yearly basis based on new information.
The negotiated discount reflected in the target price will remain constant as the target price is
indexed each year to fee-for-service payment changes according to applicable PFS and post-acute
provider prospective payment system updates and adjustments.

Medicare will continue to process claims under the applicable PFS, post-acute provider, or other
supplier or provider system or rules. Finaly, because Part B services are being paid under this
model at apre-determined discount, the beneficiary’ s Part B copayment amount will presumably be
proportionately reduced or discounted.

Monitoring and Payment Reconciliation Under Model 3. Like Model 2, there will be episode
reconciliation against the target price under Model 3. Intheevent that the aggregate fee-for-service
payments Medicare paid for included services rendered during the episode are less than the target
price, Medicare will pay the difference to the Awardee. If, however, the aggregate fee-for-service
payments for included services exceed the target price, the Awardee will pay the difference to
Medicare. Additionally, Medicarealso will monitor Part A and Part B expenditures during athirty
(30) day post-episode monitoring period. Awardees will be required to repay Medicare for any
difference between Medicare Part A and Part B paymentsthat exceed trended historical aggregate
Part A and Part B payments beyond arisk threshold during the post-episode monitoring period. As
with Model 1, the RFA is unclear how or where the post-episode risk threshold will be set, and is
unclear whether services*designated as unrelated” during the episode will continue to be excluded
during the calculation of expenditures during the post-episode monitoring period. Presumably,
readmissions following the 30-day post-episode monitoring period would be excluded from
reconciliation.

Mode 4: Prospective Acute Care Hospital Stay Only.Model 4 is the final payment model
introduced under the Initiative. Model 4 includes both Part A services and physician and other Part
B services furnished during the episode of care.

Model 4 raisessevera challenging questions. Under Model 4, the episode of careinvolvesonly the
“acute inpatient hospital stay.” Like Modd 1, the episode begins upon the patient’s hospital
admission. However, the RFA isvery unclear about when aModel 4 episode ends. First, the RFA
indicates that the episode ends upon discharge from the acute care hospital and includes all Part A
and Part B servicesfurnished to the patient during hisor her hospital stay, including services subject
to the Medicare 3-day window payment bundling rule(i.e., hospital diagnostictestingand all related
therapeutic services that are furnished by an entity wholly-owned or operated by the admitting
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hospital in the three (3) days prior to admission). But language immediately following this
description indicates that for Mode 4, like Models 2 and 3, any Part A services furnished during
“related readmissions’ and all “related” Part B servicesfurnished during any readmission (related or
unrelated) are “also included in the episode payment.” If the episode ends upon discharge, how
could the episode include related readmissions? Other sections of the Model 4 summary indicate
that there will be a “post-discharge period,” the duration of which the applicant is expected to
propose, during which “related readmissions’ will beincluded in the episode. Thisto-be-proposed
“post-discharge period” appearsto be distinct from the “ post-episode monitoring period,” whichis
set at a predetermined thirty (30) days “post-hospital discharge.”* Thus, the RFA description of
Model 4 isunclear about the definition of the“episode.” It appears that the Model 4 episode likely
was intended to be defined as beginning with admission to the acute care hospital, and ending at
some minimum number of days (to be proposed in the application) following acute care hospital
discharge. Hopefully, the Center will clarify the Model 4 episode definition in response to
comments from the provider community.

In contrast to Mode 1’'sall inclusive approach with respect to eligible Medicare beneficiaries, only
beneficiariestreated in a participating hospital for agreed-upon MS-DRGs areincluded in Model 4.
Inaddition, whileModédl 1 only includesabundled payment with respect to Part A services, Model 4
includes a single prospective bundled payment for both Part A and Part B services. Aswith all of
the Initiative’s models, gainsharing arrangements are permitted, subject to necessary waivers to
fraud and abuse laws. Participation in gainsharing under Model 4 (asisthe casein all models) also
must be purely voluntary.

CMS expects applicants to propose a target price for the episode that includes a single rate of
discount off the expected Medicare Part A and Part B payments for all hospital facility and
professional servicesfurnished during the episode and rel ated readmissionsfor the agreed-upon MS-
DRG. With respect to the Part A inpatient portion of the bundled payment (specifically base MS-
DRG payments), the applicant’ s proposed payment should consider al payment adjustorsand outlier
payments (except DSH payments, hospital capital payments, and IME payments). Model 4 permits
applicants to include proposals around risk adjustment, which must include a description of the
methodol ogy and which may include plansfor updating risk adjustment on ayearly basis, based on
new information. Model 4 aso permits applicants to include MS-DRGs that were included in the
ACE Demonstration Project, but based upon the discounts established during the Project, the RFA
makes clear that the Center expects applicantsto offer aminimum discount that isgreater than three
percent (3%). The negotiated bundled payment rate will be indexed to fee-for-service payment
changes as they are updated (up or down) annually according to applicable PFS and |PPS updates
and adjustments, presumably including any adjustments under the HRRP.

Medicarewill pay the single bundled payment directly to the hospital (whether or not the hospital is
the Awardee or participating organization) where the patient was treated. The single bundled
payment will be paid following claims submission at the time of discharge. Nevertheless, the
Awardee (whether it isthe hospital or aconvener) will bear thefull risk for the price of the episode.
Physicianswill be paid by the hospital for their professional services, which payment can beat their
usual fee-for-service rate, or at another negotiated rate proposed by the applicant. For record

* The RFA suggests that this post-discharge window should be a minimum of thirty (30) days.
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keeping purposes, claims for professional services included in the Model 4 episode will still be
submitted by the physician to Medicare, but these claims will not be paid by Medicare and will be
processed as “no pay” claims.

Moreover, instead of the standard Part B coinsurance payment, patients will pay a fixed Part B
copayment. Theamount of the copayment will vary by MS-DRG and by hospital. The amount will
be cal culated based on the typica coinsurance of twenty percent (20%) on each Part B claim for
each MS-DRG that isincluded in the bundled payment, regardless of the nature or amount of actual
servicesrendered to any individual patient. Whilethe RFA isnot clear, presumably the patient will
pay the fixed copayment to the hospital, which would in turn distribute it to participating Part B
providers in accordance with the terms of the agreements between the hospital and the Part B
providers. Presumably the shift to afixed copayment approach isto account for the fact that Part B
clams are included in the prospective bundled payment, and therefore, will no longer be paid
separately by Medicare. Interestingly, this approach appears to be in conflict with the clear
protection of apatient’s freedom of choice provided by the Initiative because it creates an apparent
economic barrier for those patientsthat el ect to go outsidethe “network” of participating providers,
sincethey will presumably be required to pay non-participating providers another Part B copayment
in addition to the fixed Part B copayment already paid.

The RFA does not specify how non-participating providersthat furnish servicesto apatient during a
Model 4 episode, whether aphysician or another hospital with respect to areadmission, will know to
bill the primary admitting hospital. Assuming the episode definition under Modd 4 includes some
to-be-proposed “post-discharge period,” it is unclear (1) how non-participating providers claims
would be processed; (2) if those claims are denied as being al ready included in an episode, how non-
participating providerswould pursue payment from the Awardee and at what rate they would be paid
(if at al); and (3) if those claims are paid by Medicare but should not have been paid because they
were miscoded, not medically necessary or for some other reason , how an Awardee could or would
pursue restitution from non-participating provider (i.e., because the Awardee will beresponsiblefor
reimbursing Medicare for any such paid claims under Modd 4). While the RFA indicates that the
MAC will havealist of awardees and participating providers, aswell asalist of included MS-DRGs
and negotiated rates, the claims reconciliation process under Model 4 appears very complicated.

Monitoring and Payment Reconciliation Under Model 4. Aswith Models2 and 3, therealsowill be
episode reconciliation (if any) against the target price under Model 4. The Awardee must repay
Medicare for any separately paid Part A claims furnished during the episode, any separately paid
Part B claims furnished during the episode, and any Part B claims for related Part B professional
servicesfurnished during any readmission (whether or not thereadmissionisrelated). Presumably,
an Awardee should not be required to repay Medicare for claims that Medicare paysin error (i.e.,
clams by participating providers that have already been paid by the hospital or Awardee).
Prospective applicants should take care to address this potential issuein their application materials
and in any fina agreements with the Center and/or participating providers. In addition, Medicare
will monitor Part A and Part B expenditures during athirty (30) day post-epi sode monitoring period.
The Awardee will berequired to repay Medicare for the difference between the Part A and Part B
payments that exceed trended historical aggregate Part A and Part B payments beyond a risk
threshold (taking into account the discounted bundled payment) during the post-epi sode monitoring
period.
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Regulatory Issues Raised By the I nitiative

Participation in the Initiative raises many difficult and complex healthcare regulatory issues, under
both federal and statelaws. CMS can waive application of some (but not all) of thefedera laws, but
other federal laws still apply, aswell asanumber of statelaws, which CM S does not have authority
towaive. The section below discusses the potential application of theselegal issuesto participants
inthe Initiative.

Federal Law Issuesfor Which Waiver isAvailable. CM S has authority to waive the application
of certain Medicare and Medicaid fraud and abuse laws “as may be necessary” to develop and
implement the Initiative. However, the manner and scope of that waiver isunclear, and applicants
presumably will have to seek further clarification through the application process to resolve this
uncertainty.

The waiver approach taken here contrasts sharply with the approach taken with the proposed
ACO regulations. For ACOs, very specific guidance was provided and the guidance covered
more legal issues. For example, in addition to CMS, the OIG issued ACO guidance. Also, the
Internal Revenue Service provided ACO guidance for tax-exempt organizations and the
Department of Justice and the Federal Trade Commission issued guidance for ACOs on antitrust
issues. Here, by comparison, thereis little guidance on how awaiver of Medicare and Medicaid
fraud and abuse laws will work. Although the concept of awaiver is discussed in the RFA, there
are no specifics provided, and the scope of any potential waiver is more limited, because antitrust
and tax-exempt organization issues are not addressed at all. While CM S has explained that it
“will consider exercising [its] waiver authority with respect to the fraud and abuse laws” and
“may also consider waiving additional provisions’ of the Medicare Act, it offers no detail asto
the processit will follow in waiving application of these laws or the proposed scope of any such
waiver(s). Thus, thereis, for now, no blanket or systematic waiver, and hence the potentia
inferenceis that each applicant should specifically request awaiver of whatever Medicare and
Medicaid fraud and abuse laws it deems appropriate, when submitting its application to
participate in the Initiative, and presumably explain the reason for its request.

The Civil Money Penalty (“CM P”) Statute. The closest CM S has cometo ablanket waiver iswith
respect to the provision of the CMP statute prohibiting payments from hospitals to physicians to
reduce or limit services to Medicare or Medicaid beneficiaries under the physician’s care.
Traditionally, the federal government interprets this CMP provision to prohibit “gainsharing”
programs (i.e., programs that provide financial incentives to physicians to lower hospital costs,
typically by sharing with the physicians a portion of the cost savings achieved).

Inthe RFA, CM Sindicated that gainsharing will be permitted by Initiative participants, and it has set
out anumber of parameters (both general and specific) that these gainsharing programsmust follow.
These parameters, for example, specify that the compensation to be shared with the physicians
cannot exceed 50% of the total savings achieved under the bundled payment program, and cannot
exceed 50% of what the physicians are normally paid for the cases that are included in the
gainsharing initiative. Also, as noted above, physician participation in the gainsharing must be
“voluntary” (i.e., physicians cannot be required to participate or be subjected to “adverse
consequences’ if they choose not to participate), and, not surprisingly, physicians may not reduceor
limit services to Medicare beneficiaries that are “medically necessary.” Parameters, among other
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things, also address the need for minimum quality requirements and the need to monitor quality
performance.

CMS indicates that applicants will have to describe their proposed gainsharing programs in detail.
Presumably, if an applicant is accepted into the Initiative, then the CMP statute is waived as to that
applicant’ sgainsharing program, if it isoperated as described in the application. However, thishas
not been made explicit. Also, whether and how awaiver from the Stark law and/or the federal anti-
kickback statute will be granted to a participant’s gainsharing program (and/or other financial
arrangements with referring physicians) has not been explained.

The Stark Law. The Stark law prohibits a physician from referring M edicare patients to an entity,
such as a hospital, for certain “designated health services,” including all inpatient and outpatient
hospital services, if the physician has afinancial relationship with the entity (unless an exception
applies). Accordingly, the Stark law will be violated unlessall of thefinancial relationships between
and among the referring physicians and the other providers participating in a bundled payment
program (such as the Initiative) meet applicable Stark law exceptions, or CMS grants a waiver.
However, CM S does not directly address whether or not it will issue waivers of the Stark law.

Presumably, an applicant can request a waiver of the Stark law for its proposed financia
arrangements, but it isuncertain whether and how such arequest would be granted, or if it would be
conditional, e.g., only if compensationisfair market value. Potentially, therefore, participants might
need to rely on existing Stark law exceptions to protect their financial relationships with referring
physicians, such as those for personal services arrangements or fair market value compensation.
Unfortunately, it may be difficult to shoehorn innovative, incentive-based compensation
arrangements, including the payment of shared savings based on cost reductions achieved, into the
existing Stark law exceptions, given that they were designed years ago to suit more traditional
compensation approaches.

The Anti-Kickback Statute. The federal anti-kickback statute prohibits the offer, payment,
solicitation or receipt of remuneration, directly or indirectly, overtly or covertly, in cash or in kind,
asinducement for the referral of patients or arranging for the referral of patientsto receive services
for which payment may be made in whole or in part under a federal health care program.
Accordingly, the federal anti-kickback statute is potentially implicated to the extent any of the
financial relationships between and among the participants in the Initiative are intended to induce
referrals. Further, CM S has provided no indication asto whether it intends to grant any waivers of
the federa anti-kickback to Initiative participants.

Presumably, an applicant can request awaiver of the federa anti-kickback statute to its proposed
arrangements, but it isuncertain whether and how such arequest would be granted. In the absence
of a waiver, participants would be subject to complying with the federal anti-kickback statute,
potentially including attempting to satisfy aregulatory “safe harbor” to the extent oneisavailable, in
an effort to protect their arrangements. Fortunately, because the federal anti-kickback statute is
intent-based, theintent requirement should potentially reducetherisk of aviolation, especialy tothe
extent that the participants in the bundled payment arrangement develop and use commercially
reasonabl e arrangements, motivated by | egitimate effortstoimprovethe quality and efficiency of the
healthcare they deliver, rather than to induce referrals or other health care business.
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Federal Law Issues for Which No Waiver is Available. CMS lacks authority to waive the
application of numerousfederal lawsthat are outside of itsjurisdiction, and hencethese other federal
laws will apply, and therefore may represent a significant hurdle to the implementation of the
Initiative. Participants must be mindful of these other federal laws, such asantitrust and tax laws, in
connection with their participation in the Initiative, and must proceed with caution to ensure
compliance.

Antitrust Laws. In marked contrast to the situation facing participantsin ACOs, those participating
in the Initiative will not have the benefit of afederal antitrust law “ safety zone” nor will they have
the burden of needing to obtain an antitrust |aw determination from afedera enforcement agency, in
order to be accepted by CM Sinto thelnitiative. Instead, participantswill beinthe samesituationin
which providers generaly find themselves when structuring a new business or entering a new
service line in collaboration with other providers, some of whom may be viewed as actua or
potential competitors, from an antitrust standpoint. Inother words, they will be subject to complying
with the law, and must either make their own determination that their conduct is and will be
compliant, or seek their own guidance from the applicable regulatory agencies to review their
proposal.

In assessing their proposal against the requirements of antitrust law, providerswill need to analyze
all potential antitrust issuesthat might be raised asaresult of their collaborations, devel oped as part
of the Initiative. For example, the relative market shares of participants, the extent to which there
will be agreement among participants on price-related terms and conditions, the degree of their
proposed clinical and financia integration, the extent to which any joint activitiesand collaboration
are necessary to create the pro-competitive benefitsin the marketplace they are seeking to achieve,
and the overall potential pro-competitive and anti-competitive effects of their arrangements on the
marketplace will need to be carefully assessed. They will alsowant to carefully ana yzethe extent to
which they may share competitively-sensitive information or agree to engage in collaborative
conduct beyond the scope of the bundled payment arrangement itself.

Tax-Exempt Issues. Participationinthe Initiative could aso potentially raise anumber of issuesfor
tax-exempt hospitals. For example, tax-exempt hospitals will want to know that participation will
not result in private inurement, morethan incidenta private benefit, or unrelated businessincome, all
of which can result in significant adverse consequencesfor atax-exempt hospital. Incontrast to the
Medicare ACO program, the IRS has not provided any guidance as to its proposed treatment of
participants in the bundled payment program.

Accordingly, tax-exempt hospitals and potentially other tax-exempt entities (such as community
clinics or medical foundations) who are considering participating in the Initiativein conjunction with
“insiders’ of such tax-exempt entities must comply with current tax-exempt rules, and will have no
specia guidance to rely on here. Relationships between “insiders’ and tax-exempt entities are
subject to additional scrutiny and regulation to prevent private inurement and non-incidental private
benefit, and this will be particularly relevant for tax-exempt hospitals, as many of the physician
medical staff leaders who may be deemed to insiders of the hospital, would also belogical partners
in any bundled payment program.

In the absence of specific IRS guidance, tax-exempt hospitals presumably must structure their
arrangements in such a way so that they would be unlikely to result in private inurement, non-
incidental private benefit and unrelated businessincome, under existing IRS standards. In order to
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achieve this, tax-exempt hospitals presumably would follow the general guidance regarding other
joint ventures, which involve insiders, such as ancillary service ventures, ambulatory surgery
centers, and other joint ventures. Thus, tax-exempt hospital s should consider maintaining majority
control of the governance of and profit participation of any entity formed to participate in the
Initiative, as well as ensuring that the organizational documents of such an entity provide for
covenants that are consistent with the tax-exempt hospitals' charitable purposes.

State Law Issues. CMS has no authority to preempt the application of state laws to Initiative
participants. Accordingly, state regulatory schemes still apply, and participants must comply with
these laws. For example, many states have anti-kickback statutes or self-referral prohibitions that
are similar to, but not identical to, the Stark law or the federal anti-kickback statute. Thus,
participants must take into account and comply with these state laws when structuring and operating
their initiatives, because qualifying for a CM S waiver for the Stark law, the federal anti-kickback
statute, or the CMP statute will not necessarily mean that an arrangement complieswith comparable
state laws. Similarly, some states have strong corporate practice of medicine prohibitions, which
may restrict the ability of alay entity to influence or control the delivery of health care. These
prohibitions stand in tension with the goals of Initiative; because one of the purposesisto implement
evidence-based medicine standards and impose those standards on participants. As aresult, state
laws may pose additional obstacles to those participating in the Initiative.

Corporate Practice of Medicine Prohibition. Some stateshaveaprohibition onthe corporate practice
of medicine, which prohibits lay entities from owning or controlling the practice of medicine, with
limited exceptions. The prohibition may also beviolated where alay entity exertsanimpermissible
level of control over aphysician’s medical judgment, or where alay entity profits directly from a
physician's practice of hisor her professions. Also, the prohibition can be violated if alay entity
holds itself out as providing, or bills for the provision of physician services.

We anticipate that most Awardees will be lay entities. In particular, any Awardee that includes
hospitals as an owner will ailmost certainly be a lay entity that is prohibited from practicing
medicine. However, Awardeeswill be required to engage in activities which may be characterized
aspracticing medicine. For example, the adoption of clinical guidelines, and theimposition of such
guidelines on physicians participating in the Initiative, arguably could be viewed asexerting alevel
of control over aphysician’s clinical judgment and therefore constituting the practice of medicine.
Likewise, if a lay entity Awardee receives payment from the Medicare program that includes
payment for physician services, and then in turn pays physicians aportion of that payment for their
services, the lay entity could be viewed under the law of certain states as providing physician
services in violation of the corporate practice of medicine prohibition. Accordingly, bundlied
payment programs should be very carefully structured and operated to avoid viol ating the corporate
practice prohibition.

State Anti-Kickback Laws. Many states have statutes that prohibit payments for patient referrals.
Asdiscussed above, any waiver of the federal anti-kickback statute with respect to participantswill
apply only as to the federal statute. There is no assurance that these participants' activities and
financial relationshipswill befound to comply with corresponding statelaws, and the distribution of
gainsharing amounts or other payments that may comply with the federal waiver may still violatea
state’ s anti-kickback statute. For example, if the distribution of gainsharing payments or shared
savings to physicians serves as an inducement for the physicians to make referrals to a particular
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entity, it could be found to violate state law. Thus, arrangements must be analyzed for compliance
with state anti-kickback statutes regardl ess of whether afederal waiver has been granted.

State Self-Referral Law. Many states have their own version of the federal Stark law, prohibiting
referrals by physicians for certain services to entities in which the physicians have a financia
interest, unless an exception applies. It is possible that participants could create a financial
relationship between areferring physician and an entity furnishing services subject to the state self-
referra law, and there may be no readily available exception. Once again, a waiver of the
application of the Stark law does not ensure compliance with corresponding state laws, and a
separate state self-referral analysis is incumbent on the participants to any bundled payment
program.

State Antitrust Laws. Likewise, many states have their own antitrust lawsthat are similar to federal
antitrust laws. Accordingly, participantsin any bundled payment program will need to be mindful of
these state antitrust laws, just as they will need to be aware of the federal laws.

Health Plan or HMO laws. Many states have HMO licensure laws that could be interpreted as
requiring Initiative participantsto have ahealth plan or HM O licenses, especially under prospective
bundling modelslike Model 4, because the Awardee provides health care servicesin exchangefor a
single, prospectively determined, payment, and put the providersat risk. Thus, applicants may wish
to consider carefully their state regulatory scheme and/or obtain guidance from the applicabl e state
regulatory agency, as they move forward with their planning, to avoid potential non-compliance.

Conclusions

Thelnitiative representsthelatest development in CM S songoing effortsto promote abroader shift
in the Medicare program toward a risk-based reimbursement model with an emphasis on care
integration and improved quality of care. Aswith the proposed Medicare ACO program, CMSand
the Center have set the bar for participation in the Initiative very high and under an accel erated
timeline.

Hospitalsthat el ect to participate must agree to accept adiscount on existing payment rates, and the
Initiative offers Awardees|imited upside (i.e., the difference between thetarget priceand thebundle
payment amount), and potentially unlimited downside (i.e., Awardees will be at risk for 100% of
expendituresin excess of the as-yet-undefined “risk threshold”) — all without the ability to require
patients to remain within the participating group of providers. Moreover, in order to ultimately
succeed, hospitals likely will need to have already developed (or be able to quickly develop)
integrated delivery systems with a creative model design, thoughtful financial model and robust
information systems, organizational capacity, and quality measures. Accordingly, determiningthe
attractiveness of participatingin any of thefour proposed bundling modelswill require providersto
understand and anal yze not only their own projected performance, but a so the expected performance
of non-participating providerswho may care for patients during the post-episode monitoring period.
And becausethe Initiative lays out only high-level economic principles, prospective applicantswill
need to analyze severd key variables to determine whether a proposed arrangement will be
economically viable, including the level of discount to offer Medicare and, under some models,
which conditions to include as episode anchors and how long to make the episode. These anayses
will require providersto have adeep and detail ed understanding of the care processes and economics
that surround their Medicare patients — and how much they can redlistically hope to change or
control them.
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Even assuming a hospital determinesthat participation in the Initiative might be operationally and
economically viable, prospective applicants will need to carefully address the myriad regul atory
issuesthe Initiative raises. Given thelack of clarity surrounding how fraud and abuse waiverswill
work at the federal level, applications will need to be carefully structured to request waivers of
federal fraud and abuse laws that specifically address the expected financial relationships under the
applicant’ sproposal. In addition, given the host of non-waivable federa and state laws, applicants
and their participating providerswill need to ensure that the structure of the arrangement complies
with applicable federa and state antitrust and tax laws, as well as state fraud and abuse laws.

Hospitalsthat successfully analyze these issues could be rewarded with an opportunity to gainshare
with the Medicare program, strengthen their physician alignment through further gainsharing with
their physicians, access CM S s bundled payment dataand best practices, and position themselvesin
the bundled payment arena on the ground floor. However, as with the Medicare ACO program,
regardless of whether a provider participates in the Initiative, the elements of the Initiative further
underscore the probabl e future shape of the Medicare program. Thus, even for those who decide not
to participatein the Initiative, hospitals would be well-advised to seek opportunitiesto deepen their
organization’s competenciesin clinical integration, care management, and patient-centerednessin
preparation for Medicare’ s continued shift toward risk-based reimbursement.
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