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August 26, 2019
To:  THCC Members

From: David Introcaso, Ph.D., VP, Regulatory Policy
Paul Lee, Senior Partner

Re:  Addressing CMS' Site Neutral Payment Policy Initiatives

Summary

First, CMS has exceeded the Congress’s intent in regulatorily implementing Section 603 of the
2015 Balanced Budget Act. Second, site neutral works in abstraction but not in application. As
applied or in practice, site neutral payments enjoy little or no supportive evidence, Site neutral
payments do not account for non-comparable patient populations thereby creating an unlevel
playing field. Third, CMS has moved beyond HOPLY in its zeal to impose site neutral policy
more broadly, for example, in CMMI demonstrations. Moreover, site neutral payments do not
mave past MedPAC’s long-standing criticism that CMS needs to move beyond “just blindly
paying FFS [Fee for Service] rates™ or more towards recognizing and rewarding value or
spending efficiency.

Background

Based in part on a March 2014 MedPAC recommendation that the Congress eliminate the
differences in payment rates between hospital Out Patient Physician Departments or HOPLs
(CMS terms these Provider Based Departments or PRDs) and freestanding physician offices, the
Congress in its November 2, 2015 Balanced Budget Act included Section 603 that made
payments to certain HOPDs site neutral. MedPAC’s recommendation was based in part on a
previous 2012 MedPAC recommendation that called for ali gning HOPD Evaluation and
Management (EdM) reimbursement with that of freestanding physician offices. “On campus,”
ot those within 250 vards of a hospital or a remote location of a hospital, were exempied from
this policy as were dedicated off campus emergency departments and Critical Access Hospitals.

More specifically, HOPDs that were not billing as of November 2, 2015 or those not defined as
excepted or grandfathered, would, effective January 1, 2017, no longer be reimbursed under the
Out-Patient Prospective Payment System (OPFS). Instead, the Congress determined non-
excepted or grandfathered HOPDs were to be paid under an “applicable payment system™ under
Medicare Part B. The 2017 final OPPS rule established the Mcdicare Physician Fee Schedule
(PFS) as the **applicable payment system.”

MedPAC s 2014 site neutral recommendation was based on its finding that HOPD
reimbursement under the OPPS could be more than two times that of the PFS for the same
service. Site neutral payment would therefore reduce HOPD spending, MedPAC estimated, by
2.7% and overall Medicare spending by 0.6%. Site neutral payment would also, MedPAC
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argued, reduce beneficiary cost sharing and presumably drive care to the most efficient delivery
site.

Overview of Regulatory Implementation
Here is an overview of Section 603°s implementation to date:

2017 Policies
e The site neutral payment rate would generally be 50% of the OFPS rate.
» Reduced payments would not apply to exempted HOPDs that expand services.
» Relocating an existing HOPD would result in the HOPD losing its exempted status,
# Change of ownership would not cause an HOPD to lose its exempted status if the new
owner accepted the existing Medicare provider agreement from the prior owner,

20158 Policies

o Payment for items and services fumnished by nonexcepted HOPDs would generally be
reimbursed at a rate of 40% of the applicable OPPS rate for 2018.

e CMS also adopted a related HOPD excepted or grandfathered policy regarding separately
payable, nonpass-through drugs and biologicals (other than vaccines) purchased via the
340B Program. CMS would pay excepted HOPLY providers the average sales price (ASF)
minus 22.5% rather than ASP plus 6%, Rural Sole Community Hospitals, PPS-exempt
Cancer Hospitals, and Children’s Hospitals would be excepted from this policy.

2019 Policies

e (CMS expanded site neutral payments to include “clinie visits” (HCPCS Code G0463) in
excepted or grandfathered off campus HOPDs. Code GO463 represents approximately
50% of all services furnished in HOPDs annually, The policy would be implemented
over two years and in a non-budget neutral manner.

e CMS extended its 2018 HOPD excepted 340B-acquired drugs and biologicals payment
policy to non-excepted HOPDs meaning both would now be reimbursed Average Sales
Price (ASF) minus 22.5% for 3408 drugs.

e OMS added a new HCPCS modifier “ER” for HOPD fumnished services in off campus
emergency departments (ED) such that CMS can track these services if the agency chose
to lower OPPS payment rates for emergency department services in the future,

o Asin 2016 CMS again proposed, but did not finalize, paying excepted HOPDs the OPPS
rate for services only if these services were in the same clinical family of services that a
specific HOPD location had provided and billed prior to November 2, 2015.

2020 Proposed Policies
e CMS is proposing to implement the second year of its payment modification for “clinic
visits” (HCPCS Code (G0463) in excepted off campus HOPDs — again in a non-budget
neutral manner.

Budgetary Impact

As context:
e (MS scored Section 603 of the 2015 BBA as saving $9.3 billion over the 10-year budget
window.






s« Hospitals are reimbursed approximately $75 billion annually for outpatient services.
In 2017, total Medicare benefit payments totaled $702 billion.

e Fee for Service and Medicare Advantage spending for Part A was $293 billion, for Part B
$309 billion and for Part D $100 billion.

»  MA spending alone for Part A and B in 2017 was $210 billion,

2017: In the 2017 final rule CMS estimated Part B spending would be reduced by roughly $50
million in 2017. CMS initially estimated savings at $330 million, however, the agency lowered
its estimate after reviewing OPPS claims data for the first six months of CY 2016, In addition,
the proposed estimate included lower Medicare Advantage (MA) payments. In the final CMS
deleted estimated MA-related savings because the 2017 Medicare Advantage payment rales were
eet before Section 603 could be implemented. 1f CMS had finalized the proposed rule policy
using this revised assumption, the ageney would have estimated reduced Medicare Part B
expenditures at $70 million in 2017.

2018: CMS estimated the change in 340B reimbursement at $1.6 billion or $700 million over the
proposed rule estimate. CMS recognized calculating an estimate was difficult in part because
OPPS claims did not indicate the drub being provided was purchased with a 340B discount and
outpatient drugs covered under 3408 were not publicly available. CMS noted the agency would
implement the poliey in a budget neviral manner, i.e., the agency would redistribute an equal
dollar amount for non-drug items and services across the OPPS.

2019; Regarding the agency’s HCPCS (G0463-related policy, CMS estimated a decrease in OPPS
payments at $300 million plus another $80 million in beneficiary copayments. Had CMS fully
implemented the policy change in 2019, total Medicare and beneficiary copayments would have
decreased by $750 million,

2020: In the proposed 2020 OPPS rule, CMS estimated the second-year phase in of the HCPCS
G0463-related policy would save $810 million in 2020. Fully implemented, CMS estimates the
policy will reduce OPPS payments by 1.2% or more.

Support for Site Neutral Payments

Section 603 enjoys considerable bi-partisan support, For example, in a March 1 American
Enterprise Institute (AEI) - Brookings joint letter to HELP Committee Chairman, Lamar
Alexander, recommending policies “to slow the rate of increase of health care costs, AEI and
Brookings recommended site neutral payments apply to “all services delivered in HOPDs — both
off and on-campus.” AEI and Brookings also recommended the Congress eliminate Section
603's excepted or grandfathered HOPDs. Ina 2018 publication Brookings argued site neutral
also be expanded to include currently-exempt ambulatory surgical centers. The HELP
Commiltee in later June passed Chairman Alexander’s bill, titled the Lower Health Care Costs
Act of 2019 (5. 1895). It is expected to pass the full Senate this fall.

Beyond providing savings to the Medicare program and its beneficiaries, MedPAC, AL
Brookings, and, among others, the Center for American Progress, argue eliminating current
payment differentials may contribute to market consolidation eroding provider competition and
weakening an insurer’s ability to have patients seek lower cost care. Eliminating the excepted or
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grandfathered off-campus provision and the standalone emergency department exemption would
also reduce the incentive for hospitals to add clinicians to their excepted outpatient departments
and the incentive to build more emergency capacity. In its 2019 budget the Trump
administration proposed removing these exceptions and estimated savings at £34 hillion over ten
years, CBO estimated the savings at 514 hillion. Concerning on-campus outpaticnt departments,
if they too received site neutral payments, per a 2017 MedPAC estimate, combined savings
would equal $2 billion annually.

With bipartisan support it is not surprising in CMS" July 10 press release announcing a radiation
oncology payment demonstration, the agency noted the mandatory episode-based payment demo
involving physician group practices, HOPDs and freestanding radiation therapy centers would be
eite neutral. Less than two weeks later in July 22 speech CMS Administrator Seema Verma
lamented the fact that “Medicare actually pays more for many services when they're performed
in the hospital.” This has led, she argued, to “surplus [hospital] beds,” causing hospital spending
to be “the largest driver of healtheare costs™ and “what’s worse,” she stated, "is govemment
[payment differential] policies are leading to the creation of monopolies, further thwarling
competitive forces, resulting in an upward trend in provider consolidation.™

Challenging Site Neutrality

The regulatory implementation of Section 603 exceeds the Congress's infent.

The 2019 Final Rule Is [llegal
“The American Hospital Association (AHA), the Association of American Medical Colleges and

others filed suit against Secretary Azar this past December challenging CMS" 2019 final OPP'S
rule that reduced excepted HOPD reimbursements for clinie visits or for | [CPCS Code GO463
visits. The AHA and others argue the Medicare statute prohibits CMS from “selectively slashing
the payment rates for specific types of services,” i.e., year-over-year payment adjustments must
be budget neutral, The plaintiffs also argue reducing excepted HOPD reimbursements violates
the Congress’s deliberate intent to create excepted and non-excepted (or grandfathered and non-
grandfathered) HOPDs, That is excepted and non-excepted PBDs be treated differently.
Concerning the Department's defense that it has the authority under Subsection (1)(2)(F) of the
Social Security Act or that it is controlling for “unnecessary increases in volume for a specific
service,” the plaintiffs argue the comparative disparity in visits does not, per s, make them
unnecessary in part since HOPD patients on average tend to be higher acuity and for this reason
visits to HOPDs and freestanding physician offices are not (altogether) interchangeable.

For these reasons there is nascent support in the Congress. The Protecting Local Access to Care
for Everyone Act of 2019 (HR 2552}, would for payment years 2019 and 2020 restore OPPS
clinic visit (HCPCS Code GO463) reimbursement rates for excepted HOPDs.

In Practice Site Neutrality Is Unsupported by the Evidence, Fails fo Recognize Non-
Comparable Patient Characteristics and Fuils to Recognize and Reward Value






There is Little Evidence To Support Section 603
CMS, MedPAC and others provide no evidence payment differentials alone are causing

unnecessary or excessive utilization, market consolidation, ete. For example, there is evidence,
(published in the Jounal of Health Economies in 2016) that hospital ownership of physician
practices increases the probability physician patients will choose the owning hospital for follow
up care. Whether or not increased probability translates to excessive utilization or comparatively
worse outcomes is unknown. In addition, as Brookings noted in its 2018 paper, “site-of-service
payment differentials are not the only factor driving hospitals to acquire physician practices.”
For example, it is highly likely if not in fact the case hospitals are simply responding to the
migration of medical technology to the outpatient setting. For example, in the currently
proposed OPPS rule, CMS is seeking comment on moving total hip arthroplasty (THA) for
appropriately seleeted patients off the Inpatient Only List (1P0) and into the outpatient setting.

In making its March 2014 recommendation MedPAC admitted three ;;mblams with HOPD site
neutral payments:

1. HOPDs comparatively care for higher acuity patients
2. they incur standby emergency capacity, and
3. incur higher overhead costs.

MedPAC however failed to address these concemns.

Concerning higher acuity patients, in April the American Hospital Association {AHA) released
findings by KNG Health Consulting that found when compared to Ambulatory Surgical Centers
ASCs), HOPD patients were more likely to be minorities, dual cligible, from lower income areas,
suffer higher acuity or burdened with more severe chronic conditions and more likely to be
previously hospitalized,

CMS has recognized and rewards providers with comparatively higher acuity patients. For
example, in 2017 CMS initiated an effort to make MA’s Star Ratings rewards program more
equitable for MA plans providers who care for a comparatively greater number of Dual Eligible,
Low Income Subsidy (1IS) and disabled beneficiaries. CMS implemented a Categorical
Adjustment Index (CAT) that would add or subtract from a MA contract’s Overall and/or
Summary Star Rating to adjust for the average within-contract proportion of Dual Eligible, LIS
and disabled beneficiaries.

Concerming higher overhead costs, MedPAC cannot reasonably argue higher fixed cost
organizations be reimbursed the same as lower fixed costs organizations nor can CMS expect the
former to remain in business under the latter's reimbursement.

Section 603 Ignores Spending Efficiency
In its March 2014 report MedPAC appropriately recognized site neutral payments do not

differentiate or discriminate between high and low spending efficient providers. More recently,
MedPAC stated in its March 2019 report, “Medicare’s goal should be to obtain the greatest
possible value [or spending efficient] for the program’s expenditures,” “Managing payment






rates,” MedPAC wrote,” alone will not address the Medicare FFS system’s key challenge . . .
[that providers] are usually not held accountable for outcomes.” *“The Congress and the
Secretary . . . [must] move the Medicare program beyond just blindly paying FFS rates.”

Site neutral payments epitomize “blindly paying FFS rates.”

The Medicare program, in sum, neither measures nor rewards for value or again spending
efficiency - defined as outcomes achieved relative to spending. For example, the Medicare
Access and CHIP Reauthorization Act’s (MACRAs) Merit-Bazed Incentive Payment System
(MIPS} program measures for quality and cost separately, not simultaneously, The Medicare
Shared Savings Program, CMS’ flagship Alternative Payment Model (APM), also does not
measure quality and spending simultancously or attempt 1o correlate quality or outcomes
achieved relative to spending. Neither do Part A's four incentive payment programs, including
the Hospital Value Based Purchasing Program (VBP), nor the MA program.

Failure to do so has led to perverse effects, Currently, CMS financially rewards hospitals and
physician practice groups that are spending efficient but achieve comparatively worse quality
performance while financially punish providers with superior quality that are comparatively less
spending efficient. Failure to account for spending efficiency also produces a reverse Robin
Hood effect where CMS financially rewards providers at the expense of financially penalizing
others with comparatively higher acuity paticnis.

As it relates to HOPDS, in carly 2015 this, then potential, problem was identified by researchers
in a study published by the Healthcare Financial Management Association. Titled, *Why
Medicare Should Recognize the Value of Provider-Based Clinics,” researchers identified high,
mid and low-impact (read: spending efficient) on-campus and off-campus outpatient hospital
care by using E&M claims data and readmission ratios for Acute Myocardial Infarction (AMI),
pncumonia and heart failure, Using MedPAC's 2012 model estimating equalizing or site neutral
payments, researchers concluded 186 high-impact hospitals, or 10% of 1,863 hospitals identified
in the study, would bear 56%t of total payment reductions. Beyond accruing a disproportionate
percent of the reduce payments, the researchers found the high impact hospitals also
disproportionately treated indigent or underserved patients. The researchers concluded, “if the
outpatient payment equalization policy [as modeled by MedPAC] were enacted, hospitals with a
high percentage of uncompensated care would be disproportionately affected to could be forced
to change their business model, Loss or shrinkage of hospital-based clinical networks could
force patients back to safety-net inpatient care and emergency departments.” That is, the policy
would not only lead 1o disproportionately distributing payment cuts but also lead to a reverse
Robin Hood effect.

Concerning resultant business model changes, in a recent Health Affairs essay, Mike Chernew
and Richard Frank warmed Medicare policymakers that they should carefully “titrate provider
payment rates as their responses [to changes in payment policy] become more apparent.” The
authors supported this conclusion by noting data that showed increases in one-year AMI
mottality after measurable changes in reimbursement. Previous culs in Medicare reimbursement
have shown, for example, that every $1,000 predicted loss in Medicare revenue per discharge
was associated with a 2% increase in one-year mortality.






MedPAC has also argued for well over a decade that the Medicare program should reimburse
providers based on beneficiary characteristics such as comorbidities, age and reason to treat.
The Congress and CMS have been incrementally working toward this goal. For example, this
was Congress's intent in passing in 2014 the bipartisan Improving Medicare Post-Acute Care
Transformation (IMPACT) Act. IMPACT creates standardized asscssments for care across the
spectrum of four post-acute care providers (specifically home health, inpatient rehabilitation
facilities long term care hospitals and skilled nursing facilities) that ensures patient care is
delivered hased on beneficiary characteristics and eliminates the current non-comparative, silo
focused approach to quality performance benchmarking and reimbursement.

Similarly, the Senate HELP Committee’s Lower Health Care Costs Act of 2019 (noted above) is
designed, in part, to make transparent commercial payer-achieved care outcomes. Section 303 of
the hill calls for a non-government, non-profit entity to publicly report commercial health care
data concerning care delivery cost, quality and value or spending efficiency. Conceming CMS,
in its just-published proposed Physician Fee Schedule rule the agency contemplates creating
MIPS Value Pathways (MVPs) to “reward high value care.” CMS states specifically in the
proposed, “we define “value” as a measurement of quality as related to cost.” Similarly, in the
proposed OPPS rule’s discussion of price transparency, CMS notes the ageney’s intent to “pair”
quality of care and outcome data with price information “to allow patients to make informed
decisions about where they could receive their care and to help ensure that consumers do not
assume that the high cost of services necessarily equates to higher quality of care.”

Conclusion

In implementing Section 603 CMS is effectively discriminating against excepted HOPDs thereby
creating an unlevel playing field between them and freestanding physician offices. More
substantively, differences in patient populations (that are recognized in other Medicare silos),
differences in fixed or overhead costs, the failure to account for value or spending efficiency and
the potential for unintended negative consequences, policy makers should reconsider or at least
refine Section 603 to include rewarding value in provider payment policies. For example, since
it appears HOPDs will be paid increasingly under the Physician Fee Schedule and since it is
CMS” policy to incent providers to participate in APMs, HOPDs should be explicitly allowed to
compete for MACRA's 5% Advanced APM bonus,
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Summary of Site Neutral, 340B and Price Transparency Policies
Contained in the CMS Proposed 2020 OPPS Rule

July 3, 2019

On July 29, 2019, CMS released the agency's 2020 Outpatient Prospective Payment System (OFPS)
proposed rule. Click here for the CMS fact sheet and here for the 819-page rule. Below are
summaries of the changes proposed for site neutral payments, 3408 drug rates, and price transparency
policies.

Price Transparency — This will impact CAHs
(CMS would require hospitals to post payer-specific negotiated charges)

CMS makes several proposals to implement President's Executive Order on Improving Price and
Quality Transparency. First, CMS clarifies that the existing requirements that hospitals make standard
charges available in a machine-readable format means that hospitals must make public gross charges
and payer-specific negotiated charges for all items or services. Additionally, CMS proposes that
hospitals make public standard charge data available for at least 300 "shoppable services,” which are
services that can be scheduled in advance.

CMS proposes to require hospitals to make public a list of their payer-specific

negotiated charges for as many of the 70 shoppable services that are provided by the hospital, and as
many additional shoppable services selected by the hospital as is necessary for a combined total of at
least 300 shoppable services. More specifically, CMS is proposing definition changes to “hospital,” a
hospital’s “items and services,” types of “standard charges™ or gross charges and payer-specific
negotiated charges in connection with an inpatient admission and an outpatient department visit that
hospitals would be required to make public and proposing different reporting requirements that would
apply to certain hospitals, CMS also proposes requirements to make public a machine-readable file
that contains a hospital’s gross charges and payer-specific negotiated charges for all items and services
provided by the hospital, requirements for making public payer-specific negotiated charges for select
hospital-provided items and services that are “shoppable” and that are displayed in a consumer-
friendly manner.

See moreover pages 568, ff. CMS lists at page 627 Table 37 that provides the proposed list of 70
CMC-specified shoppable services. There is no list of “300 shoppable services™ provided by CMS. It
appears CMS will require a significant increase in the initial 300 services to be added to the disclosed
pricing list each year, CMS believes it is reasonable to require a portion (i.e. the 70 listed) of the 300
shoppable services to be CMS-selected in order to ensure standardization that would provide
consumers with the ability to compare prices across hospital settings. CMS believes it would be
prudent to permit hospitals to select a portion of the shoppable services themselves, recognizing that
some hospitals may specialize in certain services or may serve populations that utilize other shoppable
services with more frequency or are more relevant than the ones we have identified for purposes of the
CMS-selected services,






Concerning how CMS is proposing to monitor price transparency regulations see the discussion
beginning at page 638, titled “Proposed Monitoring and Enforcement of Requirements for Making
Standard Charges Public.” Conceming civil monetary penalties, at page 644 CMS states, “We are
proposing that we may impose a CMP upon a hospital for a vielation of each requirement of proposed
45 CFR part 180. The maximum daily dollar amount for a CMP to which a hospital may be subject
would be $300. We are proposing that even if a hospital is in violation of multiple discrete
requirements, the maximum total sum that a single hospital may be assessed per day is $300."

Site Newtral Payments — No Changes Impacting CAHs
(CMS” proposed rule fully implements HOPD payment cuis that started in January 201%)

In 2019, CMS expanded site neutral payment policy provisions under Section 603 of the 2015
Balanced Budget Act (BBA) to include clinic visits (HCPCS code G0463) for excepted - or
grandfathered - off-campus Hospital Outpatient Physician Departments (HOPDs), or as CMS terms
Physician Based Departments (PBDs). Because six percent of hospitals would have shouldered 73%
of the proposed payment reduction in 2019, CMS chose to phase-in the reimbursement reduction over
two years with visits being paid at 70 percent of the outpatient PPS rate for CY 2019 and transitioning
to the full physician fee schedule rate for CY 2020.

In the proposed 2020 rule, CMS states it will continue with the agency's two-year implementation of
payment modification to excepted off campus HOPDs/PBDs. CMS estimates the proposal will save
the Medicare program $810 million in 2020, (See pages 426, ff.)

3408 Payment Policy — No Changes Impacting CAHs
(Despite a federal court ruling against the rule, CMS confinues the 3408 payment cuts)

In 2018, CMS decreased payment for separately payable Part B drugs (excluding vaccines and drugs
on pass-through payment status), acquired through the 340B program from average sales price (ASP)
+6% 1o ASP - 22.5%. In the CY 2019 CMS expanded this provision to non-excepted, ofl-campus
HOPDs/PBDs as well as finalized a policy to pay non-pass-through biosimilars acquired under the
3408 program at ASP -22.5% of the biosimilar’s own ASP rather than ASP -22.5% of the reference
product's ASP. CMS proposes to continue this policy for CY 2020. (See pages 327, ff.)

In response to litigation filed by the AHA and others, CMS states in the proposed rule that, should the
agency ultimately lose in court, it is seeking comments on whether reimbursing qualifying 3408
claims at a rate of ASP +3% would be an acceptable remedy for 2020 as well as an “appropriate”
retrospective remedy for 2018 and 2019. CMS is also secking comments on whether the agency
should over-pay in future payments for a set period of time to account for under-payments during the
two previous vears,  If it does ultimately lose in court, CMS states it would in its proposed 2021 rule
identify specific remedies for 2018, 2019 and possibly 2020 underpayments. (See page 20 and page
342, ff for more on the litigation and remedy.)

Contact David Imtrocaso, PhD., Vice President af david, imirocasofgshoare net or 202-260-2000
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TABLE 49—CHANGES TO THE INPATIENT ONLY LIST FOR CY 2019

Cy CY 2019
2019 CY 2019 OFPs
CPT CY 2019 Long Descriptor Action |OPPS APC Statas
Code Assignment) ¢ jicator
11241 Nasal/sinus endoscopy, surgical; with mﬁ 5153 i
ligation of sphenopalatine artery list
Anesthesia for open or surgical Removed
01402 | arthroscopic procedures on knee joint; from IPO N/A N
total knee arthroplasty list
Implantation or replacement of carotid
sinus baroreflex activation device: total
system (includes generator placement, Removed
0266T | unilateral or bilateral lead placement, from 1PO 3463 I
intra-operative interrogation, list
programming, and repositioning, when
performed).
00670 | Anesthesia for extensive spine and spinal | Removed
cord procedures (eg, spinal from the MNA N
instrumentation or vascular procedures) PO
Percutaneous transluminal
revascularization of acute total/subtotal
occlusion during acute myocardial
infarction, coronary arlery or coronary Added to
C9606 | artery bypass graft, any combination of IPO list N/A C
drug-eluting intracoronary stent,
atherectomy and angioplasty, including
aspiration thrombectomy when
performed, single vessel
MLLING GOOE 4120-61-C departments not affilinted with o aervices [emergency and nonemergency]
X. Nonrecurring Policy Changes hospital that are not eligible for furnished in an emargoncy department
A. Collecting Dola on Services mrma-;;t;:fuzﬂi[:::Ilihufﬁ:‘?niﬂf&n an? ?T;:;]rﬁ E?:;?:npg;ﬂ?!nn s
Furnished in Off-Gampus Provider- lhr?dqnnnmm maintains its stnlnE ns

Baged Emergency Daparlinsnls

The June 2017 Report to Congress®
by thie Modicars Paymant Advisory
Commission [ModPAC) glabos that, in
recent years, thors has been significant

th in the number of haolth cora
acilitias located apart from hospitals
that are dovoled primarily to amargan
departomant services, This includes hﬂfﬁ

-campus provider-based emaorgency
dn|uﬂnmiﬂ1hat are aligible for
paymont under the DPPS and
independent froastanding amargency

b fyailablas st hitpsifwmr.medporc goldocs!
du'r.-:rﬂjnrr.mwfnpﬂh'?uﬂl ¥_raparmlicdngrass_
s, et

in tha number sf hospital ontpatient
amargancy departovent visits furnished
undar the OPPS, MedPAC and ather
entitios have expressed concern Uhat
sorvices may be shifting to the higher
aculty and higher cost smergency
dapartment setting duoa to: (1) Higher
paymant ratos for services performed in
off-campus provider-based amoergency
dopartmants compared to similar
sarvices provided in other settings (Uhat
is, physiclan offices or urgenl care
clinfeal; and (2) the axemption for
sarvions provideid b an smangoney
department included undaer section 603
of tha Bipartisan Budget Act of 2015
[Pl L. 174-26), wheraby all itams and

nn emargency depament unear the
ragulation at 42 CFR 486, 24{h).

MadPAC and otler entitlos are
concorned that these paymant
incentives may bo o kay factor
comtributing o the growth i th
numbsar of emargancy departments
located off-campus from s hospital.
Mpd PAC recommandad in its March
2017 8 i June 2007 Roporls Lo
Congrass thot CMS requite hospitals to
appond o modifier o claims far all
gerrons furmniahed in off-compus

4 Avallable §; hitpmadpos gowdoos/dafon -
Eeaeafrepoetemart? T andindnepair. pell.
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providor-based omergency dapartmaents,
so that CMS can trock the growth of
OFPS services provided in this seiting,

I order to participale in Modicare as
a hospital, the facility must meat the
statutary definition of o hospital m
seclion 1861{e) of the Act, which
rijuires & facility Lo be primarily
engaged in providing care and services
to inpatiants. [n addition, 42 CFR 482,55
roguines tal om dopariment
seryices ['I.hﬁ.::luduu u:my ugw
provider-based amorgeney departments)
1o ba fully integraled with dopartmonis
and services of the haapital. Tha
integration must ba such that the
hospital can immediately make
available the full extont of its patient
CATE TESOITRS Lo ruuu and furnish
apprapriate care for an em (VI

atient, Such services wnum.-tn.

L ire mal Bimited to, aul'giml sarvicas,
laboratary services, and radiology
sarvicss, amang athars, The ANLArEanCy
dopartmant must alse be integmied with
inpaticnl servicns, which means the
hmp“.il miial have a daillicient numdser
of inpatient bods and nursing unlis to
support the volume of emergency
dopartment pationts that conld require
inpatient servicas, The provision of
sorvicos, aquipment, personne] and
resgaircas of other lespital dopartmants
andd services mnm:ﬁ-}m:y depariment
patiemts must be within timefmnmss ihat
protect the health and safety of patients
and ks within acceptoble standards of
pratlice,

W agroo with ModPAC's
rocommandation and believe we nead 1o
dovelop data to assess the extent Lo
which OPFS services are shifting to off-
campus provider-hosed smergenc
d&pEI.J]'LIl'I.-EF;TE. Therefors, vwa lrlnm?lm:ad
in the CY 2019 OPPS/ASC proposed
I'I.Il-a!ﬂi:! FR 37138] that wa are
implomenting through the subsegulat
HCE‘CE modilier |u'n!;:u:|.5. A mudj;ar-:
frr this purposs, effective heginning

1, 2014,

W stated in the p ruba that
wi will cronte 8 HEPGS modifier
["ER"—Ibasns and services fornished I:ur
a providor-based off-campus aomgoenay
department]) that is to be roported with
ovary chaim lina for outpatient haspital
services fumishod in an ofl-campsus

provider-basod o ¥ department,
We gpacifiad in the proposed male tha
the modifior would be roported on the

UB—4 forin [CMS Farm 1450) for
haspital cutpationt services. We stated
that critical access hospitals (CAHz)
would not be required to report this
s i fier.

In response to our announeement af
the creation of HEPGS modifier "ER™”
[Thems and serviees furmished by a
providar-based off-=compus emergency

dopartment], wo recoived the following
feedbick from cammenters in 184!
to the CY 2018 OPPSFASC p el
rulbe: Sams commontars, including
MedPAC, supporied the creation of
HCPCS modifier “ER", clting the
opportunity to facilitate the collection of
data on services furnished In off-campas
amorgency deparimonts. Othar
commeanters wora opposad 1o e
creatbon af tha HCPLCS modifier ' ER™
bacansa they boliaved it would be an
undie and uanscessary administrative
burden on hospitals, Another
commenior axpreased a dosire to have o
botter understanding of the rexsoning
far the creation of the modifior,

Wihila wa note thot ihe creation of the
HCPCS modifior "ER" was includesd in
the C¥ 2018 OPPS/ASC proposed rule
s an announcement, &8 opposed to a
proposal, and therefore was not subject
to puldic comment, wo nonetheless
appreciate the feedback provided by
intorestod stakeholdors, and will
consider such feedback in potantial
future polley devalopeani.

B. Mathed To Contral for Unnecessary
Increnses in the Volume of Culpatient
Services

As discusasd in the CY 2010 OPPSY
ASC proposod rule (B3 FR 37128
through 37143, when the Medicane
progrvm was first implementid,
paymont for hoapital servicas (ingationt
nndd outpastient) was hasod on hospltal-
spacific reaspnable costs attribotable (o
furnishing services to Modicare
hanficiaries, Although payment for
inast Medicoro ital inpationi
sarvioes bacame suliject to a
paymant system [PPS) ander ascl
18&6{d) of the Act in 15003, Medicarn
hospital outpationt services continued
o b pﬂ.hi based am IHH]!I|1=!-$FI]E|ﬂI.'!
easts, This mathodology for paymesni

vidod littke incentive for n.apimla i

urnish such oulpationt services
efficiently and in a cost affective
manmar. At the s Ume, advanoces in
madical technology and changes in
prtnilm patlerns ware hl.'.inﬂlnp; ahouk &
shift in tha site of madical care from the
hospital inpationt setting to the hospital
otpatisnl satting.

In the Omnibug Budgel Beconciliation
Act of 1606 {OBRA 1986] (Pub, L. 60—
504), the Congreas paved the way for
devolopmaent of a PPS for hospital
aiipaliont sarvices. Saction EI{-I-!.&{SJ af
CIRERA 1986 mandated that fiscal
inlarmuedinries require haspitals o
raport claims for services under the
Healtheare Common Proceduwens Coding
Syatom (HCPCS), Section 343(c) of
DBERA 1966 axtandud the prahibition
against unbundling of hospdial servicos
undar soction 186H{a)[14]) of the Act to

ive

include outpatient services as well as
inpatiant sarvices. The codes under the
HCPCS enabled us 1o detorming which
specific procedures and sorvices ware
billed, whils the extension of the
prohibition against unbundling snsared
that all nonphysician services provided
to hospital outpatients wers reported on
hospital hille and captured in b

hespital outpationt data that were used
1o dawelop an milpationt PPS,

The brizk ineroase in ital
otilpationt sarvices further led fo an
inferast in creating paymend incentives
o promote maore eficient dallvery of
hagpital cutpatien! services ||'I|'ﬂ1l5|'| n
Mesdicare outpationt PPS. Section
a343(0 of OBERA 1086 and section
A151(bN 2] of the Omnibus Badgst
Reconcilistion MAct of 1560 [DREA 1990)
{Fuh, L, 100 -508] required ithat we
devalop a propasal to replace the
ayisting hoapital outpatiesnt payment
aysteen with o PPS and submit ﬁpm-[
fo the Congress on & new propos
gystam. The statulory Framework for the
Clatpatient Pros vo Payment Systom
[OPFE] was uhﬂllshnd by saction 4523
of tho Balanced Budgal Act (BRA) of
1887 {Pub. [. 105-33), which amended
poction 1833 of the Act by adding
subsoction (i}, which establishes a PI'S
for hospltal oulpatient depadment
services, and by section 201 of the
Balanced Budgst Racancilintion Act
(BERA) of 19 {Pub, L. 106-113),
which amonded section 1833(t) of the
Ach to resquirto cutlier and transitional
pass-through payments, Al the oulsel of
tha OPPS, thera was significant concern
ovar shearved lnereases in the voluma
of nulpatl.-:lnl mvlﬁf and
carmas panding m: prow
bonaficiary ml.na]:nrfru. ﬂnl:-Erl:in;H]y.
mast of tho focus was on finding ways
to address thoss issues.

Whens sactbon 4523 of the BRA of
19497 established the OFPS, it inclsded
apocific anthorily unedar saction
1833t H2)(F] of the Act that requires tha
Secretary to cevelop a mothod for
contralling unnecsssary incroasos in the
valumn of covered outpationt
dopartmaont (OPD) sorvices, ™ In the
initial rule that proposed to implemant
the OFPS (63 FR 47585 through 47587),
wia discusend seraml possible
approaches for oo ing tha volume
of coverad outpatient department
sarvicas furnished in subsequaont voars,
solicited commonts on those options,
and stabed that the agency would
propase al Appropriate “voluoe
wontrol” mechandsm for services
furnished in C¥ 2001 and beyand after
complating further analysis. For the CY

=4 Avadlabln al; hapscfmarssa goviF HomeS
Exalieiied 571853 L. 2
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W

20 CPPS, we p io imploment
a matlhod that was similar Lo the one
wsad under the Moadicare Physician Foe
Schedube (PFS) (known as the
sustainable growth rate or "SGR,
which would be tri d when
axponditure targets, lssed on such
factors as volume, intensity, and
baneficiary enrollmont, were excosded
(63 FR 47586 through 47587). However,
a8 wa discussed in the CY 2001 OPPS
final rule (A5 FR 16508] and the CY
2002 OFPS final rule (66 FR 58008, we
dalayed the implemeantation of the
proposed valume contral method ns
3|.|E|;:Ind. Ty this *“Presidoni’s Plan to
Modamize and Strengthan Medicare for
the 218t Confury™ to give hospltals lime
1o adjust to the OFFS and CMS time Lo
comtinue to examine methods o control
unnecedsary increases in the voluma of
covarad OPD sorvicos,

T the CY 2008 OPPSFASC final ruls
with comment perind (72 FR 66611
through 66612), wa noted that we had
algnificant concerns aboul the growth in
program expenditures for hospital
outpatinnt sarvices, and that while the
OPPS was devaloped in order to addrass
sama of thoas concerns, 118
implementation had not genarally
slowed that growth in expenditures. To
address some of thoss concerns, we
natablished a sat of packnging policies
beginning in GY 2008 that would
explicitly encourage afficiency in the
provision of services in the haspital
catpationt sedling and potontially
contral futiire growth in the veluma of
OPPS services (72 FR 66611),
Specifically, In the CY 2008 OPPS/ASC
final Fuls with commant perlod [72 FR
Ba5a0), wa adopted a pollcy to package
sevon categories of [tems and sorvices
into the payment for the primary
dingnostic or therapeutic modality o
which wa believa b itpms are
typleally sncillary ar supportive,

Similarly, in the CY 2004 OPPSIASC
final rula with commant period (78 FR
74825 through 74948), we expanded our
packaging policies to include more

categories of packaged itoms and
sorvices as part of a broador initintive o
maka tha OPFS meore Hke o prospoctiva
payment system and loss like a por
servios fee schadule, Packaging can
encourage hospitals to furnish services
afficiently while also enabling hospitals
to manage thedr resources with the
maximum floxihility, theraby
ancouraging long-tarm coat
containment, which is an ossential
companent of 8 progpective payiment
systom, While most of the packaging
pollcles establishad in the CY 2014
OFPS focused on ancillary servicos that
wero part of 8 primary procedure, we
alan introducad the concept of
comprehensive APCs (C-APCs] {78 FR
74861 through 74810], which were
implemented beginning in tha CY 2015
OFPS (70 FR 667908 through GER10).
Comprehensive APCs package payment
fior nljunctive and secondary items,
sarvices, and procedures into the most
costly primary procedure undar the
OFPS at the claim leval,

Whils we have devaloped many
payment policios with thase goals in
pimd, growth in progrom axpenditures
for hospltal oulpatiant services paicd
under the OPFS continues, As
illustrated in Table 30 in tha CY 2018

CPPSIASC proposod mula (83 FR 37139,

total spending has bean growing st o
ra.lanfmlg.hH # parcent per year under
the OPPS, and total spending undar the
OPPS is projected to further incrasse by
muorn Alean 55 hillion from
approximatoly $70 billion in CY 2018
through CY 2019 to nearly $75 hillion.
This is approximately twice the total
M-HITIEIBE spending in CY Z00H, o
docade age. We contimue to be
concernsd with this rate of increass in
program expanditures undar the OPPS
for several reasans. The DPFS was
originally designed 1o manage Medicars
spending growth, What was onoe a cost-
bnsed system was mandated by law to
hecpme a pmpmllwrjrmunt ayatam,
which arguably should have slownd the
ingreases in program spanding. To the

contrary, the OPPS has bean the fastost
grawing sector of Modicare payments
ot af all paymant systems under
Mudlicara Parts A and B. Furthermors,
wi ara concernisd that the rate of growth
suggests that payment incentives, rathor
than pationt acully or modical necassity,
are affecting site-of-service decision-
minking. This site-of-sorvics selaction
has an impact on not onky the Madicare
ragram, but also on Medicara
Eumﬁi:iur)' out-af-pocket spanding.
Tharafore, to the extent that there are
lowar-cost sites-of-service availahle, we
boliove that bameficiarios ond the
physicians traating them should have
that choice and not be encouraged o
recelve or provide cama in higher paid
snttings solaly for financial reasons, For
example, to provide for easier
comparisons betwoen hospital
antipationt departments and ASCs, a8
previously discussed in the CY 2018
OPFPSSASC finn] rule with eomment
period (B2 FR 59368), we stated in the
CY zors OPPA/AST proposad rale that
we alsn will make avallable o website
that provides comparison informntion
betwean the DPPS and ASC payment
and copuymenl rates, a5 mogaired under
aoction 4011 of the 215t Contury Cunss
Act [Pub. L. 114-255). Making this
information avallahle can halp
beneficiaries and their physicians
determine the cost and apprapelatenoss
ol recoiving care ot different sites-of-
sorvica, Although resources such as this
wehbaite will halp benaficlaries and
physicians select a site-of-service, wa do
nof balipen this informatlen alona is
enough to contral unnocessary volume
increases. The growth in OPPS
mxpenditures and the increase in the
volnme and intansity of hospital
prtpntient services were illustrated in
Tahles 30 and 31, respactively, of the
£y 2010 OPPS/ASC proposad ruls (B3
FR 37138 through 37140). Thasa tables,
which include updated information, are
preasntod bolow,
BLLING EODE 4136-05-2



S8006  Federal Register/Vol. 83, No. 225/ Wednesday, November 21, 2018 /Rules and Regulations

TABLE 50.—GROWTH IN EXPENDITURES UNDER OPPS

FROM CY 2010 THROUGH CY 2019*

{in millions)

Percent

Calendar Year (CY) Incurred Cast Yt
CY 2010 $36.774 -
CY 2011 $39.781 8.2%
CY 2012 $43,154 8.5%
CY 2013 346,462 7.7%
CY 2014 $52.429 12.8%
CY 2015 $56,275 7.3%
CY 2016 £50, 869 6.4%
CY 2017 364,050 T.0%%
CY 2018 $68,264 6.6%
CY 2019 {Estimalu_dl $74.468 9.1%

*Includes Medicare Part B Drug Expenditures,

TABLE 51.—PERCENTAGE INCREASE IN VOLUME AND INTENSITY OF
HOSPITAL OUTPATIENT SERVICES#*

Calendar Year (CY) Percentage Increase

CY 2011 3.7%
CY 2012 5.1%
CY 2013 5.5%
CY 2014 8.1%
CY 2015 3.4%
CY 2016 6.4%
CY 2017 5.4%
CY 2018 fr, 4%
CY 2019 (Estimated) 5.4%

FIncludes Medicare Part B Drug Expenditures.

BELLING CODE $130-01-C
As noted in its March 2018 Report to
Congress, e Modicare Payment
Advisory Commission (MedPAC) found
thal, from 2011 th 2018, comhined
program spending and beneficiary cost-
sharing on services covarsd under tha
OPPS incroased by 51 porcent, lrom
£390.8 billion te $60.0 billion, an average
of b6 porcont par E:!.f.“‘" I its 20018
reuort, MoedPAC also noted that A largs
sourca of prowth in spending on
sarvices furmished in hospital outpatisnt
dopartmonts (HOPDs) appaars to bo the
rusult of the shift of sarvicas fram (lower
coat] physician offices to (higher coat]
HOPLEY, # W cansidor these shifts in

= Avallabie at: hitp: /e, s govidoos!
dafoultsatroerepant s e T8 _inedpos_
enliferapon_ s pdfFafren=i

T hid.

the sites of service unnecessory if the
benaficinry can eafoly recaiva tha snme
servions in a lower cost astting bui
instead roceives core in a higher cost
sefting.

As noted in MedPAC s March 2017
Mupard o Congress, “from 2004 1o 2015,
the use of outpationt services incroassd
by 2.2 porcnt per Madicars FFS
beneficiary, Over the decade ending in
205, volume por banoficiary grew by 47
porcent. Opa-thicd of the growth in
aulpationt volumas from 2014 o 2015
was dus to an increasas in the number aff
evaluntion and managament (E&M)
wigita billed as outpationt services, This
growth in par reflects hospitls
purchasing froostanding physician

racticas and converting the hilling
[F-In:m thi Physlcian Fes Schedule o
highar paying hospital oulpatient

departmant (HOPD) wisits, Thasa
convarsions alift market share from
Ireestanding physician offices tn
HOPDs, From 2012 to 2018, hospital-
based E&M visits par boneficiary grow
by 22 parcant, compared with a
T-percont deckine in pliysician office-
basod wisits, ' s

MadFAC has documentied how the
billing for those sarvices has shifted
fromn physician offices to higher-cost
autpatient slites of care for several years,
Al the same time, MedPAC has rapeatod
ita recomnpendation that the diffarence
in paymirnt rates betweon hoapsital
otilpatiant departmonts and physician
offices should be reduced ar eliminated,
It specifically recommended in its 2012

== gvailabsle at: AR medpoc powdoos
dfmallsouroerpontsnn T 7 inmipos
eh¥ padfPefraneil
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Roport to Congress that the payment
rates for E&M visits provided in hospital
outpatient departments be mduced so
that total payment rates for theso visits
are Lhie sama, wheiler tho service is
provided in & hospital cutpatient
departmant or a physician office. In its
2014 Report to Congroess, MedPAC
racormmendnd thot Congress direct the
Secretary (o reduce or eliminale
differences in payment rates belwaeon
haspital cutpatient depadmonts and
physician offices for selected APCs.
Bath af these recommandations wira
roitecatad in MeadPAC's March 2007
Report to Congross,

As pmvimu.tﬂ-r“uutud,. in addition o
ihe concarn that the difference in
paymant is leading to unnecessary
incranass in the valums of coverad
outpatient depariment sorvicas, we also
arn concerned that this shift in care
setting Increnses beneficiary cost-
gharing liability hecauss Medicara
payment ratos for the same or similar
aarvicos are genarally higher in hospital
outpationt departments than in
franstanding physician offices. For
e pliv, MedPAC rstimabos that “tha
Mudicare program spent $1.0 hillion
marg in 2009, $1,3 billion mose in 2014,
and 51,6 billion more in 2085 than il
wold hiva if payment rates for &M
affice visits in HOPDs weno the same as
fropstanding office rates, Relatadly,
benaficiarias’ cost-sharing was 5260
million higher in 2009, $326 million
ligher in 2014, and $400 million higher
i 2015 than it would have been
bacausa of tho higher rates pald in
HOPD settings.' " Wa bolivve that this

voluwma growth and the resulting
ineraaan in baneliciary cost-sharing is
gnneonseary ecatsn it appears 0 Dava

besn incentivized by the difference in
paymant for each setting rather than
pationt acuity. IF there was nol a
diffarencs in paymant ratos, we baliome
that woo would not hinve soen the
incranse in benoficiaries’ cost-sharing
and the shift in site-of-service,

In the OY 2016 OPPSIASC
rule (78 FR 41013), wae stated thal we
continusd to soek a bellar
understanding of how the growing trend
toward hospital acquisition of
physicians’ offices and subsaquent
ireatmont of those lacations as off-
campus provider-based depariments
[PEL:) nb; hospitals affects payments
under the PFS and the OPPS, as well as
benaficiary cost-sharing obligations, We
noted thal MedPAG continued 1o
question the approprisieness of
inereagod Mdicane payment and
beneficiary cost-sharing when
physicians’ offices becoma hospital

=Rl

outpntient dapartments and that
Mugl-".&ﬂ pecommended that Medicare
pay salected hoapital outpatiant services
if PES rates [ModPAC Marnch Efli and
uno 2013 Roports o Congross
I Ta undur:!li;.:'l.d how this trend was
affecting Medicars, wo explained that
wa noodad information on the extant (o
which this shift was oteurring. To that
and, during the CY 2014 OPPS/ASC
rulemaking cycle, wo sought public
comment ragarding the best method for
collecting informntion and data that
would allow us o analyza tho
frequoncy, typa, and poyment for
physiclans’ sarvices and hospital
outpatient sarvices furnished in off-
campus PBDs of hospitals (78 FR 76061
I 7h62 and 78 FR 74427 through
F4420). Based on our analyaia of tha
uhlic commonts wa roceivnd, wa

Hawad that tha most officiant and
squitable manns of gathering this
im information noross hL'crl =
diffapant paymant systama woman o
cronts o ﬂ% maodifier to be reported
with every code fee plysiclans’ services
and hospital outpatient services
furnished in an off-campus PED of a
hospital on bath the CMS=1500 claim
farm for physicians' services and the
LIB-04 Forem (OMS Form 1450 and OMEB
Conirol Mumber 09:28-0997) far hospital
cutpatient services, Wa noted that a
main providor may treot an ofl-campus
facility as provider-based If certain

uiremants ot 42 CFR 41305 am
satisfied, and we define a “compus™ al
47 CFR 413.65(8](2) to bo the phyabcal
ares [mmadintely adjscent to tho
provider's main buildings, other areas
and stractures thal are not steictly
comtiguwous to the main buildings but are
located within 250 yards of the main
Tufidings, and any ather areas
datermined on an individual case basis,
by the CMS regional office, to ba part of
tha provider's campas,

It 2015, the Congress loak slaps to
addrass the highar Medicare paymants
far services furnished by certain aff-
campus PIDs thal may be associated
with hospital acquisition of physiclans’
offlees through section 603 of the
Bipartisan Budget Act of 2015 (Puob. L.
114—74), enacted an Novembor 2, 2016
In the CY 2017 OPPSSASG proposad
rule, wao discussed sectlon 603 of the
Bipartisan Budget Act of 2015, which
amandad section 183301 of the Act, Por
the full discussion of our initial
implemoniation of this provision, we
pafor roaders to the CY 2017 OPPS/ASC
final rula wilth comment poriod (81 FR
FaaED throagh P97 140 and the interim
final rule with camment parbed (79720
through 78724).

Saection 603 of the Ripartisan Budgel
Act of 2085 [Section G033} amended

soction 1833{1] of the Act by amanding
parageaph (1)[H] and adding & now
paragragds (21). As a general mattar,
undur suctions 18331 11(Bl{v] and
(Eh21] of tha Act, npplicable items and
services furnished by cortnin off-compus
outpationt dopartments of a provider on
aF after January 1, 2007 ang naol
considered coversd OPIY serviooes s
diafinsd ander section 1833(00INE] of
tha Act for purposes of paymont under
tho OFPS and are instead paid "under
thi applicable paymant aystam”™ undar
Medicare Part B if the requirements for
;ud-&-pnmt are otharwise met. W
note that, in order to be considered part
of a hospital, an off-campus depariment
of & hospital must meet the providers-
hasad criteria established under 42 CFR
413,608,

Sactionm 603 nmended soction
1833(tH1100) of the Act by ndding a new
clnuse (v], which oxcludes from thi
definition of "“covered OFD sarvices™
applicable items and services (defined
in paragraph (21]0A) of the section] that
ara furnished on or aller Janoary 1,
2017, by an off-campus PRD, as defined
in paragraph (Z1HH] of the saction.
Section 609 also added a new paragraph
21) to section 1633(t] of tha Act, which
definas the terms “applicable itoms and
sorvices" and “aff-campuas outpatient
department of a provider,” requires the
Saa to make payments for such
applicabla items and sorvices furmishad
by an aff-campus PRD under an
applicable payment systam (othor than
tha OPPS), provides that hospiials shall

on information s nesdod for
implementation of the provision, and
ostablishes a limitatlon on
administrative and judicial review of
thi Secretary’s doterminations of
applicable items and sorvicos,
applicable payment system, whathar o
departmant meels the definition of an

-campus outpationt departoent of 2
pravider, and information hospitals ane
I':}}ﬁl'“ﬂ tos report, In defining the term
“pfl-campuis oulpationt department of o
provider," soction AEIFANZIBHE) of
the Act spocifios that the tarm maenns a
departmaent of a provider (a8 defined ot
42 CFR 412.66(n)(2) as that regulation
weas in effect on Movamber 2, 2015, the
date of enactmant of Fub, L. 114=74]
that is not bocated on the campus of
such provider, or within the distance
from i remote location of a hospital
focility, Section 18330(21)(1B)(iE) of the
Act axcepls from the definition of “off-
campus sutpatient deportment of &

rovider,” for purposes of paragraphs
Fl]tlﬂ[v] and [21){1) of the sectiomn, an
off-campus PRD that was billing under
soction 1833(t) of the Act wilh respect
to coverad (0D servicos fornishad prios
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to the date of anactmeant of the
Bipartisan Budget Act of 2015, thal is,
Movember 2, 2015, Wae nsda that the
definition of “applicable items and
sarvices" spocilically excludes (tema
and services furnished by a dedicobed
amargancy dipariment ns dofined at 42
CFR 489.24(h) and the definition of “aff-
campus oulpatient department of a
providar doos nod [nclude PRDs
located an the campus of a hospital ar
within the distancs {descrilied in the
definition of compus ol §413.65{a){2]]
from a remote location of & hospital
Facility; the items and services fuemdslod
by these oxcopted off-campus PEDS on
of after January 1, 2007 continued to be
paid wnder tha OFPS.

[ the Y 2017 OPPS/ASCE Annl rale
wilth commant pariod (81 FE 70604
through 9720), we established a
ruabier of policies to implemont ssction
603 of the Bipartisan Budget Act of
215, Brandly, we: (1] Dafined
applicablo itemas and services in
sccordance with section 1833[1)(21)A]
of the Act for purposss of determining
whethear such ilems and services are
coverml OPFD sarvica: under section
18332101 )(B1(~]) of the Act or whether

ent for swch items nnd services
will instead ba mado under tha
applicable payment systam designatod
undar section TA33(L211C) of the Act;
2] defined off-campus PED for purposes
of goctions 18230 1)(BNv] and Hﬂ'i‘l] af
the Act; and {3) established policies for
paymant for applicable foms and
services furnished by an off-campus
PRI (nonexcopted items and sarvices)
under section 18330021 W) of the Act.
To do sa, we finalized policies that
define whether certain itema and
sorvicas furnichmd by a given off-
campus PED may be considered
axeepled and, thus, eontinue 1o be paid
undar e OFPS; established the
ruguiramanta for the off-campus PEDs to
maintain axceqted status (hoth for e
excepied aff-campus PBDs and for tha
iteme and sarvices furnished by such
excopled off-campus FEDs); and
daseribed the applicable payment
systam for nonexcapted itoms and
BOrVicns tpnmllif'. the PFSL.

Aa parl of devaloping policies 1o
implemsent the section 803 amandments
1o gaction 1A3XL) of tha Act, wa
solicited public comments on
information collection requirements for
implameanting this provigsion in
accordance with section 1833{1)(21 D)
of the Act (81 FR 45686; &1 FR 79700
through 79710), In the CY 2017 OPPSS
ASC final pule with commant poriad (41
FE 79719 and 79725), we created
maedifiar “PN* g colboct dotm for
Eum'pnm of implemanting section 603

L also 1o trigger paymont under the

nirwly aclapiod PFS rates for
nonexcepled items and servioos.

While the changea requised by the
section 603 amendmants (o section
18331 of the Act address some of ths
concerns related to shifts in asttings of
carn and ovorulilizatien in the hospital
outpationt setting, the majority of
haspital off-campus departments
cantinue o recaive full OPPS payment
linchuding off-campais emengency
departmenis and oxceptad ofl-campus
dopartmanta of & hospital], which is
often higher than the payment that
wionld havao hean m ifl & similar
servics hod been furnished in the
physiclan aeffics sotting. Therofore, the
current sitnshased payment creatas nn
Imcentive for an unnecessary increase in
the voluma of this type of OPD service,
which results in higher costs for the
MModicara program, its beneficiaries, and
teipayers maore geoarally, Thesa
differonces In payment ratos havo
unnecessarily shifted services away
from the lower paying physician'e office
to the higher payin rE:m.aupuihad outpationt
deparimant, We balieve that the higher
payment that k= made undar the OPPS,
ns compared to paymment ander the PFS,
contribules to incentivizing providers 1o
firnish care In the hospital outpatient
selting rather than the physiclan offica
setting, In 2012, Medicaro was paying
approximalely 80 percant more for a 15-
milnute office visit in & hoapital
nutpatient dopartmant than in a
freastanding physician office, 0

For axampls, undor Modicara
E:E.Imm'r policy in offect for CY 2018,

Madicare program would pay more
for a clinie visil (HOPCS coda G0463)
furnishod under the OFPS than it would
for the visit codes under the PFS. In the
CY 217 OPPSIASE indarim final ruls,
wa nedad that the most frequently billed
aorvico with tha “PO"™ madifior was
doscribed by HCPCS code Gl
[Hospital outpatient clinic visit for
azseasmant and manngemant of &

tiemt], which l= paid under APC 5012
Flf‘;]il'dr: Visits and Belated Sorvices);
tedal number af CY 2017 claim lines for
this servico was Bp{;ﬂxhhﬂuljr 10,8
miliion linas with the “PO" modifier as
of October 2018, aul of a total 30.5
million lines in CY 2007, When sarvices
ara furmizhed in the hospital outpatisnt
sobting, an additional payvment for the
professional services is genorally made
undaor the PFS using the “facility' rate,
Far exumple, in CY 2017, the OPPS
payment rata for APC 5012, which iz tha
APC toowhich the outpatient elinic visil
code was assigned, was $106.56. Tha CY

8 g kil iz W, medpas sl
d-ﬁuf:ﬂwuwm#apﬂzpwhmwr:nm
comgreny-modicome-papmeant- palicy.

2017 PF5 “facility™ paymeni rate for n
Levol 3 visit, & service that commenly
carresponds to the OPPS clinic visit,
was 77,88 for o now patient and $51.68
for an established pationt.

Hownver, when services aro fornished
in the physician office selting, only ano
payment is made—typlcally, tha
“nonfacilily” rte under the PFS, The
LY 2017 PFS nonfacility payment rates
for & Lavel 3 visit, a commonly billad
survice under the PFS, was S108.456 for
o mew patienl and $72.93 for an
nstablishrd patient. Therafore, the totnl
Medicara Part B paymant rata (for the
hospital and pmma[mm sorvica) for &
mew patient whan the servics was
fumished in the haspital outpatient
aelling was 5184 44 ($106.50 + 577 .88)
compared to $100.48 in the physicion
office satting (approximately $75 or GA
prercent more per visit), or far an
established pationt, £158.24 ($106.56 +
51.68) in the hospital oulpationt seiting
compared 10 £73,93 in the physician
affica setting [4=||1.}m:|:|:|n-||||.|u"|lJ 584 or 114
puercent more per visit), Undor these
examples, the paymant mto was
approximately 575 to 584 moro for tho
same sorvica whan fumished in the
hospital nuﬁ':_limt setting instead of the
physician olfice setting, 20 percent of
which was the responsibility of the
beneficiary. Taking into account that
this paymont discrepancy occurs ncross
tens of millions of claims ssch year, this
isa !I:ﬁlﬂﬂ{'-lﬂl source of unnoecessa
apanding by Modicare banoficiarlas

irectly (in the form of unnecessarily
high copaymonts] and on bahalf of
Medicars beneficiaries (in the foom of
unnecassarily high Madicare payments
for services that could be performed in
a dilfaremnt mlling}.

Wo undorstand that many off-campuis
dopartmonts converted from physicians
offices to hospital sulpntiont
dupartmants without o change in either
the pliysicol location or a changs in e
acuity of the patlants sean, To the mxtent
that similar services can be safoly

dhod In mors than ene setting, wa
o kol believe it is prudent for the
Medicars pragram to pay mare for those
sarvicas in ona selling than another. Wae
hetiovo the difference in andl for
iose sarvices is o significant [sctor in
the shift (o services from the physician's
efice to the hospital sutpatient
dapartmant, thus unnocosanrily
increasing Hal outpatient
dapartment valume and Madicars
P and benaficiary axprndituras,
o considar the shift of sarvicos from
the physician office to the hoapital
outpatient departmant un i
ﬁuﬁlmnnﬂcdtr]ﬂ can safaly rocoive .r...
sammg services in n lowar cost saiting b
is instend receiving services in the
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highor paid setting due to payment
incontives. YWe believe the increass in
the volume of clinia visits is due 1o e
payment incantive that exists to provide
this service in the higher cost softing.
Bpcause these servicas could likely ba
safely provided in a lownsr cost selting,
wiz believe that the growth in clinic
vigils paid undor th OPPS is
unnecassary, Furlher, wo believe that
capping the OPES pajr.mmt at tha PFS-
wpuivalant rate would be an effoctive
muthiexd o contral the volume of theso
unnecessary sorvices bocausa the
paymant diffsrantial tsat is driving the
slto-of-sarvice decision will bo remaeved.
In particular, we balieve this method of
capping paymant will control
unnecossary volums increases both in
terms of mumbers of covored outpationt
departmaent services lurmished ond coats
af thos services,

Therofore, glven the an
increases in the volume of clinkc visits
in hospital outpatient departmaents, in
the CY 2018 OPPS/ASC proposad rule
{83 FR 37142), for the CY 2009 OFPS,
wa proposed 1o use sur authority under
section 1833(L(2MF) of the Act to apply
an amount equal to the sitespecific PFS
paymant rate for nonexcepled items and
services furnished by a nonexcepted off-
CAM s PRD {tha PFS eyl rata) for
the elinde visit sarvics, as described by
HOPCE code GO403, whean providad at
an ofl-campus FAD axcepted from
soction 1833(1){21) of the At
[departmanta that bill the modifier "P0O™
on cladm lines), Off-campus PROs that
ara nol excopiod from secHon B
[dopartmants that bill the modifies
“PN"] already recaive o PFS-equivalont
payement tata for the clinio visit.

n C¥ 2018, for an individual
Mucicara banaficfary, the gtandard
unadjustad Madicare OFFS propased
payment Ffor the clinic visit was
approximataly $116, with
approximataly $23 baing the average
eopayment, The proposed PFS
prquivalant rate for Medicare payment
for a clinic viall was spproximately $46,
anad tha copaymant would be
approximately $9, Under this pm];rull.
an excopied off-compus PED would
contimae o i1l H code GO463
with the "PO" modifier in CY 2019, but
tha payinani rate for sorvices described
by IEFCS code GO463 when billed with
miodifier “PO" would new be aquivalent
to the paymant rate for sarvices
duseribed by HCPCS code GO463 whaon
bilted with modifier "PN'". This would
save benaficiories an average of $14 por
vigit, For a discussion of the amount

icl undar the PFS for clinic visita

urnished by nonexceptod off-campus
PRO&, we rofermed readers o the ©
2018 PFS final rule (82 FR 53023

through 53024, as wall as the CY 2014
PF5 proposed rule and final rala.

In addition, in the CY 2018 OFPSS
ASCp rule (83 FR 37142, wo
fra to implement this proposed
matlvd in a nonbudget neutral mannar.
Specifically, whiloe section 1833[(H2)(8]
ol the Act requires (hat cerlain changes
made wndar the OPPS o made in o
b gt naulrml mannar, wa nole Usat this
suction doss not apply 1o the volume
control method undor section
1BAZ(2NF) of the Act, In partbeular,
section 18330(9)(A) of the Act, titled
“Parlodic roview,"” provides, in part,
that tho Secrotary must annoally review
and revics the groups, the relative
pE.g"l‘l‘NH‘li woights, amd the wage and
ather ndjustments described in
paragraph (2) to toke Inlo sccount
changes in medical practice, changes in
technology, the sddition of new
garvicas, new cosl data, and other
ralevant infrrmation and factors™
(ernphasis added). Section 18331 (9){R)
af tha Act, Hiled “Budget meatrality
ad.jl,:;l;nurnl"' widos Uhat if “ihe
Serralary makes adiustments andar
subparagraph (A), thon the adjiustments
for s VAT Ly mol cainge Uie astimatad
amoun! of axpenditures under this Elnrl
for the year to incrense or docreass Erom
the estimated amount of expenditares
undor this part that would hove bean
mnda if tha n.dju.llmm‘ls hid ol baam
macla™ (pm iz added). Howoever,
section 1833(L)[2HF) of the Act is nod an
“nidjustment” under paragraph (21
Unlike the wage adjustmoent ander
ascton 1833(t)[2N0) of the Act and tha
autlier, transitiona] pass-through, and
aquilable adjustments under section
183310 21E) of tha Acl, seclion
183 M1 21(F] of the Act ralers 1o a
“method" for controlling unnecessary
inereases in the valume of coversd OFD
sarvices, nol an adjustment, Likewise,
soctloms 183300 0EN0) and (E) of the Act
also nxplicitly roquire the adjustments
autheor by those paragraphs to ba
budget nmatral, whila the valume
contral method authority al section
18332 UF) of the Act does naot,
Tharafore, the woluma conlrol method
proposad under section 1833{(](2HF) of
the Act is nod one of the adjustments
under section 103300H2] of the At that
is raforancad under asction 1831159 A)
of thi Act that must be included in the
budget newirality adjustmant undar
section 1RIZENG)A] of the Act,
Moreoear, section 1RIAEENE] of tha
Act apacifies that if the Secratary
determines undor mathodologies
dascribed in Fmgmp]l I::E][E'] that the
valune of services pald for wnder this
subsection increased beyond amounts
atalilished throngh thoss

mathodolegies, the Secratary may
appmpr:law:'y adjust the wpdate 1o e
conversion faclor otherwlse applicable
in a subssquent yoar, Wa intarpret this
provision to mean that the Secratary
will have implamented o volume
contro] metlod onder seclion
1833(L[2)F] of the Act in a nonbudget
newtr] manoer in the yaar in which tha
mathod is implementaed, and that the
Secretary may than make furthar
acljustmaonts to the conversion factor in
a subsapuend r lo necound for valume
incroages that are hayond the amounts
eatimated by the Secretory under the
woluma control mathod,

Wa stated in the CY 2019 OPPS/ASC
E:?pmd rulix (83 FR 37143) that we

ieve implamanting a volume contral

method in a budget noutral mannes
would not appropriately roduca the
ovarall unnecessary volume of covered
OPD sarvicas, and instead would simply
ghift the movemant of the volume
within the OPPS systedn im thae
aggregate, & concern almilar te the one
win discussad in the CY 2008 OPPS final
ritle with comment pariod {72 FR
6G13]), This estimated payment impact
was displayed in Column 5 of Tabla
42— Estimnated Impact of the Proposed
Changes for thae Hoapital Oufpatient
Prospoctive Paymont System in the CY
2005 OPPSASE proposed rals (B3 FR
37228 through 37224). An astimate that
includes the affocts of estimated
changes in enrollment, wiilization, and
casmmix hasod on tha FY 2018
Prosident’s Budget approximatos the
astimated savings af $760 millian, with
#6810 million of the savings acering o
Medicara, and $150 million soved by
Mudicars benaficiarios in the form of
reduced copayments, In orcder (o
affectively aslablish a msthod for
controlling the unnecessary growth in
thie wolime of clinie visits famdalad '|.'ﬁ]|I'
axcaptod off-campus PRDs that does nol
simply roallocate expendiiures thal are
unnecassary within the OPPS, we
biolinve thnt this mothod must o
adopled in a nonbudget naateal manner,
The impact associated with this
proposal s furihor describod in section
X¥L of the CY 20018 OFPSIASC

[ﬂiﬂd rule

nnenl: MU commaenters,
including organizations representing
private health [nsurance plana,
physician associations, nél-n:inl{_l,r
msdlical associations, and individwal
Madicare baneficiaries, supported the
proposal. Sama of thess commenters

commaendod CMS for its prn]}m:.nl.
which they baliaved will halp to contral

costs for both heneficiaries and the
Moedicara . 05 wall as foster
graater competition in the physician
sorvicss marks!. Commentors woern



50010 Federal Register/Vol. 83, Mo, 225/ Wednesday, Movember 21,

2018/ Bules and Regulations

Fﬂﬂ:lun of the immedinte |n1|'|.l|:| this
]-J::_-,r swould have in lowering Medicars
bemeficiaries’ out-of-pocket costs. One
commentar toted Uhat there “is no
principlod hasls for treating excoptd
and nonexcapted PFEDS differently with
raspect to payment for EXM sarvices or
{or perpetuating the paymend
differential botwean off-campus PBEDs
and physician offices.' Several
coHTIminTiErs mlppuﬂﬂl implm‘nm‘iﬂ:n;ﬁ_
this policy in & nonludget nevimal
neanner because they baliaved 1o do
otherwise would be simply 1o
redistribute expenditures for
unnecossary sarvicas within the OFPS
rather than eliminating Usoss
expandilures froin the OPPS altogethar.
A number of commenters unged CWS o
conlinue on a path to bring full pariy
in pnsmunl for outpationt sarvices,

less of the site-of-service, 1o lowar
bunaficiary cosl-sharing, reducs
Muodicare exponditures, and stem the
tde of provider consalldation, Twa
commaentors bolicved that several factors
demnonatrate to them that HOPDs drive
up volume for several other common
oulpatisnl servicos, ineluding:

= Patiania rocelwe more chemotherapy
administration seszinns, on avernga,
when reated in the HOPFD,
Chemotherapy davs per banedclary
ware an estimnted 9 to 12 percent higher
in the hospilal cutpationt department
tlean the pﬁy‘uid&n affica solting.

& Diiferancos in wiilization of
chematharapy drugs and services
bt hoapital outpationt
dapartmonts and physiclans’ offices
resulted in an ostimated incroasas in
Medicara payments and Madicars
baneficiary copayemants of $167 million.
Cvor 93 parcent of the additional
paymenls wera rolnted 1o I:1IIIITII:||]'I-I:IrlF"
atid other chametherapy-ralated
drugs, "

s Cardiac imaging procedures
rusulted in hinlrl.l'i FHI:I._H!:IEJ'I.‘[E for a A-dkay
apizode (217 percend) and 22-doy
episodes [80 porcont) when performed
in & HOPD compared to a physician's
office. ™3

= Faor certain cardiology, erthopedie,
and gostroantorology sorvices, employ
physicions wesa sevan times mora likely
1o parform sarvices in o HOPD solting
than indopondont physicians, resulting
in additional costs of £2.7 hillion 1o

P T ki [ Cnal DNk w i
Cancer Car Acrods Sellings: Aligest 2011

3 REG hpact of Medicane Payments of Shifi in
&ile ol Care Tor Chematharapy Sdminkstration; June
2014,

3 Aynlere: M odicora Paymost DilTorost sl
Acroas (stpatient Saltings of Cam; Fehnzary 2010,

bedicare nnd 411 million in patiant

ymenis over o B—E."!:l rlml T4

commanter balla 'mgﬂhul

ayment differentials balween
rudapmldmnt physiclan practices and
hn:p:ln.l mll:pnllu'rl.l dupnrlmml; sbam in
part fram Inadequate Medicans
physician paymant rates and thot any
savings from eite neutrality proposals
desived from OPPS should ba rainvosted
In inereasing payment mates olsewhora
in Part B, inclading paymenis to
physicians. Some commanters unged]
HHS to work with Congross to expand
site-outral policies in the OFPS.
Hespanze: Wa appreciate Lhe

commenters’ m{:p:rrt As mentionisd in
tha propossd rule (83 FR 37138 throagh
37143, wo share the commenters'
concarn thal the curreni paymaent
incontivas, rather than pationt acuity or
medical necessily, are alfecting sile-of-
sarvice decision-making, As wa noted in
tha proposed nile (83 FR 37138 through
37143}, *[a] large source of growth in
apanding on services farmn i

al outpatient do nks
rﬁfml.h] .aHI:::tm mmmn af the
shift af sarvices from (lowar cost)
pliygicion offices to (higher cost)
HOPD".™ We continuwe to balieve that
thase shifis in the siles of service ars
unnszessary b the beneliclary can safely
receive tha same sarvices ina cosl
sotting but instead recolvos care in 4
higher cost seiting duee to paymaent
incantives. In addition to the comcarn
that the differonce in payment is lsding
o unnecesanry incroases in the volumae
of coversd outpationt deparimeant
sarvicos, wea remain concernad hat this
shift in care sotting increases benoficiary
cost-sharing liability becaunse Medlcars
paymemt rates for the same or similar
BEFViGES A El!.llul‘l“!."h ar in hospital

nulpqtl-nnl rimnnis than in
elan aED‘I-

@ appraciate tha comments
iprting the implamantation of this

IIE{:].I I & nonbudget noutral manor,
A wie stofed in thae prnpu.mﬂ rule (B3
FRE 37136 through 37143}, we beliswa
implementing a volums control maothod
i1 & budgel neutea] manner would nal
a ately reduce the overall
uﬂmﬁ-w{mmnu af covarad O
sorvicas, nnd instead would simply shift
the wolume of services within the E
systomn in the agpregate, As dotniled
later in this section, we ars finaliziog
our proposal, with modificatlons, in
reipoaise o public conmaonis. Wea will
continwe o take information submitted

T Avalnm, PAL Physlcian Praciice Acquiiilios
Study: Mationsl and Regionsl Envployesent
Changes, Oloher B3R,

™ Avaibabiln st: hingsSwwr sdpos, geoileca!
el m-‘r-rpunmu s

by the commentors inte consideration
fr future study.

With respect to tha commant that L ks
inappropriate 1o establish o PFS-
aguivalent rate bacausa PFS mlas am
inadequate and that any savings should
I pened it unmu{-lud icare Parl B,
wo disagree that PFS rmies as 0 whole
ara inadoguate and note that e
methmtology to devalop such rates was
ailahlisho Taiw uud regulations and
is wpdated cach ilmﬂ'hruugh noticns
and-comment rulomaking. We nate tha
tha ovorall amount of Medicara
paymeants o physiclans and other
emtitias mode undar tha PFS ks
datermined by tha PFS stalule, and tle
rates for individual services are
detormingd based on the resources
involved in furnishing these services
ralative to othar sarvices paid under tha
PFS. To the extont the commonter
belicves that the PFS rie for a
particular sarvice s misvaluad relatbva
to aother PFS sarvices, we OF1COUETTIEN tha
commantior o nominate the sarvica for
review ns o polentinlly misvalsed
sarvice under tha PFS,

Comamrnd: MedPAC supported the
proposal o reduce the OPFPS nend
rite for clinie visits provided in an
m:nupl!nrl n!'Frr.nm us PED to n PFS-
uquivaimtlpag.rmml rate, ModPAC notad

thit the policy would b consistent with
Itz past rmmnmndalkm foir alte-
neutral nis betwoeen HOPDs and
Froestanding plysiclan offices. In jis
comments, MadPAC highlighted two
kay points from s hMarch 2012
recommendntion on site-neairal
paymenis. While MadPAC
recommended thot DPPS paymant rates
for clinie vizilz ba rad &0 Uhat
Mudicare payments for thase services
ara the same whelhar (hey are provided
in HOPDs or nEl'g‘m:lmn offices, it nlsn
rincaim e al this palicy bo phasged
in over 3 years to allow providers time
o adjust to lower payment rales. During
the phase-in, MadPAC recommended
that paymant reductions to hospitals
with a disproportionsts shars (DSH)
patient percantage al or above tha
median be limited o 2 parconi of
overnll Medicare payments becanss
thaose hnspitals aro often the primary
sonree of care for low-income
heneficiarios and lmiting the roductlon
in revanus wanld help maintain aoopss
1o cara for theae aneliclaes.

Responza: Wi thank ModPAC for [is
commpnizs and su of this palicy. In
ite comments, MedPAC recommenidod
this policy be phased in over 3 years to
allow providars e 1o adjust Lo Llewar
payment rafes. As detalled later in this
section, we will be implemonting this

icy wilh a 2-pear phase-in, We
feve that a 2-year phase-in allows ua
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to batanao tho immediato need to
adlelrosa (he unnecessary incroasas in tho
woluma of clinic vizgits with concarns
like those articulated by MadPAC
rding providers’ need for time to

ncljust lo these payment changas., While
we acknowledge and share ModPAC's
concarm aboul banoficiary accass 1o care,
we do not bellove that & limit on the

ent reduction 1o hospitals with a

patient percentage at or abova the
madinn is necessary bocauss wa balieve
the increass in the volume of cliniz
vizits in pxcopted off-campus providar-
based departments of hospitals with
high DSH percentages is equally
unnecassary as it ks at olher hoapdials.

Many commentaers challengad the
statutary sutharity for variows aspects of
the proposal. These comments aro
surnmarizod halow.

Commendt; Sevarn] commenters
digagresd with CMS" Interpratation of
soction TRIZ()[2)F] of tha Act. Tho
commantiers conlamded that ascthon
1B33((ZHFY of the Act dons ol confer
direct autharity on CMS to modify
OPPS paymaent ratas for specific
sorvices, Rather, the commenboers
asmeriad hat mtltn 1 Baa[tﬂi]t‘lj']aﬂlmu
Act onl mits tha ncy o ap
i " YDE‘.II{ which ﬂ:rumnmanlm
Interprotod o mann a "way of doing
things'™ or a “plan."” The commenters
stated that wtilizing the suthority a
seciion 1833{0(2HF) of the Act to reduce
payments o excopbed off-campus PEDs
to rates thal squal the lowar payment
amounts receivod by nonoxcepted off-
compus PEDSs was improper. The
commenters maintained that the
Saml:arﬁrm I:|l.'llj' caniral UNNSCESSAry
incraases in wolume uslng authority
conforrad by othor provisions of section
1833(1) of the Act, sauch as through ths
squitable adjustment authority at
section 183(ZNE) of the Act. The
commenters balieved that the clinic
visit proposal was arhitrary and
capricious for this and othor reasons. In
particulnr, the commanters axprossod
concam that there was no date-driven
hasiz to conclude Ot OFD sarvicas
have increased unnecessarily, The
commanters also claimoed Uit tha
proposal is based on unsupported
assertions and nssumplions regarding
incroasas in volume, COMMAniers
ware concamad that othor factors, such
as e ahilt from inpatiant services 1o
outpationt servicos ar the 2-midoight
pedlicy, might be driving the increases in
the volume of outpatient services, (ther
commenbars asserted that CMS shosld
conslder the impact of severity of illnass
and pitient demographics on outpatient
volume prior to maving forward with
sy paymant changes, One commanter
sinied that, relative io patlents ssan In

pliyslcian offlices, patienis seen in
HOPDs:

& Haowe more severe chronic
coandilinmng:

= Have higher prior wtllization of
hosplials and Elg;

s Are moro likely to live in low-
incomao arvas;

e fre 1.8 limaes more likely to ba
clunally aligibla for Medicars and
Madicald;

& Are 14 Hmos more ll'k.uljrlu |
mma bl

e Are 1.6 times mora [Hkely bo b
under age 65 and disabled; and

* Are 1.1 timos more likely to ba ovar
a5 yanrs wlel,

Tha commanters also notsd that
Madicara benafleiaries with cancar sean
im HOPDs relnfive to thosa beneliciares
senn in physician offices have more
Aavara nic copditions, higher prior
wtilization of sarvices in hospitals and
A departments, and highor
]:II'.o.HEu-u-ri.’-:-[ raslding in low-incamo
mreas, In mddition, the commenlars
notaed that these cancer patients worg
mare likely to ba dually cligible for
Modicnrn and Medicaid and la
nonwhite, under age 65, and disabled,

Reogpangs: After consideration of these
commants, wi continua to believe that
saction lﬂﬂ:[tl{ﬂ]tl*{_lni tha Aﬂ?ﬂm thi
Sm«% broad authority to n
mathod for contralling I.g'lrl|:l|:b-B~l.HII.I:I|;':rlI
ineraagas in tha volume of covered
outpationt dopartmant (OPD sorvices,
including o metlod that sontrola
unnecaszary volume increases by
remaving o paymaont differential that ls
driving a site-al-sarvice decision, and as
a resull, is unnscoasar ly increasing
service volome. ™ Wa conline Lo
buliewva shifts in the sites of sarvice
described in the preceding paragraphs
are inherently unnacessany il the
benaficiary can safely recelve the same
sorvices in o lower cost softing bul
instead receives cara in a higher eost
selting due mﬂmﬂgapmm incontives
oroalac 'h:,r the differencs in paymant
ammgaints, While we did recalve gome
data Hwstrating that HOPDs serve
unibque patient populations and grovidae
sarvices o madically complex
benaficiaries, thesa data did nat
domanstrata tha nesd for highaer
paymsent for all clinic visits provided in
HOPDs, The fnct that the commentars
did mol supply dats supporting thess
ansortions 15 tiva that the paymant
difforantinl may ba the main driver for
unmecassary volume Inereases in
{:utpm1ml111 artmant services,
particularly clinic visits.

s Lvallabiln 81 hifpefimrvass povi0F Home!
warsedrbile A A SRR hdbin

L fact, se Gowartimont
Accountability Office (GAD) foand that
“the percentage of E/M visits—as wall
s Uhe number of B/M office wisits per
bsmpeficiary—parformed in HOPDs,
rather than physicion offices, was
gonarally higher in counties with higher
levals of wartical consolidation in 2007—
201377 Vartical consalidation is the

clice of ilals nequiring phyveician
prl[r;mtim. \miwn thiat higher i

mant rates for servicas furmished in
HOPDs, which include elinie visits,
have lad hospitals to Incroasingly
purchase phyaician practicas, Wa
haligyva thars i a correlatien among the
ingreasing velume of HOPD clinic visits,
vartical intogration, and the higher
OFPS paymaent rates fior clinic visits,
Tha GAD discovered that “the median
porconiage of EfM office visits
perfarmed in HOPD: in counties with
the lownast lavels of vertical
conanlldation was 4,1 parcent in 2003,
T contrast, this rate was 14.1 percenl
for coumntios with the '|'|I3,|'|u.l.'|. levals of
consaolidation.” The GAO also found
tluat, in 2013, the membear of EAM office
vigits porformed in HOPDs per 100
boneficlaries was 26 for the counties
with low levels af vertical
consolidation, whoreas the numlsar was
substantially higher—Aa2 servicas par
100 bemeliciaries—In countios with the
highast lovals of vartical
consolidation.™ The GAD dotermined
that the association betwoon higher
tevels of vartical consalidation and high
utilization of B ofllcs viaits in HOPDs
remained sven after controlling for
differances in county-level
characterlstics and othor markat factors
that could affect the sotting in which Ef
b offico visits are pacformed. The GAD
daseribes the madeal il man as a
“ragrastion modal that controllod for
counly characterlstics that do not
change over relatively short periods of
timn, such ns whethor a county is urban
or miml, nmad coanly charascteristics that
could chunge over time, such as the
leval of compatition among hospitals
and physicians within coantios,” The
GAD axplainad that its “regression
madal’s resualts were gsimilor 1o [its]
initial resulis: tha level of vertical
consalidation in a county was
significantly and positively associated
with & higher number and percentage of
B nfficn visits ormed in HOPDe—
thid iz, s wertical consolidation
increased in a glven county, the number
and parcantage of Ef office visits

* Availalile st hifpesSermy goo gowinsseta R

BFAI47.palf.
2 fhid,
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Fmﬁ:n'rrlnd in HOPD: in that coumnly nlsm
tondad Lo be highes," ¥

The GAD findings align with our
asserlions in tha proposed ruls (82 FR
47138 through 37143), Paying
::'|.|.'|'a|.':1lr.|lir|l|:pI mare for the same sarvics
when parfonmed in an HOPD ratlaes
than a Phynh’.inn officn pm\'lﬂu:s. nn
incentive to ahift services that wara
onco performaed in physician offices to
HOPD: after consalidation has eeeurred.
The GALD findings suggest tha
providers pasponded to this Anancial
incantive; EfM office visits weso more
froquently performad in HOPDS in
countios wilth higher lovels of vartical
consalidation. Tha GAD found this
associalion in bath of its analyses of B/
M adlice visil wiilisstion in couniies
wiith ?ﬂglng lowvels of vertical
eansalidation and in ils regrassion
anal :

o henrd from many conumanters that
tha higher payment rale was justifisd by
the fact thet HOPDs were troating sicker
patiant populations. The GALD's study
did mot suppaort this conclusion, 1t
axaminad counties that sxperienced
largn growth in the Billing of clinic
vigils in HOPDs and was able o
dotermineg that: “Beneflclaries from
countios with highar lavels of vertical
consolidation were nod slckar, on
averaga, than baneficiaries from
counlias with lower levals of
consalidation. Spacifically, boneficiaries
from countias with higher levels of
vartical consolidation tended to have
aither similar or slightly lower median
riek scapas, donth rates, pates of and-
stagn remal disoase, and rates of
disability campared to tloss from
counties with lower levals of
consolidation. Further, counties with
higher levels of consolidation had a
lower percentage of boneficiaries dually
aligilale for Medicaid, whe tend to be
sickar and have higher Medlcara
spending than Medicare benaoficinries
wilio are nol dually eligible fos
Madicaid."

This suggests that arcas with higher B/
b allico visit wiilization in HOPDs are
nod composod of slcker-than-averags
beneficiarios, As we stated in tha
proposed ruls (B3 FR 37136 through
AT144), paying mora for the same
service whan padormed in an HOPD
rather than & physiclan®s affice provides
an incendive to shift services thal were
anca perlormed in physicion affices 1o
HOPDs. The GACYs indings suggesi tlal

wwidlors respoaudod to !Eﬁaﬁmn:ial
neontive, As we noled i the proposed
ruln (83 FR 37138 through 27143], wo
haver dewveloped many payment policios,

™ Ayablabilo st hifpss e poo gowndstasm
GPIT paf,

policies and
AR, to addrets the
rapid growth of services in the OFPPS,
However, tlhoda pnlil:iuu leave not been
able to control for unnecessary Incroases
in vadume that are due lo site-of-servics
paymant differentials, which create an
incantive to fumish o sarvice io the QFD
that could boe furnished in a lowar oozl
setting based solely on the highes
payment amount available undoer he
OPPFE. Hern, the clinic wizit service
furnlzhed in exceptod off-campus PRDs
iz the zame as tha clinio vizil sarvics
furndshed in nomexcapted ofl-campua
Pl Wa halisva that nppl:,lin
amoid aqual to the site-apec
poymend rate for nonexcepted items and
sarvicas furnished by 8 nosexcapted of(-
compus PRI (the PFS payment rate) for
thie clinke visit sarvice, as described by
HCPCS coda G463, whin provided st
an all-campus PBD excapted fram
soction TH3A[tH21]) of tha Act is an
appropriate method to control (e
unnaeossary increass in the volume of
oalpationl servicas,
el Several eompminlers

mxprasssd comcern that CMS lacks tha
slaiutory aulhority to reducs OFPS
ymaents for certain clinic visit servions
nished al off-campus PBDE that are
axoopad from paymaont under the
applicalile paymant systom" undar
soction TRAAI(E1) of the Act, The
comeentars slated thal Congrass
exprossly chose in section 603 of the
Bipartizan Hudpst Act of 2015 nol to
confor on CMS authority 1o pa
excaplod off-campus PEDs al
raducad rates paid to nonaxcepted off-
campus FADE, The commanters asseriod
that ChS iz ignor
statutarily mandat
excaption eresbod

Respanse; Wa baliove the changas
poiyuired by ssction 600 of e Biparisan
gat Act of 2015 mads in section
1633(k) of the Ad address same of tha
concarns ralated to shifis in asitings of
care and everutilizalion of services in
thiz hinspital sutpationg sett
all-campus PEOs aller Novembar 1,
2015, Howaver, the majority of hospital
rimennis contnus to
recoive full OPFS paymont (Including
umumpuu EMArRENCY :In[urtnmnln. anel
axcapted ofl-campus departmants of a
haspital], which is often high
payment that would have beon made 1F
o similar sorvice had besn furnished in
the physician office saiting, Theralore,
the current site-lbased paymont creates
an lncantiva for an uhnecessary lncreasa
in tha vohamo of this i
marvics, which resulis in higher costs for
the Madicare programn, boneficiaries,
ancl Laxpayars more generally. Wi
Intarpret our authorlty under amction

grasulfathering

aff-campus d

18332HF) of the Act 1o allow ws to
implomaent sur proposed mathod of
applylng an amount equal to the site-
:pnl:iﬁl: FFS paymant rale for
nonexcepled [teme and sarvices
furnished by a nonexceptod off-campus
PED {the PFS paymant rate] for the
linic visit service, as described by
HEPCS code GO463, when provided at
off-campus PEDs, avan those that are
axcapted from soction 1833{H21) of the
Act. Wao halisen that this iz an
appropriate mothod bocaes the clinic
vigit service is thoe samo service
furnished in excepted and nonaacepted
aff-campus PR

Whien passed the Biparison
Budget Act of 2015, Medicara OFPS
exponditures wore 356 hillion and
growing at an annuwal rate of about 7.3
parcant, In addition, the porcontags
incresss in wolumea and intansity of
nutpatient servicos was incroasing at 1.4
parcant. For the upeoming 2019
calondar year, wo estimate thet, without
thiz palicy, OPPS expenditures would
b $74.5 billion, growing &t o rate of 2.1
parcail, with the volume and intensity
of outpatient services Increasing &t 5.4
percemnt, beasnd an the Midsession
Rawbow for 2019, While 1t 12 cloar that
the action Congress teok in 2015 o
addresa cortaln off-campus PRDs halpad
#lom the tide of these incronses in tho
wilonme of OPD services, i is likewisa
cloar that the more specific pnymant
adjustmant has not adsquately
adedrezsod the ovarall incranse in the
valumae of thiss types of OFD servicos
e mosl ul"F-n::nnlpua- PHDs continua
o bed ke the higher OPPS amount for
those sarvices. We would nod b able to
adequately sddress the unnosassary
imcrenses in the voluma of elinic visits
i HOPDa if wa did not apply tlis
policy to all off-campus HOPDs, We do
sl bellawe tliat the section G0
amandments te suction 18330) of the
Act, which axclude applicable ilams
and sorvices furnishod by nonexcoptod
off-campus PRDs from payments uwnder
tha OFPS, precluds us from exercising
aur putharty in section 1833H0{2HF) of
the Act Lo dovelop 8 method for
conlrolling unnecessary increnses in the
volumes of covared oulpatiant
dapartmant servicos undar tha OPPS,

nent: Saveral conmmentoers

believed that CMS doss not have
statuitory authority to implameant this
palicy in 0 nonbudget noutral mannaer,
The canvmanters explained that,
because CMS lacks the nutharity to
redues clinie visil paymenl ades o5 a
mathod ts coniral unnecessary Incronses
in the valume of coverad ouipatinni
department services under section
1833()(2HF) of the Act, that provision
canfol provide autharity far Uhe
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paymant reduction o be made ina
nonbudget nautral way, The
commentors also cloimad that the only
ponbudgel neutral option available te
ihe agancy is 1o adjust the conversion
factor in a subsequent year, as provided
under section 1A3AEIC) of the Act.
The commenters argund thal if Congross
had intended o give ChS the avthority
to make a volunse control method
nonbudget newtral, it would have dome
an in clearer and mor oxpross torms,
Other commanters stated thit if this
policy is finnlized, it should be dono so
only in & budget neutrnl manoes,

Respones: Wo maintain that whils
smction 1833{1)(9)(B) of the Act doos
roquire that certain changes made wnder
tha OFFPS e made in a budget nauteal
manner, this provision doss not apply 1o
the voluma control method under
muliuuass[mﬁ][ﬂ of the Act as
otlined throaigh our I, As wa
nated in the mmmm FE 37138
through 37143), unlike the wage
adjustmont under section 1833(0(2HD)
af tha Act and the outlier, iransitional

ugh, and aquitable adjusimonis
under section 1B3I3([ZHE] of the Act,
section 1833(0(2WF) of the Act relars to
& "mathod™ for eontrolling unnecessary
incranses in the valume of covared OFD
sarvlees, not an adjustrent. Likewiae,
sections 1833()(2H0) and (E] of the fAct
also explicitly roquire the adjusiments
authorizod by those ]nragm]?hu o ba
bsdgot neutral, while the woelume
conlrol method awthority al section
LEIAZNF) of the Act doss ot includa
such & requirement. Therefore, we
nafntaln that the volume control
methad p under section
183311 2)(F] of the Act is nod one af tha
adjustmants unzbor section 1833(002) of
tha Act that is referancad under section
1RAI[HEIAD of the Act that miust ba
includad in the budgst neutrality
adjustmant under section 1833[tHE)H)
of the Act, Moroover, section
1833t (9HC) of tha Act spoecifies that if
the Secratary datermines undar
mathodalngies doscribed in paragraph
[(2MF] of section 1833(t) of the Act that
tha valuma of services paid for under
this subsection increased beyond
amounts establishad through those
mmhudnlogllu. tha Secrolary may
appropriately adjust the update 1o the
conversion factor otharwise applicable
in a subsequent yoar, We continue to
intarpret this provision to mean that the
Secratary will have implementad &
wolunss contral mathed under section
1B33((2)F) of the At in a nonbudgel
neutral manner in the year in which the
meethod is implemented. Further, as wa
stated in the proposed mole (B3 FE 37138
through 37143], wo baliave that

implementing a volume control method
in o hadget neutral manner would not
appropristely reduce the overall
unnecessary valuma of coverad OFD
serviced, and instend would simply shifi
tha volume within the OFPS apstem in
the aggregate.

Commond: Several commaenters
Euprnrlnﬂ the recommandation from the
HOF Panel not to implement this
proposal and to instead study the molier
b botter understand the reasons for
incronsed wiilization,

Fesponse; Section 18331(9NA) of the
Act provides thet the Secretary shall
consult with the Panel on policics
affecting the clinical integrity of the
ambulatory payment clasaifications and
thair associated welghts under the
OPPS. The Panel mel on Awgast 20,
2018 and made recommaondations on
thiz Pmpml;l |.i::_1|r, aneed wa conaulied
with tha Panel on thoean
recommondations. The HOP Panel’s
recommindatians, along with public
comments on provisions of the
pra rule, have besn taken into
considaration in the development of this
final rale with comment period, While
we arg nol accepting the HOP Panal's
recomméencdation to not implement this

I, wo will continue bo monilors
and atudy tha utilization of culpationt
servions as recommanded by the Panal.

Cammanl: Soveral commanters
B - concarn Usal this polic

would disproportionately

rﬁn‘:ﬂulr nenl haspritals and raral

roviders. Numerons commanters
represamting iclers and beneficiaries
im the State of Washinglon eased
cancarmid about the impac this

roposal would have on thalr area,
Several commaniers also requested that
gole community hospitals furban and
rural], rural refarral conters,
Medicare-dopancdant hoapitals be
exempted from this policy. A number of
commaenters, including many S1ate
hnspital associations, expressed concarn
that the magnitude of the progsoamd
payment reduction would have a drastic
ffect an their margins and endanger the
imvestmenis many tals hawva mada
in their provider-basnd Eacilities. In
addition, commuantoss el that the
raduction in payment would ultimately
lead 1o a redwction of servlces that
wonild advorsaly affect vulnoralle
patient populations. One commentor
conducted a trond analysis and found
ihat 200 hospitals would shouldar 73
percont of the proposed payment
recluction. According to this
commaninr's analysis, for the 200
hmpitrﬂu mal affacted by this pml'mu.uJ.
the average reduction would be 5.5
percent. For the remaining hoapitals, the
averngi feduction would be 0.5 percenl,

Razponse: Wo share the commuentors’
concerits aboul acoess Lo cara, especlally
in rural irsas whare access issuaes may
b mara propounced than in other areas
of the country, Medicare has long

izl the unigque needs of ruml
communities and the financial
challonges for rural providers. Acroas
the various Medicare paymant systems,
M5 has implomentad a numbar of
spocial payment provisions for rural
roviders to maintain access ond daliver
igh quality care to beneficiaries in
raral areas, With respact to the OPPS,
soction 1833(E)[13] of tho Act provided
the Secretary the nuthorily to make an
adjustmont Lo OFPS paymonts for rural
haspitals, effective January 1, 2006, if
festifind by & study of the differance in
costs by APC batween hospitals in rural
areas and hoapitals in urban areas. Our
analysis showed a differance in costs for
rural sole community hospitals,
‘Therefore, for the CY 2006 OPFPS, we
finalized o payment adjustment for rural
sols community hospitals of 7.1 parcant
for all sorvices and procedunss pald
undor the OPPS, excluding separatoly
Eng.m.h]u drugs and bislogicals,
rachytherapy sourcas, and devices pald
unduer the pass-through paymont policy,
in aceordance with section
163381 (1AM of the Act. Wae have
conlinued this 7.1 percent payment
adjustment since 2006. In the CY 2019
OFPSIASE pmpﬂu&ﬂ mila (83 FR 37143),
we sought public commant on how we
might accound in tha future for
roviders thal sarve Medicars
neficlaries in provider shortage arsas,
which may includa cortain Futal aroas,
In mddition, we sought pablic comment
on whather thare should be excaptions
from this policy for rural providers,
such s those providors that aro at risk
of hoapital closurn or those providers
that amn sale communbly hoaplitals.
Taking into conslderation the commoenis
rogarding rural hospitals, wea believe
that Im’;?mnmll'ng thiz policy with a 2-
yanr phase-in will help to mitigate the
immdiate impact on nural bospitals,
Wa miay revisit this policy to consider
patential exemplions in the CY 2020
OPPS rulomaking.

Afer consideration of the public
commanis wo recabvied, we ani
finalizing our propoasl te use our
authority under section 1833[1{2)F] of
the Act to apply an amount aqual to the
site-specific PFS payment rate for
mopexcepied itoms and sarvicas
finrm: by i nonexcapted off-campus
PRI [the PFS paymont mis) for 1l
elinic wislt sorvice, as described by
HCPCS code G463, when provided at
an off-campus PBD excepted fram
ascton 1833(81(21) af the Act
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{dﬂpﬂﬂlnmﬂl sat Bill the modifier *PO™
on claim lines), In sddition, we are
finalizing our proposal to impleniend
this palicy in A nonbudget neatral
manner, We will continee o psomitor
the impacts of this policy as it s phased
in b emsure thot eneficiaries continun
to hawve access to quality eara,

In respansa to public commaents wa
reced . e il I:;Em:ing in the
npplication of the ction In paymant
for HOPGS code GO463 in this setting
owvar @ poars, In CY 20148, lh-ami:a].rnmnl
reduction will be transitioned by
applying 50 percent of the total

uclion in paymant that would spply
if these depariments wers paid the siie-
specific PFS rate for the clinic visit
sarvica, Tha final payment rales are
availoblo in Addondum B to this final
rule with comment peried (which is
availoble via the intornet on the G5
wanhelta), The PFS-squivalant amount
paid 1o nonexcepted off-campus PRDs ia
40 porcant of OPPS payomant (that is, 60
parcant less than the OPPS rate) far CY
2011, Based on a 2-year phage-in of this
policy, half of the total 60-parcent
paymant roduction, a 30-percent

uetion, will apply in CY 2019, In
alher words, these dopartmoents will be
m’d approximately 70 porcent of the

F'5 rala (100 parcant of the OPPS rato
minus the 30-porcenl payment
reluclion ﬂimp:;cp]iupm]?n:‘l' 219) for
the clinic visit service in CY 2019, In CY
2020, theas ﬂu|:|r|.r'|mun|s will he pn.h{ thix
slte-spocific PFS rato for the elinic wisit
servica, We note that by phasing in this
policy owar 2 years, the estimated
savings associated with this policy will
change, Conaldering the affecs o
edimated changes in enrollmant,
utilization, and case-mix, this policy
rusults in an estimatod CY 2019 savings
of approximataly £380 millioa, with
approximataly $300 million of tha
aavings acerulng to Medican, and
rl]:an:imnlrJ:,r 40 million saved h}l
Midicare bonaficiaries in the fomm of
reduced copayments, Wo will continue
to monitor the affect of this changs in
Medicare payment palicy, 1mlmﬁung the
wislwimg ol these typaes of OPD servicaes,

While wa ame explering developing a
mathod to systematically control for
URLECAsEArY incraases in the solums of
other hospital cutpationt depariment
sarvicas that we may proposs in fulure
rulamaking, wa continus (o recegnize
thi Impartancs of nol impoding
development or baneficlary accees o
wew innovations. In the CY 2009 OPPS/
ASC proposed rule (B3 FR 37143), we
solicited public comments on how to
maintain scoess to new innovatbons
while controlling for unnecessary
increases in the volume af covensd
hospilal OPD servicas,

In addition, wa solicited public
comnmunis on how to expand the
application of the Secretary's statulosy
authiority undor section 13320 F) of
the Act to addittonal items and services
paid under the OPPS that may represoni
unmecassary incraasas in the utilization
of OPD sarvices. Therefore, we sought
public comment an the follawing:

= How might Medllcaze define
tarms “unnecassary” and “increase” for
sarvices [other than the clinic vizit] thal
Can rfarmed in multiplo settings of
cara? Si:;uld tha methad to contral
unnscessary increasas in the vaolumn of
coverad OPD sarvicos include
considoration of factors such as
empallmant, soverlly of [lnoecs, ancd
pationt domographics?

» Whila we pm‘pn.mﬂ to pay thae site-
specific PFS payment rate !;nrr.:l ik
wisils I.rnﬂ,inn:l in Y 2009, wa alss
wer intarestad in other nethods to
cantrol for unnecessary incroases in the
winlumae of oulpatient services. Prios
autbrization is a requiremeont that &
healih care providar obitain approval
from the insurer prior to providing a
givan sorvice in order for the insurer to
covar thoe service. Private health
insurance plans ofton mguine prior
authorization for cartain sarvicns,
Should prior authorization be
considered as o mothod for controlling
averutilzation of services)

* For what reasons might it over ba
approprinle b iy i h[ﬂhm' PSS rate
for sarvices that can be porformed in
lowor cost setti ¥

# Soveral private health plans uss
utilizatlon managemenl as a cost-
containmant stratagy. How might
Muddicnre wsa the authority at section
THAAE)(2NF) of the Act o implanent an
evidence-hased, clinical support process
to nasisl plysicians in evaluating the
use of madical servicas based on
madical necessity, & rintemess, ancl
afficioncy® Could ulﬁ zation
manngement help reduce the overuse of
i priale or unnecessary services?

e How should wa account for
‘:n:wldm that sarve Medicars
smeficiaries in [u'uu‘.itlﬂr::hm‘l‘.n nrnas,
which may include cartain riral areas?
With respect to rural providers, should
thara be exceplions from this palicy,
such as for providers who are at sk of
||.uu|.l]lu|. closure ar that are sale
cammunily hospitals?

¢ What impact on baneficiaries and
tha health care mnrkat waonld such n
miethod to contral for unnecessary
increasas in thoe volome of covered OPD
services have?

« Whal sxcaplions, [ any, should ba
mencle il additional propasals 1o contral
for unnecessary incroases in the volume
of outpatient services am made?

We reoeived feadback ana wriul;:,.' of
Issues in responss to the comment
sodicitadion o additiona] futurs
consbderations. Tlhase commmerts are
summarizmd below,

Commant: In pespanse io il
salicitation on how CMS might axpand
the application of the Secretary's
stntutory authority undar soction
1BFINNZIF) of the Act 1o additional
itz amd sarvices poid under the OPPS
that may reprasant Wnnecessnr
incrsagas in OFD valuma, Med PAG
supgnstiod that CMS considor using the
five critoria that MedPAC has devolopod
For fdantifying services for which it is
reasonable 1o hove site-neutral
payments botweean fresstonding
phivabcion affices and HOPMDs

In responss to the salicitntion on
whethor prior auihorization should bo
considered ns a method for contralling
overutilization of services, mnsi
commeeters ballovod that, while pries
autharization mny be o good method for
controlling overutilization of sarvices, it
can also lead to increased
admindgtrative barden awd inhild
patiant sccacs, One commantes
suggested that CMS considor applying
prior authorizsiion for providoers with
snrviea valumas that are siatlatical
outliers or for those whose ordaring
rales arg nod In complianes with clinical
guidalines.

In rasponss to the comnient
solicitation on when it might he
appropriate to pay a higher OPPS
payreont rata for & servics that can ba
parformed safaly in a lower cost setting,
Mwal';:.:-mmanlm baliaved IJi|1ul it
v inte 1o a highar
OPPS rato lot servicos that san by
performed in o lowar cost setting if
providing this higher paymoent can
imslmwu patlent exxporiance, alliciancy,
and quality of care. Several commentors
alao memntioned that e comprehensive
care managament and coordination that
AGcampanies ml:l:l'i'l.ling sirvicas Al an
off-campas PED of & hoapital might
juestify then higher OFPS payment pata,
Commemnters also nsseried that the
additional cortifications required far
sorvicas furnished in PBDs comparad fo
sorvicas furnished in physician offices
justify a highor amt rala,

In response o the comment
solicitation on utilization mansgement,
savaral commanters warn opposed o
this concopt and atated that wtilization
management would increase provider
burden and delay patient acoess o carn,
Ona commantar supparted the eancepl

58 heladi care Pagms Advisory Commission,
2013, Rapar fo the : Bedicare and Lha
hnalth cam dalivery system. Washingies, DC:
Bellacl AL
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af utilization mansgemoent, but balieved
that it musi be basod on clinical
validity, aup the continulty of
pafiont care, bo transparont and Fair,
prowide timely aceess 1o caro and
administrative afficioncy, and provide
altornatives and exemplions lo those
clinicians with appropriate utilization
rafes, Other commenders supparied
approprists use criteria and avidonoo-
hased clinical guidelinas and patlways
ag affective clinical-decision support
tsals 1o assisl clinicians and hospitals in
thie reduction of patantially harmiul or
rarnly appropriste servicas,

M = W thank commenlars far
tlanir reapanass to 0T cotnmeni
solicitntion, Wa will considar thoaso
comments for futurs rulamaklng,

&, Application of the 3408 Ll.::ﬁ
Payment Policy to Nﬂnﬂm}gﬁ O
Compaes Deparfinents of o m!ﬁjlr
1. Historical Perspective

a, Sectlon 603 of tha Bipartisan Bodget
Act of M8

In the CY 2017 OPPSIASC final rule
with commant period (81 FR 70699), we
discussnd implemeniation of section
803 of the Bipartisan Budget Act of 2015
[Pub. L. 114=74], enacted on Movamber
2, 2015, which amonded section 183:3{1)
of the Acl. Spacifically, this provision
amended soction 1833() of the Act by
amanding paragraph (18] and adding a
naw paragraph (21). As a goneral matter,
und.nf' mcli.nl[-::.a 183301 (BWv] and
[t21]) of the Act, applicable itoms ancd
sorvices furmnished by certain of-campas
outpatient departments of 8 provider on
i uﬂnr]l;l.nu.nrlg,r 1. 2017 ara nat
considerod coverad OFD services as
dllllﬂinm:l El:'mlur section [1 B3N )(H) :;f
the Acl for purposes af payment undor
the OPPS and are instaad paid “under
the applicabls paymoent syatem® under
Muodicars Part B i the requirements for
such paymeant are olhorwise mot. We
indicated that, in order o be considerod
Em of a hespital, on aff-campus

eparimont of a hospital must meat the
peovider-based criterla eatabiishn:d
undar 42 CFR 413,65, Accordingly, we
raler lo an “ofl-campus sulpationt
department of & provider,” which is the
torm usad in section 803 of tha
Bipartisan Budgst Act of 2015, as an
“off-campus outpatient provider-based
dapariment” or an “off-campus PBD."
Far a datailod discussion of the
Ipaglsln'l,:lwt ]1|:|=I|:|r|_|.l anid slalubory
aelharity related o payments andor
soclion 603 of the Bipoartisan Budget Act
af 2015, we refer randers (o tha CY 2017
OFPSIASE fikal rule with commant
poriod {81 FR 7060940 through 78719] and
interim final mule with comment perfod
{81 FR 79720 through 79729),

b, Applicabls Paymont System

A owe slated in the GY 2019 OFPS/
ARG proposod rule (A3 FR 37143
thrm 37144), to implement the
amendmonis made by aection 503 of
Public Law 114=74, wae iszosd an
inferim final rale with commant poeriod
(81 FR #0720} which acoompanind the
CY 2017 OPPSIASC final rule witl
commant perbod to aatablish the
Medicare PFS s the "upp]il:al:lﬂ
paayment systam'” that a.[:fil-ma in mast
casnd, and we astablishod paymant rates
under the PFS for these nonexcapled
itoms and sarvicea furnished by
nonexcepted off-campus PEDs, As wo
discussed in the CY 2017 OFPSFASC
interim final rule with comment poriod
(81 FR 79718) nnd reiterated in the CY
2018 PFS final rule with commant
partod (82 FR 53028), paymant for
Medicors Part B drugs that would ba
soparaialy payable undar the OFPS
(aasignad a statos indicator of K", bt
nre ned payable under the OFPS because
they aea furniahed by ponexeaptod off-
campus FBIDs, is made in accordanoo
with saction 1847A of the Act
(pemorally, at a rate of ASP+6 porcant],
consistent with Part B drug ent
policy for items or services farmbehed b
the p clan office (nonfacility) setting,
W did not proguss or rmako an
acljustenent Lo paymaont for 3408-
pequired drgs in nunﬂrm[:lﬂi o
campues PHDS in CY 2018, bl iindicatad
wir may congldor dolng so through
futurs ﬁulh&mmﬂd’.nﬁnnﬂl m]u.mnﬂdll.g.

In tha interim fieal rule with
commant perbod that sccompanied the
CY 2017 OPPS/ASC final rule with
commani periad, wa established
payment policles under the Modicare
PFS far nonexcopled itoms and servioos
furniglisd by a nonexecoptod off-campus
PRI om o ofter Janwary 1, 2017, In
accordance with seclions 1848k] and
(c) of the Act, Medicare PFS
based on the relative value
rasources invalved in furndshing
particular sarvicss (81 FR 70790),
Hosource-hasad rolative valoas are
elallishod for cach item and sarvice
(doscribed by a HCPCS codeis]) hasmd
on thie work (lime and inlansily],
practics axpensa (such a8 clindeal stafl,
supplies and oquipment, office rent, and
overhead), and malpractice expenss
roquirad to Furndsh the typical case of
the service. Because Medicare makos
saparati paymoent under inatitutional
paymant systems (such as the OPPS) for
the fincilily cosis assosialed with many
of the sama servicos that are valued
wnder the PFS, wa sstahlish twa
diffarant PFS paymant rates for many of
tleasn servicas—one that applies when
the sarvice is furnished in a location

ymant 1a
ha

where a fcility bills and is padd for the
sarvica undor o Madicars el
systom ofthar than the PES (the facility
rate], and another that applies whon the
hilling practitioner ar swppliar lirnishes
ane bills for the entive service (the
:nnrl[q:i]ill',- rate]. Consistant with the
long-satoblished policy vnder the PFS to
mkn ymanl 1o tha EiE“:IIH practilionar
al the I;:nllily rate when Medicare makes
a ing payment to tha facility
{under tha OFPS, for instance) for the
samn sorvicn, physicians and
nonphysician practitioners furnishing
sarvices in nonaxceptod PEDs continee
i report their services on o professional
claim form and are paid for their
sarvices ab tha FFS lacility rala,

Similarly, there ara many (mostly

c} services paid under the PFS
theat hawe two distinet portions of the
sarvlen: A fechnical compaonent (TC)
and a ]:ml'rmu[nmﬂ compoanenl (PO
Thess componenis can be furnished
indopendently in tima or by different
suppliers, or they may be furnished and
hilled togethar as a “global™ servics (82
FH 526881). Payment for thoeas sarvices
enn nlsn be made under 0 comBination
of paynvent aaulaunu; for example, undar
tha PFS for the professional companent
and the OFPS for the facility porthomn,
For instance, for o disgnostic CT scan,
e bechnical compomnent relates to the
portion of the service during which the
image is caplured and might be
furnished in an office or HOPD sotting,
and the professional componant talalas
tay th intarpretation and roport by a
i agist,

In the CY 2007 [nterim fnal rule with
comment period, we stotod that we
continue (o belisve thal it is

ratlonally infeasible for monexcaptod

-camypus PHDS Lo bill directly or
the PFS for the subset of PFS services
for whdch ihore is a separataly valued
technkeal component (81 FE 79721, In
ncldition, wo explained that we believe
hiaspltals that furmish nowexcepto:d
ilems nnid services ane likely to furnish
a broader range of services than other

ravidar or supplior t for which
Elm is & separately valuwed technical
component under l);w PF5, Wa statecd
that we therafore balleve it is necessary
to astablish a now st of paymant ratos
ander the PFS that rafllect the rolative
resgurcs costs of fumishing the
technical componant of & broad ramnge of
sarvices to be paid under the PFS that
is specific o onae site of sorvics (the off-
campug PAD of alhmpillla]] “tl1lm thi
packaging (bundling] rulas that nra
lip,njﬁm“glly d.'lﬂm'uEI.‘l fram curranl PFS
rulas (B1 FR 74721).
I mntlnuing'm imiplamant the

uirements of sections TR

and (1](21) of the Act, we recognize that






