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System (OPPS) proposed rule (the “Proposed Rute¢dlendar year (CY)
2019! ACCC is a membership organization whose memimetade hospitals,
physicians, nurses, social workers, and oncologmtmembers who care for
millions of patients and families fighting cance&CCC represents more than
23,000 cancer care professionals from approximatd§0 hospitals and more
than 1,000 private practices nationwide. Theskidgcancer program
members, individual members, and members from &+ sincology societies.
It is estimated that 65 percent of cancer patieat®nwide are treated by a
member of ACCC.
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ACCC is committed to preserving and protectingehtre continuum of quality cancer
care for our patients and our communities, inclgdincess to appropriate cancer therapies in the
most appropriate setting. Advanced cancer tredsredten are associated with considerable
risk, and many are available only in the hospidtiisg. Hospital outpatient departments are a
critical component of the cancer care deliveryeyst Hospitals face growing numbers of
patients requiring cancer care, and their abibtgdntinue to provide care will depend on
appropriate Medicare payment rates for oncologyises, including chemotherapy drugs,
radiation oncology, and other important services.

ACCC is pleased to respond to the Centers for Medi& Medicaid Services’ (CMS) request
for comments. In our comments below, we recomnbatlCMS:

* Not finalize its proposal to reduce reimbursemeniholesale Acquisition Cost (WAC) plus
3 percent for new drugs and biologicals that doyebthave adequate Average Sales Price
(ASP) data;

* Not finalize its proposal to reduce payment forasapely payable drugs purchased under the
340B program at nonexcepted hospital off-campusiges-based departments (PBDs);

* Not finalize its proposal to reduce reimbursemertQ percent of the OPPS rate for certain
clinic visits furnished at excepted off-campus PBDs

* Not finalize its proposal to reduce reimbursemertQ percent of the OPPS rate for service
line expansions at excepted off-campus PBDs;

» Clarify how hospitals should bill for furnishingrtain outpatient services related to
Chimeric Antigen Receptor T-cell (CAR-T) therapaexl ensure that hospitals are paid
appropriately for furnishing these therapies; and

* Ensure that any model based on the Competitive i&taqun Program (CAP) authority is
voluntary for all participants, preserves patiestess to treatment and provider flexibility,
and promotes cost-efficiency through more effectiribution and delivery of drugs and
biologicals rather than utilization managementgool

We will address these recommendations in greaterl delow.

CM S should not finalize its proposal to reduce reimbursement to WAC plus 3
percent for separately payable new drugs and biologicalsthat do not yet have
adequate ASP data.

For CY 2019, CMS proposes to reduce Medicare reisdnent for separately payable
drugs and biologicals that do not yet have adegd&t data to calculate the usual ASP plus 6
percent reimbursement r&teACCC is deeply concerned about the unintendestesfithat this
proposal would have on adoption of new and inneeadrugs, and we urge CMS not to finalize
it.

283 Fed. Reg. at 37,122-23.



The Medicare statute authorizes CMS to establiginpat for drugs and biologicals
based on WAC during an initial sales period in Waritise manufacturer does not have adequate
data on the sales prices for the drug or biolod@a&hlculate the usual ASP-based rate. In the
past, CMS has reimbursed providers for such drags#logicals at WAC plus 6 percent,
which matches the 6 percent add-on to ASP used AGEedata are available. The WAC plus 6
percent rate reflects the provider’s acquisitioat@nd related expenses that providers incur for
drugs and biologicals but that may not be refleateitie ASP or WAC. CMS now proposes to
reduce the reimbursement for drugs and biologwélsout adequate ASP data to WAC plus 3
percent “whenever WAC-based pricing is uséd&lthough the Proposed Rule does not explain
the reasons for its proposal, CMS made a similap@sal in the CY 2019 Physician Fee
Schedule (PFS) proposed rule based on the reconati@maf a June 2017 Medicare Payment
Advisory Commission (MedPAC) report. The MedPA@a# identified certain concerns with
WAC-based payment during the initial sales perioduding that WAC-based payment
sometimes fails to take account of discounts thatigers received and that ASP-based
payment, once available, tends to be lower than Yiba€ed payment.

ACCC urges CMS not to finalize its proposal andead to continue reimbursement at
WAC plus 6 percent for new drugs and biologica&t to not yet have adequate ASP data. We
believe that the proposed reduction in reimbursemwwemnlld result in lower utilization of new
drugs by hospitals and outpatient facilities. A&svrdrugs and biologicals enter the market, the
current WAC plus 6 percent rate gives providersiasxe that they will be adequately
reimbursed for the drug or biological and assodiaiasts like pharmacy services and storage
and handling. Reducing reimbursement for therahiasare just becoming available will make
providers less willing and able to administer nesatments. Although the reduced
reimbursement rate would last only until the newgdor biological can be reimbursed based on
its ASP, even a delay of a few months can be ddegiyful to a cancer patient who might
benefit from a new therapy. Moreover, ACCC is aaned that the proposal ultimately will
make it less attractive for manufacturers to dqvelew and innovative therapies in the first
place, delaying the availability of potentiallydisaving treatment for patients who do not have
time to wait. We urge CMS not to finalize this oba.

. CM S should not finalize its proposal to reduce payment for separately payable
drugs purchased under the 340B program at nonexcepted hospital off-campus
PBDs.

CMS proposes to reduce payment for separately pagabgs without pass-through
status for nonexcepted hospital off-campus PBDgutite 340B Drug Discount Program from
ASP plus six percent to ASP minus 22.5 percentMr2G19. With this proposal CMS is
expanding upon the already devastating 340B catsxbnt into effect in CY 2018 through the
OPPS Proposed Rule, with its goal to “make Medipargment for separately payable drugs
more aligned with the resources expended by hdspdaacquire such drugs.” The proposed
rate of ASP minus 22.5 percent is based on a Med&#l/sis, and ACCC is concerned again
with the implementation of these cuts due to thenaing inconsistency in tackling the correct
policy and political implications of the 340B Drigscount Program.

31d. at 37,050.



ACCC members provide cancer care in private prastamnd hospitals, both academic
and community-based, and for-profit and not-forfprorl he diversity of our membership and
vantage point of all care settings for cancer caiquely positions ACCC to comment on this
proposal and the necessary broader reforms neededtain the 340B program.

Historically, the 340B program has served a ctiitiote in the delivery of cancer care.
Today, the 340B program helps some of our memhersde comprehensive cancer services to
high numbers of low-income Medicare beneficiarMsdicare-only, Medicaid, uninsured and
dual-eligible cancer patients. Our expectation @mderstanding is that our members reinvest
the 340B savings they realize from the discountédng into the provision of a full array of
services that result in high quality cancer carthése beneficiaries, including social services,
nutrition counseling, and psychosocial support.sivid these services are not separately
payable, and many of our members participatindgpéndrogram have said that they could not
continue to provide these services without therggs/irom the 340B program.

At the same time, we recognize based on some metobeerns that the 340B program
may no longer be serving the populations it oritiinatended. These members have pointed
out that some hospitals eligible for the 340B pamgiare using the savings achieved to expand
care delivery into areas that are not undersetirad ,may result in market and delivery
distortions. Moreover, these members, which reprekoth physician offices and non-
participating cancer programs, indicate they aleattunderserved cancer patients, yet do not
have access to the 340B program.

After continuous and careful review, ACCC belie@MS’s proposal is flawed because
it assumes all eligible providers are acting inreappropriate manner which we fundamentally
disagree with. CMS'’s focus should not be on reaypayment rates to all eligible providers but
instead should be to identify who should remaigikle for this program and who the bad actors
are that should not in the future. ACCC wants @B3grogram that supports and encourages all
providers — both physician offices and hospitaldobsancer programs — to serve low-income
Medicare beneficiaries, Medicare-only, Medicaidingared, and dual-eligible cancer patients.
As written, CMS’s proposal does not accomplish gaal.

It has been well established over several yearsramy studies, that the statutory
payment rate of ASP plus 6 percent is an apprapmahimum payment level for all providers.
Previous MedPAC reports and industry experts hayelighted that for different sites of service
for care, such as hospitals, payment level shoalld®P plus 20 percent to account for the
additional costs these programs incur. ACCC is aaymed that despite a lack of accurate data
to inform this policy and lack of addressing theecof this program CMS plans to move forward
with these cuts again.

A. CMS does not have a clear understanding of the ainga Medicare beneficiaries or
the cancer delivery infrastructure.

We also believe that instead of finalizing thisipplnd continued cuts to the 340B drug
discount program, the agency should better undetgtee impact this proposal will have on



underserved populations, including low-income Matkcbeneficiaries, Medicare-only, and
dual-eligible cancer patients, particularly giveattthese patients tend to be treated more often
in programs that are targeted for reduced reimipoese under this proposal. The agency should
also understand the potential negative impactptuposal will have on independent community
practices and their Medicare patients if some plend were able to offer Part B drugs at ASP
minus 22.5 percent while others had to bill at AS six percent.

These continued cuts to the 340B Drug Discount faragor nonexcepted off-campus
PBDs do not address the transparency concernbdhatfilled the policy and political debate
surrounding this program. Instead of doing direotkato address those transparency concerns,
the continued cuts to 340B programs will directhpact cancer programs across the country and
their most vulnerable patients. ACCC fully agreest transparency is needed within the 340B
Drug Discount Program to account for where therggs/are going, and the populations being
served. To that end, we fully support the ageragking and auditing existing eligible providers
rather than making such broad payment cuts. Tceroaks without having first assessed the true
magnitude of the problem is inappropriate. Moreptige savings procured through the program
should continue to go to underserved cancer progend their patients to optimize cancer
delivery for our country’s most vulnerable popudais.

B. The proposal only further exacerbates payment reiffigals.

In proposing differential drug payment rates forimas sites of service based on 340B
participation, CMS’s proposal would create evenemmymplexity in an already complex OPPS
system and only further exacerbate payment diftaremetween physician offices and hospital
outpatient departments, as drug reimbursemencuiiitinue to be ASP plus six percent in the
physician office compared to the proposed ASP m2#iS percent for drugs purchased through
the 340B program in the hospital outpatient setti@d1S’s proposal is in direct conflict with the
agency'’s stated goal of promoting equitable payrbetween physician offices and hospital
outpatient departments reflected in this Proposgd Bnd previous rulemaking.

These proposed cuts only further exacerbate theHatcancer care delivery as
functioning today is not a modern system of healtbdelivery. With the cuts to the 340B Drug
Discount Program that would go into effect in 2@i¢h the finalization of this proposal, CMS is
not doing their part to include all sites of seevacross the country treating cancer patients when
developing these policies. Certain sites of sertigve continually been left out of the
healthcare delivery structure, and this furtheindmsntivizes treating the most vulnerable cancer
patients often seeking care at 340B facilities. OM&ontinuing to support a healthcare delivery
system that leaves out conversation about howetd trur most vulnerable populations at all
sites of care — physician offices and hospitaleystalike.

C. Savings from the 340B Drug Discount Program negtransparency, not further cuts.

ACCC strongly opposes CMS finalizing this propcasad believes that the savings from
the 340B program should always be used to helfc@ims provide more and better care to
underserved patients, including Medicare benefesarWhile ACCC strongly opposes
finalizing this proposal and we believe redistribgtthe savings across all outpatient services



defeats the clear intent by Congress and HRSAthlese savings be used to expand care for
underserved patients, at the very least, we bebdayesavings produced from this proposal
should remain in the OPPS system. Further, thetiat CMS does not yet know how any
savings from this proposal would be reallocated way that would not negatively impact low-
income Medicare beneficiaries is another reas@aptoposal should not be finalized. ACCC
strongly encourages CMS not to finalize its proptsaeduce payment for separately payable
drugs purchased under the 340B program. Insteadtmngly believe that HRSA and Congress
need to take steps to better align the programitgithriginal intent and ensure that savings from
the program are benefiting underserved patientghimicannot be accomplished if covered
entities see a 28.5 percent reduction in drug remsgment (from ASP plus six percent to ASP
minus 22.5 percent) on January 1st. ACCC stantlisgvio work with fellow stakeholders and
policymakers to achieve comprehensive reform of34@B program, which serves a critical role
in serving underserved patients in the cancer a@ealireery system.

1. CMSshould not finalizeits proposal to reduce reimbursement to 40 percent of the
OPPS ratefor certain clinic visitsfurnished at excepted off-campus PBDs.

CMS proposes to use its authority under sectiorB@82)(F) of the Social Security Act
(SSA) to reduce reimbursement for certain clingtsifurnished at excepted off-campus PBDs
to 40 percent of the OPPS ratédCCC strongly opposes this proposal, and we @& not to
finalize it. We are deeply concerned about thenfiakeffects that this proposal could have on
cancer care if implemented. Our analysis of tkelyiimpact of the proposal indicates that,
although fewer than half of all hospitals bill fegrvices in off-campus PBDs, almost 500 ACCC
members (about two-thirds) have such departmentsvanld be affected by the proposed
reduction. We are disappointed that CMS chosedpgse such a drastic reduction in
reimbursement without thorough analysis to veltify tlata underlying CMS’s proposal and its
estimated impact, to test the validity of the ag&mconclusion that the increase in volume for
clinic visits is “unnecessary,” to assess whethergroposed payment rates appropriately reflect
the cost of care in hospital outpatient departmdatsieasure potential effects on providers like
our member hospitals, and to examine the legabaitytfor these proposals. Notably, CMS’s
own Advisory Panel on Hospital Outpatient Paymét®P Panel) recommended that CMS not
implement the proposal at this time and continugttily the reasons for changes in outpatient
volume® We urge CMS to follow the HOP Panel's recommeiotiaand not finalize this
proposal without further study and analysis.

41d. at 37,142.

°cMs Advisory Panel on Hospital Outpatient PayméAnigust 20, 2018, Recommendatioragailable at
https://www.cms.gov/Regulations-and-Guidance/G uigdrACA/Downloads/2018-08-20-HOP-Panel-
Meeting-Agenda.zi“The Panel recommends that CMS not implemenptigosals for reduction in payment
for outpatient clinic visits or restrictions to sie line expansions. The Panel recommends that &M&$, the
matter to better understand the reasons for inedeailization of outpatient services.”).
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A. The Proposed Rule does not provide any data oryaisato support CMS’s conclusion
that there has been an “unnecessary increase” ewblume of outpatient clinic visits, as
CMS is required to show under SSA section 1833(E)2

SSA section 1833(t)(2)(F) authorizes CMS to “depedomethod for controlling
unnecessary increases in the volume of covered §¢Afices.” But the Proposed Rule includes
no data or analysis to support CMS’s assumptionttieae has been an “unnecessary increase”
in the volume of services furnished in the hospotatpatient setting. CMS should not proceed
with any reduction in reimbursement for clinic Wsfurnished by off-campus PBDs — let alone a
drastic reduction of 60 percent — without develgpime data and analysis to support a
conclusion that the volume of services furnishedugh an off-campus PBD is rising at an
inappropriate rate.

It is particularly important for CMS to provide daand analysis showing that there has
been an “unnecessary” increase in the volume gfatigint services in light of the many changes
taking place in how care is provided in the Unigdtes. Changes in patient demographics and
clinical needs, technological advances, and chgnggonomic incentives from CMS and other
payers all are playing a role in shifting care lesw settings, and could explain increases in the
volume in hospital outpatient services that migigear, at first glance, to be driven solely by
different reimbursement rates. Indeed, CMS appearscognize the need for a careful, data-
driven approach by asking a series of questiotiserfiProposed Rule about how “unnecessary”
and “increase” should be defined for other outpétservices, what factors the method of
controlling such increases should consider, paéatiernatives to CMS’s proposed method,
potential reasons to pay a higher rate for OPR&cesrthat can be performed in lower cost
settings, what exceptions the agency should almd,what impact the method of controlling
unnecessary increases might have on beneficiaries.

CMS should and must engage in a similarly rigoranalysis of whether there has been
an “unnecessary increase” in the volume of outpaténic visits before the agency implements
the proposed reduction in payment for those sesvasewell. All of the questions that CMS asks
stakeholders to consider and comment upon are tantaguestions for the agency to consider
when deciding whether and how to control the ingeda use of outpatient clinic visits. Instead,
the Proposed Rule assumes that a beneficiary ‘adatygeceive the same services in a lower
cost setting but is instead receiving servicesénltigher paid setting due to payment
incentives.®

The most that the Proposed Rule offers in ternmatrete support for its proposal is a
reference to the Medicare Payment Advisory ComimiséiiedPAC) Report to Congress in
March 2018 and other earlier MedPAC repdrtBut these reports do not show that there has
been an “unnecessary” increase in the volume piccliisits. For example, MedPAC’s 2018
report was focused on growth in spending, not uessEary increases in volume, and in any case
the MedPAC report relies on an unsupported assettiat a source of increased outpatient
spending “appears to have been” the result ofhliifeaf services from the physician office

® 83 Fed. Reg. at 37,142.
"1d. at 37,140.



setting to the hospital outpatient settthdn addition, the MedPAC report did not identifjst
shift of services as “unnecessanglthough the Proposed Rule incorrectly quotesebert as
using that word? In short, the MedPAC reports fall far short obyiding the kind of
supporting data and analysis required to supporS8Monclusion that there has been an
“unnecessary increase” in outpatient service volume

Until CMS provides an adequate explanation of t&a énd reasoning on which the
agency relied in reaching this conclusion and al@noviders and other stakeholders an
opportunity to test the validity of the agency’'saland reasoning, the statutory requirement of
an “unnecessary increase” will not be met. Justhasrtant, CMS'’s failure to provide adequate
support for its proposal does not allow stakehalderassess and meaningfully comment on
whether the proposal is the right approach forepési and the Medicare program.

B. The Proposed Rule does not provide any data oryamsato support CMS’s proposal to
pay for outpatient clinic visits at 40 percent b&tOPPS rate.

Even if CMS had provided support for its conclusibat there has been an “unnecessary
increase” in clinic visits furnished in off-campB8Ds, and that this increase was due to an
inappropriate disparity in payment for those sexsiander the OPPS, there is no support in the
Proposed Rule for the agency’s conclusion thatet0emt of the OPPS rate is the appropriate
payment for such clinic visits. CMS states thdicefvisits furnished by a physician under the
PFS are the “same service” as an outpatient alisicreimbursed under the OPPS and
compares the PFS and OPPS rates as if the twaasemie the same, but provides no data or
analysis to show that this is an appropriate coispar’

It is not accurate or appropriate to derive a paymate for clinic visits at excepted off-
campus PBDs directly from the PFS rate for physiotice visits, which is what CMS proposes
to do by using the 40 percent relativity adjusket it has adopted for nonexcepted PBDs. The
40 percent adjustment to OPPS rates for nonexceft@ampus PBDs was based primarily on a
comparison of OPPS and PFS rates for clinic visttest CMS itself has acknowledged that
payment rates for clinic visits under the OPPSRRS8 “are not entirely comparable” because of
the "more extensive packaging that occurs unde©OfPES for services provided along with
clinic visits” compared to the PFS.Similarly, in the OPPS final rule for CY 2017, GM
determined that the PFS payment rate for the 25 frexgiently billed services at off-campus
PBDs ranged from 0 percent and 137.8 percent oD®RS raté® Ultimately, CMS continues
to lack a solid rationale or adequate supportirtg tlaclaim that payment for any outpatient
service at 40 percent of the OPPS rate is equivtdethe PFS payment for that service or is
otherwise adequate or appropriate reimbursemerthéoservice provided.

8 MedPAC,Report to Congress: Medicare Payment Poli@y(Mar. 2018).
9
Id.
1083 Fed. Reg. at 37,140.
g,
1281 Fed. Reg. 79,562, 79,723 (Nov. 14, 2016).
131d. at 79,724.



C. The Proposed Rule fails to account for numerousnfiar effects that the proposal will
have on patient access to care.

CMS'’s proposal also fails to analyze or accountherproposal’s likely effects on
effective delivery of care and patient access. AG€deeply concerned that reducing
reimbursement for clinic visits furnished at offagaus PBDs will further fragment the delivery
of care for cancer and other complex conditiomsthé context of cancer care, we believe that
the proposed reduction could significantly undemerarprovider’s ability to provide full-service
cancer care in settings that are convenient faemist It is likely that providers will be forced
scale back services or close off-campus PBDs, negypatients receiving treatment at the
hospital to seek all of their care at the main fta§gnstead of at a PBD closer to home. In
addition, many of our members are participatingew delivery models such as the Oncology
Care Model (OCM) and Accountable Care Organizat{@€0s), created by the Center for
Medicare & Medicaid Innovation (CMMI) to achievetter care for patients, better health for
our communities, and lower costs through improverméour health care system. These
reforms will be hampered if hospitals are not gitlea flexibility to adapt use of PBDs to better
meet their patients’ needs. The Proposed Rule noesonsider or address any of these
potential negative effects on patient access te @ad on the effective delivery and coordination
of care.

We believe it is necessary for CMS to provide itgmorting reasoning and data before
finalizing the proposed reduction in payment foniclvisits. In particular, we urge CMS to
analyze the effects of the same payment reduatimonexcepted PBDs. That change took
effect on January 1, 2018, following a year of pagtrat 50 percent of the OPPS rate. CMS
presents no data or analysis in the Proposed Rplairing how these payment rates affected
utilization of clinic visits or other services, nbas it solicited comment from hospitals and other
stakeholders on the effect this reduction had emtand on their patients. Without an analysis
of the effect that the 40 percent payment adjustinas had on the volume of clinic visits in
nonexcepted PBDs, it is premature to concludeapplying the same reduction to excepted
departments would not harm access to care.

D. CMS’s proposal is contrary to Congress’s intenptotect excepted off-campus PBDs
from precisely the kind of payment reduction thBtSCproposes.

CMS'’s proposal is also troubling because it comngs Congress’s clear intent to
preserve excepted off-campus PBDs from CMS authtriteimburse outpatient services at
reduced rates. Section 603 of the Bipartisan Budgeof 2015 excludes certain grandfathered
off-campus PBDs that were “billing under [OPPS]hwiespect to covered OPD services
furnished prior to the date of the enactment oftise 603. Despite this clear exception, CMS
proposes to use its authority under section 18&3(§) of the SSA to make payment to
excepted and nonexcepted off-campus PBDs the shmdeed, CMS seems to openly
acknowledge that it seeks to use section 1833(E)2&s a way to impose payment reductions on
the very PBDs that Congress explicitly exceptednifsuch reductions: “While the changes
required by the section 603 amendments to sec888(1) of the Act address some of the
concerns related to shifts in settings of care@ratutilization in the hospital outpatient setting,
the majority of hospital off-campus departmentstowe to receive full OPPS payment
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(including . . . excepted off-campus departmenta bospital) . . . * Excepted off-campus
PBDs do continue to receive full OPPS payment —thisdis because Congress expressly
instructed that they should not be subject to ype bf reduction that CMS now proposes.
CMS'’s proposal would circumvent this clear congiasasl intent.

E. CMS should not make the proposed reduction in almaget-neutral manner and lacks
the authority to do so.

Finally, ACCC is disappointed by CMS'’s proposal tetmake the proposed reduction in
payment for outpatient clinic visits budget neytvehich will result in an overall reduction in
funding for outpatient services. We believe tieg proposal, if implemented, would exacerbate
the harmful effects of the proposed reduction diepaiaccess to care by forcing providers to cut
services offered at PBDs or close those PBDs cdeipleln addition, CMS does not appear to
have the statutory authority to implement its pisgdon a non-budget-neutral manner. CMS
states that it has this authority because SSAmed833(t)(9)(B), which generally requires
budget neutrality for changes under the OPPS, “doespply to the volume control method”
under SSA section 1833(t)(2)(F), but only to “wamel other adjustment$® But the legislative
history of section 1833(t) directly contradictsstimterpretation: the House conference report
instructs that “adjustments [to the OPPS] madehbySecretary would be made in a budget
neutral manner® Congress also included a special authorizati®®SA section 1833(t)(9)(C)
for CMS to adjust the conversion factor to accdanunnecessary increases in the volume of
outpatient services, which Congress would not ltoree if it had intended to give CMS the
authority to make other non-budget-neutral adjustsio the OPPS. Finally, CMS’s
interpretation is not consistent with the signifitgrant of congressional authority that non-
budget-neutral changes to the OPPS require. Gheshroad requirement of budget neutrality in
section 1833(1)(9)(B) and the importance of budugttrality to the overall structure of the
OPPS, it is a strained interpretation to concllae €MS would have excepted changes under
section 1833(t)(2)(F) from that requirement simipyyreferring to those changes as “methods”
rather than “adjustments.”

For all the reasons above, ACCC strongly opposegptbposal to set payment at 40
percent of the OPPS rate for outpatient clinictgiat excepted off-campus PBDs and urges
CMS not to finalize it.

V. CMSshould not finalizeits proposal to reduce reimbursement to 40 percent of the
OPPS rate for service line expansions at excepted off-campus PBDs.

CMS also proposes to reduce reimbursement to 4&peof the OPPS rate for services
furnished by excepted off-campus PBDs if thoseisesvare not part of a “clinical family of
services” that the PBD had been providing duritmgseline period prior to November 1, 2615.
The proposal to reduce payment for service lineaggns suffers from many of the same

1483 Fed. Reg. at 37,141.

151d. at 37,142.

16 SeeBalanced Budget Act of 1997, H.R. Rep. No. 105;2t784 (Conf. Rep.).
1783 Fed. Reg. at 37,148-49.
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defects as the proposal to reduce payment forcalisits at excepted off-campus PBDs. The
proposal also would have a meaningful negative anpa ACCC members. Our analysis
indicates that, in 2017, 30 ACCC hospitals added @dministration and clinical oncology
services to an excepted off-campus PBD, 13 ACCQitals added radiation oncology services,
and 15 ACCC hospitals added imaging services. gitmposal would harm hospitals like these
and limit their patients’ access to care. We WS to heed the HOP Panels’ recommendation
and not finalize the proposal.

As with the agency’s proposal to reduce paymentlioic visits, CMS does not provide
adequate data or reasoning to support its conclukat 40 percent of the OPPS rate is an
appropriate payment for the various services thab@epted off-campus PBD might provide
through a service line expansion. As noted abitne40 percent PFS relativity adjuster was
based primarily on a comparison of OPPS and PFS fat clinic visits. That comparison is
inadequate to support the accuracy of a paymeatatadO percent of the OPPS rate, even for
clinic visits themselves. The comparison of rae®ss payment systems is even more
unreliable for other types of services, includingny services in the “clinical families” of drug
administration and clinical oncology, radiation olugy, and imaging. CMS has provided no
data and no reasoning to support its conclusiondbagercent of the OPPS rate is an accurate
equivalent of the PFS rate for each of these sesyicor could it possibly do so. Services
furnished under the PFS and services furnishedriuhdeOPPS often are not directly
comparable, and even when a comparison may be r@aie’s own analysis of the top 25 billed
services found that the PFS rate varies from Ogmérto 137.8 percent of the OPPS rate.

CMS'’s proposal to reduce payment for new servigeslialso will create new barriers to
patient access and effective coordination and delief care, especially for complex conditions
like cancer. Comprehensive cancer care often megjtie involvement of multiple specialties
and types of services, including imaging, drug amstiation, and radiation oncology. Many of
ACCC’s members provide a mixture of these servatesf-campus PBDs throughout their
communities, and they report that offering a varadtservices at a single location is essential to
providing quality care. In addition, most patieptsfer it. CMS’s proposal to reduce payment
under the OPPS to the clinical families a facibilfed for before November 1, 2015, could deny
a hospital the ability to update its services adllifies to meet patients’ needs. Effectively,
hospitals providing cancer care would be frozetinme, unable to expand or shift the availability
of certain services to different locations becatey would receive inadequate payment for
those services.

CMS'’s proposal also contradicts Congress’s cleanirthat excepted off-campus PBDs
not be subject to the kind of payment reductiomas the agency proposes, and therefore goes
beyond the agency’s authority. As many stakehsltiare pointed out during previous
rulemaking on this issue, CMS lacks the statutomtyparity to impose payment reductions on
“new clinical families of services,” or indeed teeate the concept of a “clinical family of
services” in the first place. Congress establishredxception for certain off-campus PBDs of a
hospital, based on the date that PBD was “billingar [section 1833(t)] with respect to covered
OPD services,” not the type of services for whivh ¢xcepted PBD billed. Indeed, when
Congress wanted to identify certain services tr@atlevor would not be subject to CMS'’s

1881 Fed. Reg. at 79,724.
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authority to reduce payment from the OPPS rateyatv how to do so, as it did when it excepted
emergency department services under section 183BJ}). If Congress had wanted to give
CMS the authority to subject certain services &hed by excepted PBDs to payment under a
non-OPPS rate, it would have said so clearly.

Finally, as CMS recognized when it first implemeh&ection 603, applying the payment
reduction to expansions of services in certain@ihfamilies would be “operationally complex
and could pose an administrative burden to hospi@E1S, and our contractors to identify, track,
and monitor billing for clinical services.” Thigitradicts CMS'’s stated intent to reduce
administrative burden for providers by adding yabther layer of documentation simply to
avoid a drastic 60 percent payment cut for affesedices.

For all the reasons above, ACCC firmly opposegptposal to set payment at 40
percent of the OPPS rate for new lines of serviexeepted off-campus PBDs and urges CMS
not to finalize this proposal.

V. CM S should clarify how hospitals should bill for furnishing certain outpatient
servicesrelated to CAR-T therapies and ensure that hospitalsare paid
appropriately for furnishing these therapies.

In Addendum B to the Proposed Rule, CMS proposess@n status indicator “B” to
four Category 1l Current Procedural TerminologyP(C®)™ codes that the American Medical
Association (AMA) created to describe servicestezglao CAR-T therapies, effective January 1,
2019. CAR-T therapies present an exciting andstoamative new approach to treating certain
cancers, and ACCC wishes to ensure that when ladsfutrnish outpatient services related to
CAR-T therapies, they are paid appropriately fonishing those therapies.

We are concerned about the lack of clarity from CdmShow to bill for the services
described by these codes. A status indicator bféPresents that the code is not paid under the
OPPS, but that an alternate code that is recogihg&lPPS when submitted on an outpatient
hospital Part B bill may be available. Howeversihot clear what alternate code a hospital
should use for CAR-T related services or how digehiospital might bill Medicare for those
services in the hospital outpatient setting. Hadpialready are providing these treatments and
will continue to do so as the use of these inneeatherapies expands. CMS should make clear
in the final rule how hospitals should bill for $uservices and should ensure that Medicare
payment for these services is appropriate and adeda reflect the service furnished.

VI. CMSshould ensurethat any model based on the CAP authority isvoluntary for all
participants, preserves patient accessto treatment and provider flexibility, and
promotes cost-efficiency through more effective distribution and delivery of drugs
and biologicals rather than utilization management tools.

The Proposed Rule includes a Request for Informg&d-1) issued by CMMI seeking
input on a potential CMMI model that would leverag®S’s existing authority under the CAP

Y¥cPTisa registered trademark of the American edhssociation.
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established under section 1847B of the SSA ton@stmethodologies and processes for
distributing and reimbursing drugs and biologicaisered under Medicare Parf'B.

ACCC supports new and more cost-efficient approatbeelivering and paying for
health care, including meaningful conversation alhow those new approaches might reduce
the cost of drugs. However, we are concerned adoouCMMI model that would rely on the
CAP authority because of the significant challenggsroviding drugs to patients under the prior
version of the program, as well as concerns abbether reimbursement for drug
administration and other services will be suffitiencover the full costs of treating patients. As
originally implemented, the CAP often resulted elays in patient access to medications and
inhibited provider flexibility in adopting patiefteatment regimens. These issues would be
difficult to overcome in any updated version of &P, particularly with respect to cancer
drugs. However, we also understand that someipeaatnay desire an alternative to the current
model for acquiring Part B drugs through the Medigarogram, provided that alternative is
voluntary, appropriately structured to protect gatis, and will reimburse them for the true cost
of providing quality cancer care. Should HHS cletsmove forward with a model based on
the CAP authority, ACCC urges the agency to stmectiie model so that it is voluntary for all
participants (and does not impose penalties orethd® do not participate), ensures timely
patient access to necessary medications, mairpeavgler flexibility to choose appropriate
treatments, and does not seek cost savings simgphsbrting yet another middleman between
manufacturers and providers.

A. General Comments on a Potential CAP-Based Model

The cancer care delivery infrastructure is a feagdnstruct of hospital outpatient
departments and physician offices working togetbgrovide care to patients in their
communities. Physicians and providers face growingbers of patients requiring cancer care,
and their ability to provide appropriate care defseon several factors, including adequate
Medicare payment rates for chemotherapy drugsatiadioncology, and other important
oncology services. ACCC is committed to presendnd protecting the entire continuum of
quality cancer care for our patients and our comt@sy including access to appropriate cancer
therapies in the most appropriate setting.

ACCC also understands that the United States healthsystem is shifting fundamentally
toward a payment and delivery paradigm based areyahd community cancer centers are part
of this reform effort. We fully support the overhing goal of this shift to bend the cost curve by
improving care, providing the right care at thétigme, reducing over-treatment and under-
treatment, and reducing hospital admissions arthmsaions. ACCC members have a long
history of working with CMS on meaningful paymeatarm, including by partnering with
CMMI to achieve a shared goal of improving care esdlicing costs for cancer patients
through the OCM. We also recognize the need fooad, national conversation about
pharmaceutical pricing and strategies to rein ugdrosts for the Medicare program and its
beneficiaries. However, this conversation need®twider the relative costs and benefits of all

2083 Fed. Reg. at 37,212-17.
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aspects of health care, rather than focusing ndyromreducing drug costs to the detriment of
guality, access, and innovation.

Further, any policy solution to rein in drug costsst preserve patients’ access to — and
ability to afford — quality cancer care and, reddye mitigate any impact on already reduced
payment rates for cancer care providers. Manyuoheembers are already challenged to
provide care in their communities at reduced paymeges due to sequestration, decreasing
drug administration rates, and under- or unreimdaiservices required to provide quality
cancer care. Additionally, ACCC’s members strivg@tovide the best care possible to their
patients, including the most appropriate drug thieis with the choice of treatment being
guided by clinical evidence and the patient’s neeelgardless of cost. While it is our
responsibility to ensure appropriate utilizatiom ao provide the right drug to the patient at the
right time, ACCC physicians and providers have antml| over drug prices. Any policy
approach to lower drug costs should not hold ptgienproviders accountable for a problem
they did not create.

B. There are significant barriers to effective provigearticipation in a CAP-based model.

Few provider practices were interested in consilst@articipating in the first version of
the CAP, and there are significant barriers to jglens participating effectively in a new model
based on the CAP authority. The original CAP eigmered a high rate of turnover of physician
participants from year to year, likely as physisia@iscovered that the CAP did not work for
them?* Providers probably would face similar barrierffective participation in a new model
based on the CAP, for a number of reasons.

First, any CAP-based model that requires physidiambtain each dose of a drug for a specific
patient would impose administrative burdens thalctcbave a negative impact on a provider’s
ability to provide the best patient care and engae patients are getting the drugs they truly
need. Second, providers are unlikely to want ttigpate in a CAP-based model if they are not
assured that reimbursement for the other itemssandces they provide will be sufficient to
cover the costs of providing quality care. Curenmeimbursement for drugs helps practices
provide patient support services and pharmacy @es\that are essential to providing the drug
and quality patient care but are not adequateiylvaised as separate services. Relevant social
services include assistance with navigating thegs® of financing cancer care services,
including communicating with insurers, social seed, transportation services, dietary
guidance, and chaplain support, all of which aneimbursed and yet fundamental to providing
patients with support during their illness. Pharynservice costs for cancer treatment providers
include the costs of furnishing clean rooms, mamnmg supplies, solutions, hoods, and storage,
and other administrative costs associated with giagachemotherapy inventory and preparing
drugs for administration. Practices would incumgnaf these costs even if they were no longer
responsible for purchasing the drugs themselvégsd services are only going to become more
essential as cancer treatments become more complex.

2RTI International, Evaluation of the Competitivequisition Program for Part B Drugs, at 59 (2010)
[hereinafter Evaluation of the CAP for Part B Drgsvailable athttps://www.cms.gov/Research-Statistics-
Data-andSystems/Statistics-Trends-and-Reports/Regownloads/CAPPartB_Final 2010.pdf
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Moreover, should HHS create a new CAP-based mpd&liders who participate likely
would face additional administrative costs and dowded to hire at least one additional full-
time equivalent (FTE) employee to manage drug itsgrpurchased through the model and
ensure it gets to the right patient. Practicesldvbave to hire an additional FTE, instead of
using an existing one, because they would contioyeirchase drugs not available under the
model, including drugs for their non-Medicare pats through the regular drug distribution
system and would be paid for them under other reisgament methods.

In addition, practices are already facing finanoéstraints due to sequestration’s
reduction in reimbursement for drugs and servidasither reducing practices’ revenue under a
new CAP-based model would leave providers with dgeg to cover patient support services
and pharmacy services, as well as the additiomalrastrative costs incurred under the model.
If CMMI chooses to move forward with a new CAP-khseodel, it should ensure that it adopts
a mechanism to ensure that providers will be appatgly compensated for all of the services
they provide. For example, CMMI could consider gttty a new inventory management fee
under the model to cover the costs of these sexvamilar to the Monthly Enhanced Oncology
Services payment available under the O&M.

C. It will be difficult to overcome the distributiomd access issues of the original CAP.

The original version of the CAP faced significahtiltenges that will be difficult to
overcome when implementing a CAP-based model.ekample, the laws governing the CAP
and requirements imposed by vendors often deldyedelivery of a CAP covered drug to
providers (and consequently to patients) because:

* Physicians had to submit a prescription to a CARtlee before the vendor could
deliver the drug to the physicidhpr

* Physicians could not transfer drugs across mulppdetice locations except
pursuant to their agreement with the CAP verfon ACCC'’s experience,
these agreements led to restrictions on the alofiphysicians to transfer drugs
to the practice’s location that was most convenienthe beneficiary.
Physicians therefore had limited ability to work@and the delays imposed by
needing to order each dose of a drug for a spqudient and location from the
CAP vendor.

This lack of flexibility guarantees that a provideill face difficulties in tailoring treatment
regimens to specific patients under the CAP authofror example, if a patient has an adverse
reaction to a particular medication and needs tokguswitch prescriptions, her physician
would face additional administrative burdens havtmgbtain or restock the drug the patient
needs under the CAP, compared to using a drugfabeghysician’s own supply and billing

for it. In addition, any drugs the physician oetfrom the CAP vendor but could not
administer are at risk of being discarded if thggitian and the vendor cannot process a new

22 CMS, Oncology Care Model: OCM Performance-Baseghteat Methodology Version 3.2, at 7 (Dec. 27,
2017).

23 SSA § 1847B(b)(4)(E).
24 42 C.F.R. § 414.908(a)(3)(xi).
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prescription to use the drug for another patiélittis process imposes cost burdens on the
physician and the vendor as they seek to avoidimgadtugs.

The lack of flexibility in the delivery of drugs waarticularly problematic for cancer
patients under the original CAP. After CMS postdimplementation of the CAP effective
December 31, 2008, it hired RTI International tofgmen an analysis of the program to
determine its successes and failtfeThis evaluation found that physicians particylaelied
on certain emergency measures in the CAP to tidlisjyense the appropriate dosage form and
strength of a drug to patients. These measurésdied the emergency restocking provigfon
and the “furnish as written” provisioch. The former permitted physicians to use a drutpéir
own inventory and then immediately resupply it watdrug purchased through the CAP in
situations where the drugs were immediately necgse physician could not have predicted
she would need the drug, the vendor could not supfdst enough, and the situation qualified
as an emergendy. Under the latter, a physician could purchaseug thirough the ASP
reimbzlérsement system if a dosage form or strenigghdoug was not available through the
CAP.

Under the CAP, physicians used the emergency fastpprovisions for breast,
prostate, colorectal, and other cancers and tut®percent of the time in 2006 and 21.7
percent of the time in 200%. In 2006 and 2007, they used the emergency restppkovisions
for chemotherapy 26.5 and 25.5 percent of the tespectively’* Finally, they used the
emergency restocking provisions for lung, uppeesiitye tract, and other severe cancers 28.1
and 27.8 percent of the time in 2006 and 2007 cisady.>?

In addition, under the CAP in 2006 and 2007, phgsg used the “furnish as written”
provision for breast, prostate, colorectal, ancpttancers and tumors 3.9 and 5.4 percent of the
time respectively® They used the “furnish as written” provision fdremotherapy 5.4 and 8.9
percent of the time respectively. They used the “furnish as written” provision fong, upper
digestive tract, and other severe cancers 3.5 #hpedcent of the time respectivéfy.These
categories of codes were among the top 20 that nsest the emergency restocking and
“furnish as written” provisiong®

25 Evaluation of the CAP for Part B Drugs at 9.

2642 C.F.R. §§ 414.902, 414.906(e).

271d. § 414.908(a)(3)(xiv).

81d. 8 414.906(e). An emergency situation is definethasunforeseen occurrence or situation determined
the participating CAP physician, in his or her idal judgment, to require prompt action or attemtior
purposes of permitting the participating CAP phigsido use a drug from his or her own stock, ifatieer
requirements of” the rule are mdd. § 414.902.

291d. § 414.908(a)(3)(xiv).

30 Evaluation of the CAP for Part B Drugs at 53.
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These data make clear that the only way for phgsgto make the CAP work when
treating cancer patients was to circumvent the GARindard procedures and rely on the
emergency restocking and “furnish as written” psamms, likely to accommodate changes in
patient scheduling or changes in a planned codrseaiment. These obstacles are so
fundamental to the nature of the CAP that they bwadlifficult to overcome in any new CAP-
based model.

D. If CMMI moves forward with a new CAP-based modetust take steps to protect
patient access and preserve provider flexibility.

Should CMMI choose to move forward with a new mdateted on the CAP authority, it
should consider either excluding cancer drugs filasprogram, as the above data suggests that
they clearly are not suited for it, or CMMI mustvéep a means of streamlining the CAP
distribution system to avoid the above issues.p#$ of any streamlined CAP system, CMMI
must maintain and improve the emergency restockimy“furnish as written” provisions to
make drugs available to patients when needed, anoalaite changes that frequently need to be
made at a moment’s notice in response to a paientlving health and comorbidities, and
preserve provider and patient choice with respetheir prescriptions. These changes should
also include a mechanism for physicians to diséfmain the CAP model mid-year if it turns
out that the model is adversely affecting theiigyds, instead of requiring physicians to
participate for a full yeat’

Finally, to further maintain patient and providecess to the drug of their choice, CAP
vendors should not be permitted to adopt closeahddaries under which a vendor might
actually get to exclude or threaten to excludeug drom coverage and should not be permitted
to adopt utilization management tools, such ag @umhorization requirements and step
therapy, as suggested by MedPAC for its proposeg dalue program (DVP} As discussed
further below, these measures might reduce or getignts’ access to drugs that they truly
need.

E. Providers should not be forced to participate iry&@AP-based model and CMMI
should not impose payment penalties that effegtregjuire provider participation.

ACCC also urges CMMI not to make any new CAP-basedel mandatory or to take
any measures that would effectively make the moweidatory by forcing providers to choose
between participating in the model or risking finahruin. As mentioned above, MedPAC
recently proposed a DVP, which the RFI suggest&ldoeiused as a potential framework for a
CAP-based modéf As proposed by MedPAC, the DVP would incentivizevider
participation in the CAP by gradually phasing dwd 6 percent payment given to providers in

3742 C.F.R. § 414.906(a).

38 MedPAC, Report to the Congress: Medicare and gwedthl Care Delivery System at 32 (June 2017)
[hereinafter “MedPAC Report"available athttp://www.medpac.gov/docs/default-
source/reports/junl7_reporttocongress_sec.pdf?Psfors

3983 Fed. Reg. at 37,214-15.
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addition to ASP under the traditional reimbursensystent:’ In practice, reducing the
additional 6 percent payment to ASP would servg tmpenalize providers who choose not to
participate in the model and would not encouragaravements in care. Without adequate
reimbursement for the full array of services neeegrovide quality care under either the
standard reimbursement system or a CAP-based nmdeiders would be caught between two
bad choices, neither of which would be sustainablesult in better care for patients. For these
reasons, ACCC urges CMMI not to use punitive messunder the current ASP system as a
tool to force provider participation in a new CABsed model.

F. A CAP-based model should not authorize vendorsédarmularies or any form of
utilization management.

The RFI seeks comment on whether a CAP-based msbdeld allow CAP vendors to
use “formulary and/or utilization management sgis, such as step therapy.”ACCC
strongly opposes the use of step therapy or amy &drutilization management as part of any
CAP-based model. Giving CAP vendors the authooitgstablish step therapy or other limits
on utilization would severely limit patient accessl create new barriers for patients seeking
care from a provider who has chosen to participatee model. For providers treating
patients with cancer or other complex and life-dibhe@ing conditions, it is simply unacceptable
for drugs to be delayed or unavailable due to timaiaistrative burdens of a CAP vendor’s
utilization management decisions. For exampleepts with cancer are often subject to
complex, multi-drug treatment regimens that evajuekly over time in response to the
progression or regression of the patient’s canedrchanges in the patient’'s comorbid
conditions. It is critical that providers who pecabe Part B drugs continue to have the
flexibility to choose the drug regimen that is molgtically appropriate for each patient’s
treatment, without the dangerous obstacle of atitn management standing in the way. We
appreciate the Administration’s commitment to redg@dministrative burden and placing
patients above paperwork. Utilization managemewaistalways are coupled with significant
provider burden. We urge CMMI to keep this in maslit develops any new CAP-based
model.

Moreover, there are already numerous group punapasiganizations (GPOs) and
other intermediaries between manufacturers of Palrugs and providers, and these
intermediaries have successfully obtained significaductions in the cost of Part B drugs.
We believe these existing intermediaries are irbes position to press manufacturers for
discounts on Part B drugs that save money for tbdidhre program, providers, and patients,
and that adding CAP vendors as new middlemen Wwéhatithority to impose new and
additional limits on providers would do more hatmn good by hamstringing providers and
limiting patient access without incurring signifidaadditional cost savings. We urge CMMI
not to include utilization management authoritypast of any CAP-based model, and instead
to rely on CAP vendors to drive cost-efficiencyaiagh helpful innovations in the distribution
and delivery system for drugs.

0 MedPAC Report at 58.
183 Fed. Reg. at 37,217.
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ACCC greatly appreciates the opportunity to comneenthe OPPS Proposed Rule.
ACCC reiterates its commitment to promoting actessffective cancer treatments for all
Medicare beneficiaries who need them. If you h@wequestions about our comment letter or
would like to discuss our comment in further detalitase contact Blair Burnett at (301) 984
9496 x213 or bburnett@accc-cancer.org.

Respectfully submitted,

w8,

Thomas A. Gallo, MS, MDA
President, Association of Community

Cancer Centers
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