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Dear Acting Administrator Slavitt:

The American Association of Bioanalysts (AAB) ahe National Independent Laboratory
Association (NILA) welcome the opportunity to prdegicomments on the Medicare Clinical
Diagnostic Laboratory Tests Payment System; CMSEIB2RIN 0938-AS33. AAB and NILA
represent independent community and regional laboes, which work with physician
practices, hospitals, outpatient care settingdeskinursing facilities, and homebound patients.
Organization members are community-based businésaesange in size from small to large
multi-state regional laboratories. For the majoafyAAB’s and NILAs members, 30-50 percent
of their testing services are provided to Medidaereficiaries. Some NILA laboratories provide
a full range of testing services, while othersfaeised primarily on providing routine and
emergency (STAT) diagnostic services to allow ptigsis to manage chronic diseases.

Background

Since its passage, AAB and NILA have been extreroehcerned about the impact the
Protecting Access to Medicare Act of 2014 (P.L-33Bwill have on regional and community
laboratories and the Medicare beneficiaries theyese Section 1834A of the Act significantly
alters how clinical laboratories providing diagnosesting services included on the Clinical
Laboratory Fee Schedule (CLFS), regardless of ¢ypaboratory, will be paid going forward.
Our organizations did not support the law for sal/enportant reasons: (1) an unrealistic,
limited statutory timeframe for implementation of@mplex first-time system where the IT
infrastructure is not currently in place and whea¢a collection and assessment capabilities and
resources vary substantially within the laboratmsynmunity; (2) the immense financial and
administrative strain of an unfunded mandatory repg requirement on community-based
laboratories, particularly small laboratory bussess (3) the fallacy of a system to evaluate
Medicare rates based on comparisons to a weigheeldbm of private payment rates, which are
primarily and sometimes exclusively negotiated seidby national laboratories to achieve sole
source contracts and narrow provider networks;(dhthe lack of recognition in the law that
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community laboratories have different business enucs given their size, structure, and limited
test menus and cannot absorb across-the-boarthatitsould amount to as high as 55 percent
for some tests under the statute.

AAB and NILA are alarmed that Congress passed @e&16 of PAMA without ever holding a
congressional hearing or allowing for deliberationsegislation to address the complexity of
laboratory payment reform. Our organizations dse alarmed that this was attached to and
rushed through on an unrelated piece of legislatity a few years after the Senate Judiciary
and Finance Committees began an investigationdmase arrangements between national
private insurers and national, publicly-traded labories for establishing and accepting
predatory pricing practices in order for such labories to obtain greater Medicare market share
over their competitors.

The only way for CMS and Congress to ensure Medigapaying an appropriate price for
laboratory services and to ensure continued at¢odaboratory services for beneficiaries
regardless of where they reside is to ensure ihex&ompetitive Medicare market for laboratory
services. In the absence of that competition, hoharkets in the United States can be served by
two dominant national laboratories. CMS shouldggtze that if the statute and its regulatory
implementation result in a substantially smallember of laboratories participating in the
Medicare program, this will result in significaoing-term price increases and reduced access to
testing services.

NILA and AAB truly appreciate the significant taSiMS has before it to issue regulations to
implement Section 216 of PAMA. However, AAB andLlwant to strongly emphasize to

CMS that the agency must be more thoughtful antbtigh in its approach to the regulation than
Congress ever was in its crafting and passage. Gad% responsibility to ensure that
implementation of the law is about far more thanwieg a savings to Medicare by cutting
payment rates. The best outcome for the Medicargram is for the regulations to take a
surgical approach, rather than an ax, to the P&iirBcal Laboratory Fee Schedule in order to
protect competition in the market and ensure cartiraccess to laboratory services. While our
organizations did not support the law’s approacaddressing Medicare laboratory payment
reform, we want to work with the agency to enstsdair implementation. We appreciate the
agency'’s willingness to engage in a dialogue wghhws far on implementation, and we hope to
continue the dialogue to ensure the terms of thelatgion are achievable for community
laboratories and the statutory provisions are ctigrénterpreted as intended by Congress.

Our organizations are extremely concerned by tipeageh of the proposed regulation as
outlined. We are likewise concerned that CMS l@ssaught to engage with community
laboratories to ensure the utility of any new agesystem under development for collecting the
laboratory data associated with the proposed r8lech a data system is not even described in
the proposed rule the agency envisions finalizess than five weeks from the date of this letter.
Thus far, community laboratories have had no ahititrespond to whether the data system can
correspond with the variances in laboratory infaliarasystems that have no uniformity across
the industry. It is of paramount importance thitSCunderstands NILA's and AAB’s concerns
about the approach of the proposed rule and ddemaowe to issue final regulations that
ultimately: goes into place without first testingi@w data collection system with laboratories
that represent variances in the size and structiutee industry; results in an inability for
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community laboratories with limited resources tonpdy with requirements while under threat

of extreme penalty; limits the market assessmeottgss by not having the full laboratory market
represented in the data; and creates a proceséttigttio-no transparency so laboratories cannot
appropriately provide feedback to the agency whem @LFS rates are proposed.

Independent Community Laboratory Market

As CMS works to finalize regulations, it is critiggimportant that the agency understands the
diversity in the types of laboratories that makehgpindependent laboratory market in size and
structure, testing focus, and purpose for thatdodandependent community-based clinical
laboratories work with physician practices, hodpjtautpatient care settings, skilled nursing
facilities, and homebound patients. In contrashé&two large national, publicly-traded
laboratories that make up more than 50 percerieofaboratory market by test volume,
community laboratories range in size from smallilesses to large multi-state regional
laboratories. For most of these laboratories kertine two national laboratories, 30-50 percent
or more of their revenues are from Medicare ParMdst community laboratories operate
between one and five laboratory testing faciliiesipared to national laboratories that operate
around 200 or more testing facilities. The mayoot community laboratories are privately-
owned companies, and many are family-owned andapgeisince their establishment, decades
ago. Unlike their national competitors, these tabaries have personal relationships with
providers in their communities, offering emerge(SYAT) testing, quick turnaround times when
results are immediately needed for patients witltiple comorbidities and sensitive health
conditions, and employing a skilled workforce thgbhuocally-based and operated testing
facilities. Community laboratories also provideessential infrastructure during natural
disasters and other emergency situations whenadfictis limited or otherwise not available.
During September 11, 2001, and the immediate tmnedrthereafter, when national laboratories
were unable to ship specimens by air for processioigmunity laboratories maintained the
infrastructure needed to ensure testing was aveikatd timely.

The testing offered by independent community-bdaledratories and the costs of doing so vary
considerably from their national competitors. Tegtidy community laboratories tends to be
limited to a menu of tests that best serves thigintele (e.g., routine testing for chronic
conditions) or limited to specialty testing for@esific purpose (e.g., infectious disease testing;
allergy testing). Community laboratories are thelities providing the majority of testing to
niche care settings such as skilled nursing faslitassisted living facilities, federally qualdie
health centers, and to physicians providing catetaebound patients. Community-based
laboratories also tend to be the primary testisguece for rural communities. Maintaining the
testing market infrastructure to ensure that comtyaiboratories are able to continue providing
access to testing services must be a priority a§ G&kks to finalize its regulations and
implement this new program. It is important thid€ understands the role that community
laboratories play in providing Medicare benefi@arneeded testing services and the strain and
implications any new Medicare laboratory rate exabn system and such payment adjustments
can have on this particular segment of the market.
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NILA and AAB Comments on the Proposed Rule

Provisions of the Proposed Rule

Definition of Applicable Laboratory

The statute defines “applicable laboratory” daksratorythat receives the majority of its
Medicare revenues under the CLFS or PFS. Thetstigelf did not seek to define laboratory,
but it did make clear that the appropriate evatuatif whether a laboratory is considered
applicable is by looking at the laboratory’s reversources and whether services provided for
and reimbursed through either the CLFS or PFS rapkée majority of where the laboratory’s
revenues are derived. When evaluating the diffesgres of laboratories that exist today in
terms of where they derive their revenues, itésacthat the statute sought to exclude from the
definition of applicable laboratory those laborasithat receive the majority of their revenues
from global diagnosis-related group (DRG) paymemesbundled for hospital inpatient
laboratory services. It is also clear that théus¢éasought to exclude those laboratories that
receive the majority of their revenues from amhadapayment classifications (APCs) where
payments are bundled for hospital outpatient laiooyaservices. The only other way the statute
sought to exclude laboratories from reporting vimesugh a low expenditure or low volume
threshold exemption, providing discretion to theragy for setting the parameters for such a
threshold. Under the statute, CMS has the aughiriexclude laboratories from reporting
private payor rates for three specific statutogsons: (1) If the laboratory does not receive the
majority of its Medicare revenue from the CLFS &SP (2) if the laboratory meets a low
expenditure threshold; or (3) if the laboratory tseelow volume threshold.

The statute was clear in its use of the word laiooyaThe standard for evaluating whether a
laboratory is applicable is by looking at the laddory itself and whether it meets the
requirements under statute for the purposes oftiegalata to the federal government. In
drafting the legislative language, Congress coakkhnstead used the word “entity” instead of
laboratory, and in that case, the standard foruewmlg whether the entity is applicable for the
purpose of reporting data would be by looking atehtity in its entirety to determine where the
majority of its revenues are derived. With thereslganging health care marketplace and growth
of integrated health care delivery systems, sutelggress would have defined applicable
laboratory as an entity rather than a laboratotlyat had been its intention. By using the word
laboratory, Congress limited the definition of apgble laboratory directly to the laboratory
business unit itself, whether that laboratory @eipendent, a hospital outreach laboratory serving
non-hospital patients, a physician office laborgtor a laboratory of any other type.

Hospital outreach laboratories are a growing bussifier hospitals and health care systems and
have separate and distinctly identifiable cost @ent These laboratories obtain specimens from
patients that are seen in physician offices andratise provide direct testing services to non-
hospital patient Medicare beneficiaries in the sama@ner as independent laboratory businesses.
Hospital outreach laboratories are paid under thi€SCfor the testing services provided, and
CMS has long recognized that these laboratoriestibmas independent laboratory practites.

! Medicare Claims Processing Manual, Pub. No. 1Q00pter 16, 10.1.
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Congress’s expressed purpose in drafting Sectiéro2 PAMA and including it into what
ultimately became statute was to have Medicare paymates for clinical laboratory services be
evaluated against and then aligned with the wegyhtedian of rates paid for the same services
in the private market. In order for such a rate evaluation and reassénto occur and to not

be unfairly skewed or biased, the Medicare ratevagime data collected by CMS as structured
under statute must reflect the entire laboratorgkets

To not have the full laboratory market represemielil result in the data submitted to CMS for
evaluation being dominated by the largest indepetnidéoratories in the market, where smaller
market competitor rates cannot be fairly assessehwevaluating a weighted median rate. The
volume of test rates submitted by the largest natiplayers in the independent laboratory
market are expected to be in the millions for so@ses, whereas the rates submitted by other
national laboratories are expected to collectiadyin the thousands. The two largest national
independent laboratories in the market togetherenogkmore than 52 percent of the test volume
in the United States. It is not possible for CMSairly evaluate the weighted median of each
test rate without ensuring that the informationexikd is statistically significant and represents
all segments of the laboratory industry. Congressht to have broad laboratory market
representation in the data can also be understptitelstatutory provision that applies the
revised payment rates to “a clinical diagnostiolabory test furnished by a hospital laboratory
if such a test is paid for separately, and notaaisqf a bundled payment under section 1833(t).”
Congress would not subject hospital laboratoriegWsed rates unless their rates were part of
the mandatory reporting and rate evaluation procatised under statute. Otherwise, it would
be tantamount to Congress establishing under statgbvernment program to reprice hospital
laboratory payments by using only their competitaates.

CMS Proposed Definition — Applicable Laboratories

NILA and AAB strongly disagree with CMS’s definiticof applicable laboratory as outlined in
the proposed rule. CMS proposes to define appgédaboratory as “an entity that reports tax-
related information to the Internal Revenue Ser{iRs) and a Taxpayer ldentification Number
(TIN) with which all of the NPIs in the entity asssociated...” Unlike the statute, this
definition would identify which laboratories arepdipable for the purposes of reporting data
based on an evaluation of an entity that might amnah provide laboratory services as well as
many other health care services. As a resultdiiimition would most likely result in the
exclusion of hospital outreach laboratories from téporting process since most hospital
outreach laboratories are owned by hospital netsvarider one TIN.

CMS also proposes to accept the authority providele statute to define a low expenditure
threshold in order to allow laboratories whose Madte expenditures fall under a specific
amount to be excluded from the reporting proc&smbined with the low expenditure
threshold, which would exempt nearly 96 percerdlbphysician office laboratories and a
majority (52 percent) of independent laboratorsetting the applicable laboratory standard at

2 See 160 Congressional Record S2860; May 8, 20dihdDiy between Senate Finance Committee membetseon
intent of PAMA Section 216.
3 As allowable under PAMA where the majority of eaues come from the CLFS or PFS or Section 1834l&run
the Social Security Act.
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the TIN level results in an exclusion of the mayaf the laboratory marketplace. According to
the Department of Health and Human Services Oéidie Inspector General (OIG), in 2014,
hospital laboratories represented one quarter €2gept) of Medicare Part B spending on
clinical laboratory test$. This percentage is only anticipated to grow adtheare systems
continue to integrate and more physicians selt ghesictices to hospitals and health systems.
Between 2000 and 2012, the American Hospital Assmoaei reports that the number of
physicians employed by hospitals grew from 20 parte 40 percent, and there are projections
that the percentage will increase to 75 percer&iy’> As physician groups integrate, the
hospital outreach laboratories become the primestyrtg source for patients served by these
practices. With the projections in the growth b¥gician practices to be employed by hospitals,
CMS should anticipate that hospital outreach latooyatesting will continue to grow and
become a much more significant part of the Meditaberatory spend. If CMS excludes
hospital outreach data, by 2017, this data coulkenogp almost half of the testing market for
Medicare Part B.

Congress did not intend to have the new laboraepygrting and rate calculation process be
placed squarely on the backs of independent latxaeat and less than a majority of independent
laboratories, at that. As outlined in the commeititsve, Congress intended to have the new rate
evaluation and payment reform process be of therddbry market, specifically all sectors of the
market that are paid under the CLFS. To do angtbtherwise, is to violate the statute and set
up a system that is biased toward the rates neégodtey and paid to the largest most dominant
players (by test volume) in the independent lalmoyasector. CMS’s proposed process for
assessing who qualifies as an applicable laborguaryibits the range of payment rates for
laboratory tests in the private market to be asskdsasing new Medicare payment calculations
on a limited and skewed assessment of what is & tauger market.

Again, if Congress had intended to measure thelatdrfor whether a laboratory is an
applicable laboratory in the way CMS outlines ia giroposed rule, it would have defined
applicable laboratory as “an entity” or “an entithich has at least one component that is a
laboratory” that receives the majority of its Mealie revenue from either the CLFS or PFS. By
using the word laboratory, Congress instead limiteddefinition of applicable laboratory
directly to the laboratory business unit itselhefefore, the evaluation of what it means for an
applicable laboratory to receive a majority of M=de revenues from the CLFS or PFS must be
applied directly to the laboratory itself, whethleat laboratory is a stand-alone operation or a
business unit within an organization (e.g., ho$patiering multiple health care services. If
CMS uses TIN-level data it would not be able tced®ine whether a majority of a given
laboratory’s Medicare revenue comes from the CLFBFS, which is required by statute.
Therefore, TIN cannot and should not be used terdehe which laboratory is considered
applicable for the purposes of reporting data toSCM

Where TIN or another identification mechanism, urnizhg the National Provider Identifier (NPI)
could be of utility to CMS and to the laboratorymomunity is for the purpose of determining

how laboratories should physically report theiradiat the agency. TIN and/or NPI could be used
to define how laboratories are to report data toaSCNFor example, use of TIN or NPI could help

* Medicare Payments for Clinical Laboratory Test@i4: Baseline Data (OEI-09-15-0021).
®> American Hospital Association’s Hospital StatistReport, 2012 Edition.
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a regional laboratory network or a hospital labomnathat is part of a larger health system
determine who has the responsibility for reporfmiyate payor data and test volume
information to the agency on the applicable lalmosgg behalf. Later in our comments we
explain why NILA and AAB believe that CMS must seqda the process of reporting
information from the process of determining whiabdratories are “applicable” and required to
report their data.

Recommendation on Defining Applicable Laboratory

In the absence of Section 1834A or the broader déedistatute defining the term “laboratory,”
CMS rightfully turned to the Clinical Laboratory provement Amendments (CLIA) for the
purpose of defining laboratory within the term apgble laboratory. The CLIA definition
focuses specifically on laboratory facilities privig testing services.

The utility of the CLIA definition and the requiremts associated with the CLIA program,
however, go much further to support CMS’s regulatforts than simply supporting the
definition of “laboratory.” For a statute that taiges a laboratory that receives the majority f it
revenues under the CLFS or PFS to be considerdtaplp and required to report data, CLIA
provides a simple and clean way for CMS to deteemwhich laboratories are applicable under
the requirements of the law. Whether a laborateystand-alone laboratory, part of a national
structure, or exists within a larger entity, iréxjuired to have a CLIA number.

NILA and AAB strongly urge CMS to define an applba laboratory as a laboratory facility
identifiable by a CLIA number and where more th@rpgrcent of its Medicare fees are derived
from the CLFS or PFS. All clinical laboratoriegaedless of type (e.g., independent, hospital, or
physician office) are required to have a CLIA deraite number. Defining applicable laboratory
in this way provides a seamless, clear, and aceway for CMS to determine where a majority
of an individual laboratory’s Medicare revenues @bptained regardless of laboratory type. It
also ensures that there is broad representatitredaboratory market in the data reported to
CMS for the purposes of determining a weighted anedif payment rates, as intended by
Congress.

CMS'’s approach in the proposed rule focuses fantooh on - and seems to prioritize -
reducing the number of laboratories that would &knéd as applicable laboratories for the
purposes of reporting data to the agency. Themaush discussion in the preamble about not
having hospital laboratories of any type repoftifl becomes the determining factor; not
allowing laboratories who are not deemed applic&bloluntarily report; and establishing a low
expenditure threshold that eliminates nearly hthe independent laboratories and nearly all of
the physician office laboratories from reportif@MS argues that despite reductions in the
proposed number and type of laboratories that wapdrt under the terms of the proposed rule,
the agency believes this would be appropriate stneeuld still capture “a high percentage of
Medicare utilization (96 percent of CLFS spendimgphysician office laboratories and more
than 99 percent of CLFS spending on independentdadries) from applicable laboratories that
would be required to report.”But CMS’s assertion is incorrect, as the intérBection 1834A

as added by the Protecting Access to Medicare P&A) is to collect and assess private

® 80 Fed. Reg. 59394.
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market payment rates and the associated test velaotess the laboratory market. The large
amount of Medicare spending on laboratory serviepsesented by those CMS believes to be
applicable laboratories is irrelevant and mislegdMowhere in the proposed rule does CMS
address the necessity of ensuring that the ageeggisiation is comprehensive and outlines the
broad spectrum of payment rates within the privaéeket. In order to ensure that all

competitive rates are captured and the data capppriately assessed, CMS must make this a
priority as it outlines its requirements for implentation.

Low Medicare Revenue (Expenditure) and Volume Tbids

CMS proposes to accept the statutory authorit\staldish a “low revenue” threshold for
excluding a laboratory entity from the definitiohapplicable laboratory, and therefore,
removing such laboratories from any statutory gutatory requirement to report payment and
volume data to the agency. For the purpose of GM&iposal, revenue is meant to equate to
expenditure as the term exists in statute. CM$gmes to set the low revenue threshold at the
amount of $50,000 or less in Medicare revenueperad of 12 months or $25,000 or less in
Medicare revenue in a period of six months reflectf the mandatory data collection periods.
NILA and AAB do not object to the proposed low reuve threshold. Our organizations are
more concerned with ensuring that CMS puts in p&aoegulatory process that captures
statistically relevant information regarding prieaharket rates that broadly represents the whole
clinical laboratory market. Later in our commews address the time period for data collection,
advising that such a period permanently be fongxths as opposed to a 12-month collection
period going forward. With that recommendatiompiace, we advise that CMS maintain its low
revenue threshold at the $25,000 or less in Medioarenue over a period of six months.

CMS states that with a low revenue threshold s&6@t000 or less, the agency estimates that
there are “only 17 tests whose utilization is cogtglly attributed to laboratories that would not
be reporting because they fell below a $50,000stiokel.”” NILA and AAB ask that CMS
clarify which tests are represented in this group.

CMS states that it is not proposing a low volumeshold at this time, and will reevaluate
threshold options in the future through notice aachment rulemaking. Many NILA members
are small businesses, as defined by the standiaby see U.S. Small Business Administration.
However, their Medicare revenues exceed the lowmee threshold as proposed by CMS, given
that between 30-50 percent of their practice isi$ed on serving Medicare beneficiaries. These
small laboratory practices are concerned abougttreme financial and administrative burden
of complying with the reporting requirements adioatl without yet knowing all of the
requirements or the format for reporting the dathe challenge these small laboratory
businesses face is how they balance concern catbtinden with the necessity of ensuring that
the data examined by CMS to set the weighted meatiaquately represents the full laboratory
market. We agree that CMS should not set a lowmelthreshold at this time. The agency
should continue to engage with small laboratoryrmsses after the first reporting process and
evaluation has taken place to determine whethdr auhreshold is necessary.

780 Fed. Reg. 59394
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Estimate of the Number of CLIA Certificates thatlfa@Qualify as Applicable Laboratories —
After the Low Expenditure Threshold

CMS’s July 2015 CLIA Updafdists 252,384 laboratories currently holding Cldértificates.

Of these, 48.41 percent are Physician Office Labors (POLs) or 122,189. Under CMS’
assessment in the proposed rule, 96 percent of ROUK not qualify as “applicable
laboratories,” which equals 117,301 laboratoriddSCalso projects that 52% of independent
laboratories would not be “applicable laboratofies,0.52 x 6,177 independent laboratories,
which equals 3,212 laboratories. This results2f,%14 independent and POL laboratories (47.7
percent) of the total CLIA laboratories being exé¢ifnpm reporting.

The total number of laboratories holding CLIA Chettes of Waiver is 174,122. The number
holding Provider Performed Microscopy Procedurdd\P) Certificates is 35,150. Both of
these types of laboratories, totaling 209,272 (§2r@ent) of CLIA certificates, tend to be small
facilities. Nearly two-thirds (63.1 percent) of @LCertificate of Compliance laboratories
perform less than 10,000 tests per year, so w@icgect that a significant number of all CLIA
certified laboratories will fall below $50,000 inddicare revenues per annum (assuming 40
percent of their test volume is Medicare, that nsemgreat majority of CLIA laboratories are
performing less than 4,000 Medicare-reimbursedtest year). Since the average Medicare
payment per test on the CLFS (historically) is $08$12.00, almost all of these laboratories will
be receiving less than $50,000 per year from Medica

So it is reasonable to project that at least 6@é&t@ent of all CLIA certified laboratories would
not be “applicable laboratories,” leaving a maximoh30-40% (75,600 — 100,800 laboratories)
to be defined as applicable laboratories. If maaived and PPMP laboratories are exempted
under the low expenditure threshold, the numbéapplicable laboratories” could fall to 42,840
laboratories.

For hospital laboratories, the number of anticigdtgpplicable laboratories” is well under 9,000,
as only hospitals with outreach (non-hospital pdji&@boratories could be “applicable
laboratories.” If hospitals without outreach pragsaand hospital laboratories receiving less than
$50,000 of Medicare revenues per annum are excludechumber of hospitals that could be
defined as “applicable laboratories” becomes sigguittly less than the 8,978 currently listed by
CLIA.

How Laboratories Should Report

NILA and AAB strongly believe that the process fl@termining which laboratories qualify as
“applicable” and are required to assess and reghotild be separate and apart from determining
which laboratories should physically report apglieainformation to the agency. CMS seeks to
combine these issues by identifying an applicaddt@datory based on a laboratory’s TIN and
requiring that the same TIN to report its applieatbhta. As outlined in our comments above, we
disagree with this approach and believe appliciableratories should be identified based on
their CLIA numbers, as this would meet the statutasligation of specifically identifying and
assessing laboratories, given that each laboratwgr law is required to have a CLIA number.

8 CLIA Update — July 2015; Division of Laboratoryr@iees; Centers for Medicare and Medicaid Services.
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It would also ensure broad representation withenléboratory market. We believe CMS should
provide applicable laboratories flexibility in det@ning how applicable information should be
reported, as every laboratory is structured difidye For example, some multi-state regional
laboratories may determine that for them, sinceotiajons with private payors occur at the
individual community laboratory level as opposedycany one laboratory within the regional
network, each laboratory within their network slibréport to CMS by NPI. For other regional
laboratories, applicable laboratories in their rtwmay not have the capabilities to report
applicable information, and to have data reportedIbl for the overall laboratory network, may
make the most sense. Still, for other laboratdheas are small in size and structure, reporting by
TIN may be the most seamless way of capturing taboratory test and volume data.

Our organizations recommend that CMS allow an apple laboratory to report applicable
information based on one of the following: (1)iagividual applicable laboratory reporting its
own information based on TIN or NPI; (2) a TIN-I¢eatity that has multiple laboratories
associated with the TIN reporting a single reploat represents all of the laboratories; and (3) a
TIN-level entity that has multiple laboratories wihdividual NPIs having each laboratory in its
region report data based on NPI. Nothing in théus¢ prohibits CMS from granting applicable
laboratories the flexibility to determine how tgoet their comprehensive data to the agency
without compromising the data. CMS would receive $ame data on rates and test volumes
regardless of whether it is reported uniformly asrall laboratories or not.

Prohibition on Voluntary Reporting

CMS proposes to prohibit “any entity that doesmegt the definition of applicable laboratory
from reporting applicable information to CM&.The statute does not require such a prohibition,
and it is unclear why CMS is proposing to put tnishibition in place. As has been stated
throughout these comments, NILA and AAB are extigraencerned about ensuring that the
new laboratory payment reporting and assessmenegsaeflect the participation of the broad
laboratory market. We believe it is critical tosare that the data is robust and not skewed
toward rates reported by one segment of the markertanother or consumed by the rates
reported by the most dominant players in the mark®&ven that CMS anticipates that the terms
of the proposed rule will exclude over half of thdependent laboratory market, nearly the
entire physician office laboratory market, and heall of the hospital laboratory market, there

is significant reason to question whether the maaksessment process as outlined in the
regulation will sufficiently capture the market amot result in skewed and biased data for
evaluation. While NILA and AAB believe stronglyathvoluntary reporting should not be the
allowed standard set in a final regulation for aagment of the laboratory market, such
voluntary reporting should be permitted within tlegulation. Because the statute requires that
hospitals and others paid for non-bundled testewutiee CLFS will be subjected to the revised
CLFS rates following CMS'’s examination of the wetigghmedian, some laboratories not defined
as applicable by CMS may opt to report their infation. NILA and AAB recommend to CMS
that the prohibition be removed and such voluntapprting be permitted under the regulation.

%1d. at 59393.
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Definition of Applicable Information

In carrying out the statute, CMS proposes to dedipglicable information as “with respect to
each CDLT for a data collection period, each pavadyor rate, the associated volume of tests
performed corresponding to each private payor tagespecific HCPCS code associated with
the test, and not information about a test for Wwipayment is made on a capitated basis.”
CMS’s interpretation seems to be in-line with tteggte, but clarification is needed on a few
issues to ensure that the statute is carried outexsded as outlined in our comments below.

Test Payment During a Collection Period

NILA and AAB read the statute and CMS’s proposeglifation to state that applicable
information represents tests that are furnishethbeyaboratory during a data collection period
and that are paid during that same data colleg@iod. What should be clarified in the
regulation is that CMS expects laboratories to gmtyide test rate information they have
received from the payor by the last date of tha datlection period. This clarification is
important given that payors can take weeks or n®tttipay after the date in which a test was
performed. There are also circumstances (e.geadgpetc.) where such payment rates can take
substantially longer to finalize between the paaia the laboratory. There are also situations
where a laboratory conducts tests as ordered faivthe payor determines they will not cover
or reimburse for the testing provided. There @aeous reasons why this might be the case, and
at times these decisions will be appealed andrtak&ths to reconcile. To ensure the data
reporting process of applicable information is ngeeable and predictable, setting an end date of
the close of the collection process for definingattiata must be submitted is critically
important. Also, a decision not to reimburse f@igen test performed should not be considered
reportable as applicable information, as the dexibly the payor is not to provide a final
payment rate for a given test at $0.00, it is natbédet the laboratory know that the test is an
uncovered service for the purpose of their subchitlaim. We ask that CMS clarify in the rule
that applicable laboratories are only requiredejmort final test rate and volume data that is
available to them before and up to the final ddteach data collection period.

Private Payor Rates

In the preamble to the proposed rule, CMS cleatligidates its rationale for the inclusion of
patient deductible, coinsurance, and copay amanrte private payor rates reported by
applicable laboratories. NILA and AAB agree wiktstrationale and believe that final reported
rates should reflect the total approved paymeset patvided within a given reporting period, and
include any copay, coinsurance, or deductible ansouim 414.502, however, CMS defines
private payor rates as being inclusive of “anygratcost sharing amounts if applicable,” but it
does not specify what it considers to be cost sgarGiven that cost sharing frequently is used
to mean copayments and coinsurance, we recomman@rhS clarify its intent in the

regulation to have payor rates be inclusive of “patient cost sharing and deductible amounts if
applicable.”

We do anticipate applicable laboratories sometifaeing challenges in how they apply
coinsurance, copayments, and deductibles to thértes submitted to CMS, given the
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complexity in how some private payors apply or refee these amounts when payment is made
to the laboratory. For some payors, a flat copagunt is provided when a certain number of
tests are conducted. For example, some payorasgéiss a $15 copay on a laboratory
requisition that provided for four tests. CMS shloseek to provide some clarification in the

rule or in sub-regulatory guidance as to how arliegple laboratory should apply and report

this copay data when outlining final rates for tastles to ensure there is consistency throughout
the community. In the absence of guidance, ther&tbry is left to determine whether to divide
the copay among the tests provided on a given seiun or apply the copay in another manner.

HCPCS Codes Associated With the Test

In addition to private payor rates and the assedigblume of tests performed corresponding to
each private payor rate, CMS is proposing to haleratories report the specific HCPCS code
associate with each test. For the majority ofstesbvided by clinical laboratories under the
CLFS, such a process makes sense. However, tteetesss laboratories perform that do not
appear on the CLFS because they are priced selydrgtine Medicare Administrative
Contractors, and there are tests that do not hpeeraanent HCPCS code. There are also
situations where private payor codes will not mati+S codes/tests. To avoid confusion as
laboratories seek to report their data, NILA andBAZsk that CMS provide a list of the HCPCS
codes it wants the laboratory community to refeeanben providing applicable information.

Exceptions from Applicable Information

CMS proposes to follow the statute’s requiremeat #pplicable information not include
information in relation to payments made on a @pd basis or other similar payment basis.
Under statute and as proposed in the rule, theswatld be excluded from reporting. What the
statute and what CMS have failed to recognize aloliless is that there are other payment
challenges that require consideration under a regunpnt analysis. Not every private payor
issues payments in the same way to clinical laboest. For many community laboratories,
there is no upfront reimbursement amount outlimg@dyors for tests performed, particularly for
those laboratories that are engaging with payomiasf network providers. These laboratories
do not necessarily know up front how much they balpaid on any given test. This adds to the
complexity of the reporting process as laboratdngge to reconcile payment rates with tests
they bill on a given laboratory requisition, andsk test rates are not always broken down by
HCPCS test code.

NILA and AAB ask that CMS exclude from reportingtegn types of payments that would not
have any bearing on establishing the weighted meidiapayment rates, but would otherwise be
immensely burdensome for laboratories to reportiaccase the likelihood that information
reported would be in error. These types of payseude those where payors have grouped or
“bundled” test payments on individual tests conddahto a general “encounter” payment.

American Association of Bioanalysts & National Independent Laboratory Association
906 Olive Street, Suite 1200 | St. Louis, MO 63101-1448 | Web: www.aab.org; www.nila-usa.org




AAB/NILA Comments on Proposed Laboratory Test Payment Rule
November 24, 2015|Page 13

Definition of Advanced Diagnostic Laboratory Test ADLTs) and New ADLTs

The statute defines ADLTs as “a clinical diagno#tlooratory test covered under this part
[Medicare Part B] that is offered and furnishedalssingle laboratory and not sold for use by a
laboratory other than the original developing latory (or a successor owner) and meets one of
the following criteria: (A) the test is an analysif multiple biomarkers of DNA, RNA, or
proteins combined with a unique algorithm to yialdingle patient-specific result; (B) the test is
cleared or approved by the Food and Drug Admirtistna(C) The test meets other similar
criteria established by the Secretary.” While Nla#d AAB understand the need for CMS to be
vigilant in its oversight of which tests are detered to be ADLTs given the unprecedented list
price payments authorized for new ADLTS under $&atour organizations are concerned that the
proposed rule outlines an interpretation of the ARlefinition that in many ways is contrary to
the statute itself or violates the statute’s intent

Single Laboratory

In its description of the ADLT definition, CMS daés “single laboratory” as a laboratory with a
single CLIA certificate. CMS specifically statdst an entity with multiple CLIA certificates
would not be considered a single laboratory. Ndod AAB do not support this interpretation of
the statute, as it could prohibit small and micedaboratories from competing in this specific
testing market if they hold multiple CLIA certifitas. It is not uncommon for a laboratory to
have different facilities that are unrelated to deselopment of an ADLT but require a different
CLIA certificate for the other work being conduct@dg., research). The same concern exists for
those laboratories that have opted to expand tibgting services into a geographic area in need
(e.q., rural location) and are required to obtathfferent CLIA certificate for that location.

There are numerous reasons why a single laboratomd obtain multiple CLIA certificates, but
those reasons should have no bearing on whetheraslaboratory is permitted to offer and
receive payment for ADLTs under the law. The staddhat CMS should focus on in defining
single laboratory for the purpose of addressing APis that the test is not sold for use by a
laboratory other than the original developing latory or a successor owner.

Our organizations request that CMS amend its defmbf “single laboratory” to be “a
laboratory and its wholly-owned subsidiaries.”

Exclusion of Protein Biomarkers

In the preamble to the proposed rule, CMS statgs‘the statute also requires that the test
analyze “multiple” biomarkers of DNA, RNA, or prate Therefore an ADLT might consist of
one test that analyzes multiple biomarkers or ghthconsist of multiple tests that each analyzes
one or more biomarkers® CMS seems to acknowledge that there are tedtspkaifically
analyze proteins and are covered as ADLTs. Howeheeproposed regulation at 415.502
excludes proteins from the definition of ADLTs. L and AAB believe this exclusion is in
violation of the statute, which clearly states thateins are included in the same manner as
DNA and RNA.

1980 Fed. Reg. 59398.
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Our organizations request that CMS amend the diefmof ADLT under regulation to follow the
exact terms of the statute: “the test is an amabfsmultiple biomarkers of DNA, RNA, or
proteins combined with a unique algorithm to yialdingle patient-specific result.”

Data Collection and Data Reporting

In establishing Section 1834A under PAMA, Cong@sdined a timeline for implementation of

a new data collection, data reporting process agacy reevaluation of Medicare payment rates
for laboratory services that in no way underst@greciated, or respected the complexity of
what such a system would require of CMS or indigidaboratories. NILA and AAB have been
significantly concerned about the expedited tintfeedale outlined in the statute. However, our
level of concern has since been significantly higigad, given CMS’s delay in producing a
proposed rule and outline of a process in thatlagign to still maintain the other timelines
outlined under statute.

The statute envisioned at least a six-to-twelve tm@nndow between the date a final regulation
would be released by CMS and the start of theainitata reporting period (January 1, 2016). In
publishing a proposed rule on October 1, 2015, GSshrunk that window down to a matter
of days between the date a final rule may comdadlotving the comment period and the start of
the initial data reporting period. CMS’s proposamaintain the statutory timeline is impossible
and unrealistic and threatens community laborabasginesses that do not appropriately comply
with a regulation that is not yet final but with iwh they must respond to in short order under
risk of major penalty. Itis inappropriate and wgdor CMS to expect laboratories to carry the
burden because the agency was unable to produta aeigulation well in advance of the
implementation timetable outlined in statute.

NILA and AAB urge CMS to carefully re-think and issue its timeline for implementation of

the data collection and reporting process. lbisimthe Medicare program’s interest to have this
collection and reporting process rushed into plaitke numerous opportunities for non-
compliance or an inability to comply resulting irajor data errors from bad data. To rush such a
complex system into practice to meet statutory tieeslthat have no direct purpose or meaning
does not make any sense. CMS’s priority shoulohlemsuring that the new system will work

for laboratories so that they can comply correatith the requirements and so CMS has
accurate data to work with when assessing the wetigimedian of payment rates.

First Data Collection and Data Reporting Process

A new data collection and data reporting procegb®imagnitude outlined in PAMA requires a
thoughtful approach and recognition that not dlblatories currently have the infrastructure
(e.g., information systems, staffing, etc.) to sleasly respond to new requirements. In the
absence of regulations, NILA and AAB laboratoriesdinot been able to work with software
vendors to establish new data collection protoc&gch an investment would not occur in the
absence of any final PAMA regulatory requirements.

CMS proposes to have the first data collection @seaun from July 1, 2015 through December
31, 2015 with the first reporting process beginmmglanuary 1, 2016 and concluding on March
31, 2016. The agency states that sub-regulatadagoe will be provided to specify how
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applicable information is to be reported priorhie tate of the first reporting period. Separate
from the proposed regulation, the agency has ammaolthat an electronic data system requiring
advance registration will also be set up for labmnias to enter their payment data. Neither the
sub-regulatory guidance or the database have besited to the laboratory community as of
the date of this letter, just five weeks out frdma beginning date of the first reporting period.
Even if the guidance and reporting system are raad#able by December 31, 2015, it is
essential that CMS provide the laboratory commuaithance to respond to the guidance with
guestions to ensure they understand all requiresneradvance of the reporting start date. There
is no way to implement changes in business practme the fly” and for immediate
implementation. What CMS is proposing will requateanges in practice management, data
collection, IT software, staff training, and a paitally major reallocation of resources to support
implementation. To assume that any of this caddye by community laboratories without any
lead time is unfair and unreasonable and placemn@endous burden on clinical laboratory
practices, especially small laboratory businedsaiswould be applicable under the terms of the
regulation.

NILA and AAB are recommending a revised schedulewdor the initial data collection and
reporting periods that will support CMS in ensurthgt its proposed requirements and systems
under development can work within the communitylalbory sector of the industry; to support
community laboratories in complying with CMS'’s r@guments; and provide an opportunity to
appropriately assess new payment data beforeanhes final. The following outlines the
recommended initial timeline.

CMS Tests Data System With Clinical Laboratori January 2016 — March 2016
Final Rule & Guidance Published June 2016

Laboratories Build New IT Systems To Collect  July 2016 — December 2016
Data

First Data Collection Period January 2017 — June 2017
Data Review and Assessment by Laboratories  July 2017 — December 2017
Initial Data Reporting Period January 2018 — March 2018

Notice & Comment Rulemaking on Proposed Ra September 1, 2018
(outlining 3-year rates)

Final Rule on Published Rates November 1, 2018

Revised CLFS Rates Take Effect January 1, 2019
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CMS Tests Data System with Clinical Laboratories

CMS has stated its intention to build and provideskectronic, web-based collection system for
laboratories to utilize in providing test rate armdume data to the agency. However, to the best
of NILA and AAB’s knowledge, such a system has exgr been tested by CMS within the
laboratory community itself. CMS must apprecidtattnot all clinical laboratories utilize the
same information systems to currently collect tast and volume data. There is no uniformity
in how laboratories operate their billing systears] there are numerous differences in how
payors engage with laboratories and provide tinéarmation to the laboratories. Given the
variance in size and structure of the laboratandbke independent laboratory market itself, it is
unfair for CMS to make assumptions about the cdipabj staffing, and finances of the
laboratories themselves. Many laboratories willggle to comply with the new regulatory
requirements and to engage with a new electropiortimg process. This struggle will be
magnified if CMS introduces a new system withotgtftesting that system with at least a small
number of diverse laboratories to ensure labordgaran comply with the requirements outlined.
Envisioning a short window for data reporting, Clsi®l the laboratory community must have
confidence that reporting can be done seamlesslgamectly. To put a new system in place
without engaging those that will have to utilizéatprovide the data is inappropriate, and will
lead to the potential of errors and bad data talwliIMS is utilizing to revise Medicare payment
rates for clinical laboratory testing services. efsure the data reporting system is done right
from the start will save the agency from enormauallenges down the road and provide the
laboratory community greater assurance that CM®iking with appropriate data. Given the
variances in laboratory information system captiédj NILA and AAB urge CMS to conduct
testing of the new, anticipated electronic datdectibn system with a small group of diverse
laboratories, ensuring that community laboratoaresrepresented in this testing group and that
such testing occur at the beginning of 2016 witbk@mmended window of January 2016
through March 2016. Our organizations also strpaglise CMS to hold training webinars on
use of the electronic data reporting system torenthat laboratories of all types understand the
data reporting fields and requirements and appatgdyi respond.

Final Rule & Guidance Published

NILA and AAB are concerned that CMS believes it fiaalize a rule before January 1, 2016,
just five weeks after the close of the proposed coimment period. The proposed regulation
raises many questions for the laboratory communitgnswer, and addresses many complicated
issues that are problematic as outlined. To rugstaaregulation into place is not to respond to
stakeholder comments in a thorough manner, asregfjunder law, and threatens to put into
place a system that sets laboratories up for &ilalt while under the risk of massive penalties
on the laboratories for non-compliance.

The proposed rule also makes numerous referencdhe teed for sub-regulatory guidance,
saying that such guidance will be issued priohgublication of a final rule. NILA and AAB
are concerned by the suggestion that such guidamdéd be published in advance of a final rule.
Final regulatory requirements are necessary befoyether terms or instructions can or should
be provided to the laboratory community. For ex@npow could sub-regulatory guidance
address requirements associated with an “applidabteatory” in the absence of having a final
rule in place to define applicable laboratory?thHa absence of a final rule, guidance cannot
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appropriately reflect on the rule’s requirements] & is not possible for laboratories to
understand who has to report data, what data thesy raport, or how they are to report the data.

It is reasonable to expect that it will take CM&der than the agency anticipates the release of a
final rule and the associated sub-regulatory guidarNILA and AAB recommend that the
agency aim to have a final regulation and corregpmnsub-regulatory guidance in place by
June 2016 to allow an opportunity for laboratot@begin reviewing, planning, and complying
with the rule’s requirements. This delay, of ceunsill result in delaying other aspects of the
statute on implementation of reporting, conductimgweighted median review, and issuing
revised Medicare payments for clinical laboratasting services. This situation is far from
unique, as there are many other reporting progeardsother regulations where CMS has
implemented final regulations well past the statytteadlines without any legal other
consequences. Such a delay would also have nu efiehe cost savings anticipated from the
statute’s implementation, as the savings itsatbisdependent on a specific timeframe.

CMS was delayed in releasing a proposed rule prablynbecause of the complexity of the
issues involved. NILA and AAB believe this is acriedibly complicated system with immense
consequences to competition within the clinicablabory market and Medicare beneficiary
access if done wrong. CMS has a duty to be maregifitful than Congress was as it seeks to
implement the law’s requirements. The risks toNelicare program, patients, and the
laboratory market itself are far too great otheewis

Laboratories Build New IT Systems to Collect Data

Following the publication of a final regulation arelated guidance, and before community
laboratories are able to appropriately respon@goirements, laboratories must build new
information technology (software) systems to cdlad report their data. In reflecting on the
data collection and reporting system outlined m phoposed rule, many NILA and AAB
members responded that their current systems arapable of outlining or providing the data
as envisioned. Many responded that they will teadork with outside auditors and with
outside IT software vendors to put their data m&ystem that will allow them to correctly sift
through and reconcile data received from payorscancespond with data reporting
requirements. For example, our members reporinaaty times what they submit as claims to
private payors are returned differently once paymsemade. Tests can be bundled instead of
paid individually, copays can be paid as a flatpusam rather than applied on a test-by-test
basis, and deductibles may be applied to a grotgstd without explanation. To ensure
laboratories are providing accurate data in respémsigency requirements will require a very
careful and deliberate process and a new levalitinaation that does not currently exist within
community laboratories. Building such systems wat happen overnight, and it's impossible to
construct such systems in advance of knowing tred fule’s requirements.

In considering our organizations’ request for adew of time to allow for the development of
new IT systems, CMS must remember that clinicabtatories just recently undertook a process
to revise systems to appropriately comply with ICDfequirements in addition to other
regulations to ensure data can be made availalplatients upon their request, and so physicians
can receive laboratory reports in a way that isrdess with the patient’s electronic medical
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record. Substantial investment has already bee® o clinical laboratories, and the final rule
CMS produces and the terms on data collection epdrting will result in a request for further
significant investment.

First Data Collection Period

Time is needed to allow laboratories, particulanigny small and medium-sized laboratory
businesses to get their data collection capalsil{fi€ and accounting systems) and staff trainings
in place prior to reflecting on and collecting d#tat will be reported to the agency. To overlap
the timelines for data collection with the develanof new internal laboratory reporting
systems is unfair and burdensome, particularlyotoraunity laboratories with far less resources
than their larger, national competitors. NILA &8B, therefore, propose that CMS make the
focus of 2016 on testing a new electronic datanteémpprocess with a small and diverse group
of laboratories, including community laboratoriestablishing a final rule and associated
guidance; directly notifying all clinical laborates across the country of the new data collection
and reporting system as many laboratories areetangmbers of a national association and may
not be familiar with the law or regulation itsefipsting webinars on aspects of the regulation’s
requirements; and allowing laboratories to build itformation systems needed to collect data
for the purpose of reporting.

NILA and AAB believe the first data collection pedi should occur during the first six months of
2017 (January 1, 2017 through June 30, 2017), adtpenough time for CMS to finalize a rule
and related guidance and for community laboratdaadsuild the systems and processes needed
to comply. Our organizations support CMS'’s proptsdave the first data collection process
cover six months of test rate and test volume ddfa.advise CMS to have each subsequent data
collection period also cover a term of six montiher than a term of 12 months, as it is highly
unlikely a longer collection period will show muahany, variance in private payor rates for
tests or their associated volumes given that pipatyor contracts do not typically change from
one half of the year to the next half of the yddaving the collection process focus on a six-
month term will also cut down on some of the repgrburden on small- and medium-size
laboratories.

Data Review and Assessment by Laboratories

NILA and AAB urge CMS to provide a period of at$&aix months between the end of the data
collection period and the beginning of the datargpg period to allow laboratories to assess
the data for inclusion, ensure its accuracy, andrrelle any final rate information with private
payors. It is not feasible or logical for labon@s to begin reporting data immediately at the
close of the collection period as is envisione@€MS'’s proposed rule. Receiving final payment
rates from private payors can typically take foweks or more to be finalized and submitted to
laboratories. For dates at the end of the giveéa dallection period, in particular, time is needed
to ensure all rate information can be receivedrestgd with a multitude of payors as needed,
and assessed for its accuracy before the datpasteel to CMS.
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Initial Data Reporting Period

Following the timeline recommendations offered diAland AAB, the initial data reporting
period should be held from January 1, 2018 thrddglch 31, 2018. Provided there is at least a
window of six months between the data collectioth data reporting process, we believe a three
month window is an acceptable window of time fquaeing the data.

Our organizations appreciate that our proposeditiméas the initial data reporting period
happening two years from the data envisioned by @M proposed rule. However, we
believe it is important that CMS understand the ense challenges that so many laboratories,
namely small- and mid-size community laboratonel,face in implementing the requirements
of a complex statute and final regulation all whilaintaining regular business practices,
providing and billing for laboratory testing ser@& The timeline is necessary for laboratories to
be able to build the systems necessary to accy@etply with the terms of the statute and
requirements of the regulation. To do this anyeotkay risks the agency receiving data fraught
with errors and laboratories being falsely accusiagdrongdoing. We would envision that
subsequent reporting periods would follow usinggame time period of three months at the
beginning of the given year, and would follow tlaene cycle as outlined under statute with
CDLTs being reported every three years and ADLisdeeported every year.

The statute allows for CMS to make adjustmentsata dollection and reporting processes in
later years. Such adjustments could be made &ifart to reduce reporting burden while still
ensuring completeness of the data (e.g., aggregapedting). NILA and AAB would like to
continue to engage with the agency on what adjusism@uld be made to enhance the reporting
and ensure that such adjustments do not placesfustirden on community laboratories.

Notice & Comment Rulemaking on Proposed Ratesiigl 3-year rates)

Our organizations were alarmed to see CMS prop@secess for disclosing the proposed
weighted median rates in a manner that lacks irdbion and seems to retrofit into the annual
process currently utilized by CMS to disclose new eevised test coding and payment rates.
We believe that this massive new rate reportingevaduation system requires much more than
CMS outlining a list of revised rates for commefiiven that CMS will be receiving millions if
not trillions of data sets, it is expected thabesrcould occur in rate calculations due to
inaccurate calculations themselves or inaccuraie laksing reported in the first place.

With any new system of the magnitude of this neporeng system, there are concerns about
whether data will be submitted in any uniform (&gpio apples) manner between laboratories of
different types. Mistakes can be anticipated,thede must be a way for laboratories to
appropriately comment on what concerns it has abdbnsiderations can be made by CMS
before new rates are ultimately finalized and aggpto the CLFS. NILA and AAB believe that a
transparent process is necessary and that CMSdsissuk the preliminary weighted median
rates through a formal notice and comment rulengagnocess. We recommend that such a
process include the following type of data, pattcly for CDLTS, in order to allow laboratories
an opportunity to provide thoughtful comments addrass any concerns: how many
laboratories reported rate and volume data; breakdo reporting by type of laboratory
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(independent, hospital, physician office); dataunad received by test type; ranges in reported
rates (broadly or by geographic breakdown); whatlehges CMS faced in assessing the data
(e.g., where data lacked clarity).

NILA and AAB support having CMS release data arfdrimation on the preliminary weighted
median rates in September of the year data istegptw and evaluated by the agency. We
likewise support allowing for a public comment peki but we urge CMS to formalize this
comment period through notice and comment rulengakistead of simply issuing a list of
proposed rates. Although the statute prohibitsiagtnative or judicial review of payment
amounts, it in no way prohibits CMS from havingragess to accept requests to question and
review proposed payment rates. Issuing propoged tarough a formal rulemaking process that
discloses more information would support labora®in providing helpful information to the
agency to ensure that the data used by CMS tolatdcproposed rates and the calculations
themselves are accurate. NILA and AAB believe thatagency can provide information in a
rule that in no way violates the confidentialitytbé data assessed by the agency, but provides
laboratories better insight into the adjustmentgraposed.

Our organizations also believe that it is essettti@ any rate adjustments proposed by CMS
include an outline of the full adjustment plannedd given test rate. The statute requires that
CMS phase-in adjustments from the weighted medadsutations, limiting adjustments for the
first three years to no more than 10 percent par g the first three years following CMS’s
review process. In its proposed rule, CMS is signto whether it would outline the full
adjustment when it released the preliminary weidmedian rates or whether it would only
outline the adjustment that would take place iruday of the following year. Clinical
laboratories, particularly small and mid-size ladiories that offer limited testing menus and
those that serve areas and settings at an increase(k.g., rural communities; unique service
areas, including skilled nursing facilities) neechave comprehensive data on anticipated
payment adjustments to help guide their businessabipns and planning.

Final Rates

NILA and AAB agree with CMS’s proposal to publighdl rates from the weighted median
calculations 60 days in advance of the rates gmitageffect. As outlined in the proposed rule,
CMS should publish final rates on November 1, pgtsuch rates into effect on January 1 of the
following year. Our recommended timeline variemirthat proposed in the rule, as described
above, but we support the window of time the agdras/proposed between release of the new
preliminary rates, publication of final rates, ahd date new rates would go into effect. Again,
we ask that CMS formalize its process beyond pinygia list of revised rates in order to ensure
that laboratories can appropriately comment orrabes and outline concerns or insight based on
the data CMS received in order to ensure transpganarthe process. We believe such a process
can be put into place without violating the confitiality of the data assessed by the agency.
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Data Integrity
Penalties for Non-Reporting

The statute gives the agency discretion to impaseilanonetary penalty against applicable
laboratories that fail to comply with reporting t&@ments, misrepresent or omit applicable
information. In the proposed rule, CMS stategnitention to implement such a penalty in the
amount of $10,000 per day, per violation to mipenalty levels the agency currently applies
against pharmaceutical manufacturers that repent #verage sales prices for drugs under
Medicare Part B.

NILA and AAB are vehemently opposed to CMS threatgrsuch significant penalties against
clinical laboratories that are facing a new, fo$tits-kind, untested laboratory reporting system.
The new reporting requirements under statute dosta significant unfunded mandate on the
clinical laboratory community that is being fastdked under the requirements of the law and
under the proposed rule issued by the agency.oppertunity for glitches and mistakes, both on
the part of the agency and the applicable labadest@re immense as the new system is put in
place. NILA and AAB urge CMS not to establish sigant threatening penalties in the face of

a newly established program, especially penalbiasdould never be financially met by small
community laboratories that are being asked toemgint a new system under an extremely tight
timeframe. These laboratories understand the teeedmply with statute and regulations, but as
has been noted throughout these comments, themecis challenge and complexity the
laboratories will face in doing so. CMS itselftstathat the rule is expected to have a substantial
impact on small businesses. To make that stateimeagulation and then issue a proposal for
such significant penalties does not make any ratisense.

CMS fails to address in the proposed rule any m®éar laboratories accused of wrongdoing to
appeal those decisions and provide evidence toahgary. There is much opportunity in the
complexity of the new process outlined by CMS &dodratories to accidentally report inaccurate
or incorrect information. Laboratories should hetaccused of wrongdoing and threatened to be
significantly penalized when such errors occurLA&and AAB request that CMS outline a
process for laboratories to address such errorScéeal their name” before any penalties or

other punishment is ever applied.

While proposing to implement significant penalti€8/S also indicates in the regulation that
they expect full implementation of the new regulas to take the agency between five and six
years for completioft* In addition to opposing the extent of the penaléis outlined in the rule,
we request that the agency delay imposing penaltigssuch time as they reach full
implementation. If CMS is indicating it will takesbween five and six years to reach full
implementation, no penalties should be assesseddoifat benchmark is met.

The rule does not provide any clear definition dfvconstitutes an error and what, as a result,
would warrant a penalty. NILA and AAB are concertiedt the level of complexity associated
with a new payment data collection and reportingesy could result in inadvertent errors,
particularly if CMS moves forward with the aggregsimplementation timeline outlined in the

180 Fed. Reg. 59414,
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proposed rule. Given this complexity, along with #bsence of any announcement by CMS to
test the new reporting system to ensure compliaitten the laboratory community, we urge
CMS to consider a stipulation that penalties ordyabsessed in cases where there is evidence
that a laboratory intentionally provided inaccuratenistaken information. Given the expected
burden that the new reporting system will bringcommunity-based independent laboratories,
we strongly believe that imposing penalties of thiel is unreasonable. It is a guarantee that
there the agency and laboratories will face immehsélenges in the implementation of the
new reporting and rate assessment system, andpeeteMS to recognize this as it moves
forward in finalizing any decision on penalties.

Data Certification

CMS proposes that the President, CEO, or CFO @ratésignated officer of an applicable
laboratory sign a certification statement thatdapplicable information provided is “accurate,
complete, and truthful, meeting all of the repagtjparameters® The agency plans to issue
additional certification requirements through sgjoratory guidance not yet released at the time
of the rule.

As previously stated, accidental errors could oattine data reported by applicable laboratories
and CMS has outlined no due process for laboratdoi@ppeal accusations or decisions made
against them. To expect certification in the absesf such a process is inappropriate and
grossly unfair.

NILA and AAB recommend that CMS establish a docuinfensignature upon submission of
applicable information from an applicable laborgttrat clarifies that the information being
submitted is accurate and complete to the besteofaboratory’s knowledge and the submission
is made in good faith.

Coding for Certain Clinical Diagnostic Laboratory Tests (CDLTs) on the CLFS

Under statute, the Secretary is to adopt tempdi&@¥CS codes for new CDLTSs cleared or
approved by the FDA and new ADLTs. CMS proposdsd@regulation to assign a unique G-
code to these tests. NILA and AAB are concernediithe use of G-codes for these tests given
that private payors typically do not accept thes#es and an influx of G-codes could result in
immense burden to community laboratories when gryincollect private payor rate data under
the requirements of the regulation.

NILA and AAB support using the American Medical Asgation’s Common Procedural
Terminology (CPT) Editorial Panel to assign HCRs@8es to new CDLTs and ADLTs (as those
tests are defined under statute) rather than asgigHCPCS Level Il G-codes. We understand
that the AMA CPT Editorial Panel is finalizing am@eutral coding infrastructure to facilitate a
process of providing new CPT codes on a quartedysb We encourage CMS to engage with
the stakeholder community on this approach as sifflescoding solution.

1280 Fed. Reg. 59402
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Payment Methodology
Calculation of Weighted Median

Under the terms of the statute, CMS is to calcula¢eneighted median for a CDLT following
the data reporting and collection period, and thigtis to become the new Medicare payment
rate. The new rate is phased-in on a schedulensier statute. CMS outlines how it plans to
calculate the weighted median, providing exampfdesi data and the process for calculation.
CMS specifically addresses how it would addressutation of payment for tests where no
applicable information is reported in which to cdéte a weighted median. CMS does not
explain, however, if or how it would consider whatlthe applicable information reported is
statistically significant enough for a given testle in order to justify a payment adjustment
based on the weighted median. For example, if C¢&t8ives minimal data from one laboratory,
and that data shows variance from the current Meelicate for a given test, the assumption is
that CMS would calculate the weighted median basenhformation reported by a single
laboratory to assign a new payment rate. NILAAAB are concerned about skewed payment
being assigned based on a non-statistically scamfi data reported on test codes. We ask that
CMS consider this issue further and ensure thatlaty used in which to assign a weighted
median represent more than one laboratory’s dasalawitted under the data reporting process.

Phased-in Payment Reduction

As stated earlier in these comments, NILA and A&Buest that the weighted median
calculations and how they are applied to Medicase ftates over the phased-in payment
reduction period be disclosed to laboratories wbhBtS releases the preliminary payment
determinations. CMS should make clear how theutations will apply over the entire duration
of the phase-in period following each reportingleyend not only disclose what reductions will
apply for a given calendar year. The proposedisuddent on this issue, and NILA and AAB
want to ensure that laboratories are provided timeptete weighted median calculation and
understand how that calculation is applied to ddjusrent Medicare payment rates over a three-
year period. Such data is critically importanstgport laboratory planning over the course of
several years. Community laboratories, in paréigidre unable to absorb losses to their fees
without having to make other and potentially sigiaiht adjustments in their operations.

Local Coverage Determination Process and DesigmatibMedicare Administrative
Contractors for CDLTs

The statute includes a requirement that local agyedeterminations (LCDs) are to be
developed according to existing statutory requinetisiand regulations. In its proposed
regulations, CMS does not outline any processrisugng this statutory requirement is
addressed. NILA and AAB have been extremely coremeabout recently issued LCD policy
decisions, including for example, policies regagdoardiovascular tests that were quietly
announced with an abbreviated period for commaentt,vehere significant adjustments were
being proposed, eliminating coverage for testse ffansparency behind these proposed
decisions and the rationale frequently do not exfgé ask that CMS address how it will revise
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existing processes to ensure that the statutorynagent under PAMA is adhered to going
forward.

The statute also allows the Secretary to adjushtimeber of Medicare Administrative
Contractors (MACs) currently in place to designate or more (up to four) MACs to both
establish coverage policies and process claimslifuical diagnostic tests. Our organizations
agree with CMS'’s statement in the proposed ruledbasolidation in the number of MACs
requires careful consideration. This issue musitdzeit more than simply reducing the number
of contractors. We are concerned that a significagiuction in the number of MACs for
coverage decisions, particularly a reduction to A, is tantamount to establishing national
coverage policy decisions and that such a moveM$ Could have grave implications for the
ability of laboratories to provide certain testsgrvices going forward. CMS must also ensure
that any consideration on reducing the number of0dAised for claims processing purposes
would not impede payment for services renderedlibical laboratories, as this would have
substantial impact on current payment systems.

NILA and AAB request that CMS have this issue adsiee by the PAMA Advisory Panel with
opportunity for stakeholder oral and written comisdrefore moving to make any adjustments.

Other Provisions
Advisory Panel on Clinical Diagnostic Laboratorysi®

Under statute, the advisory panel must be composadection of individuals with a broad
range of expertise. NILA and AAB strongly recomméhat in addition to the diverse areas of
listed of relevance to the agency, that CMS wor&risure that there are panel members that
understand how community-based clinical laborasooeerate and understand the costs
associated with providing testing services in a&sity of settings (geographic, specific service
sites, etc). Laboratory-specific panelists — thitsé run and operate clinical laboratories - must
understand the variances in how different segnmafrise laboratory community operate and the
associated economics for providing such serviéagsently, there is only one community
laboratory representative on the panel. NILA ardBAencourage CMS to ensure greater
representation of community-based laboratory eigeeds the panel moves forward and
opportunities for appointments become available.

Sample Collection Fee

The statute increases the sample (specimen) dohefete for collection services conducted by a
laboratory in a skilled nursing facility or on béfhaf a home health agency. As noted by CMS,

the fee is increased under statute by a $2.00ngdise total rate to $5.00. Or organizations will
note that until the PAMA statute, this fee had lbe¢n adjusted for 30 years.
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NILA and AAB are extremely frustrated with how thdjustment has been implemented and
believe it has been restricted in such a way thiprolaboratories that provide this unique
service from receiving the increase in paymente Jtatute intended for laboratories that provide
specimen collection services to patients in SNEsN#As receive the increase in payment. The
statute also intended for laboratories providimyises to patients designated by physicians as
“homebound” to receive the increase in paymenterd@hwas no intention to restrict the specimen
adjustment so that laboratories cannot receifehiely provide homebound services or provide
services to residents in a nursing facility.

CMS’s implementation of the statutory reimburseneadjtistment only allows home health
agencies to collect the increased specimen rateeVver, these agencies cannot be paid specimen
collection under Part 8 In its implementation, CMS also restricts ther@ased specimen
collection rate to SNF patients, not permittingolediories that service patients that go back and
forth within a shared SNF/NF facility to receiveethbayment adjustment if the patient is
technically within the NF. This disregards thet fd@at specimen collection fees can be collected
under Medicare Part B for NF residents.

The challenge with implementation of the specimeltection fee can be easily rectified, by
allowing laboratories that provide specimen coitetservices to receive the increase in the fee
by billing for three specific place of service cedeCMS has a listing of Place of Service Codes
used to bill all laboratory services. There aseplof service codes for SNF (31) and NF (32)
and for homebound patients in a private resideh2g (NILA and AAB would note that there is
no place of service code for home health agenagmat

The increase in the specimen collection rate (tiseihcrease since its origination in 1984) was
intended by Congress to recognize and supporteéd for continued access to laboratory
testing services for SNF/NF and homebound patiedtgortunately, with the way CMS has
interpreted the statute, it has eliminated acce#set increase for many laboratories that service
these populations. These unique laboratoriesb@illinder particular strain from PAMA, given
that they typically provide a limited testing mewiuservices that could receive rate adjustments.

NILA and AAB ask that CMS make adjustments tonplementation of the statute and allow
laboratories to receive the increased reimbursefoespecimen collections that are also
provided for NF and homebound patients.

13 Section 1833(h)(3)(A) of the Social Security Aot the specimen (sample) collection notes thasémeple can be
collected for homebound and or those in an inpafaility (other than a hospital); however, thavel fees
associated with the specimen collection rate angdd to homebound and nursing facility resideritsere is no
reference to home health agency.
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Conclusion

We thank CMS for consideration of NILAs and AAB:®mments on the proposed regulation to
address clinical diagnostic laboratory test paymefatrm. The community-based and multi-
state regional laboratories we represent are erlgeconcerned how this law and its
implementation will affect the laboratory marketiasontinued access to clinical laboratory
services. CMS must understand that this law meistdout more than deriving a Medicare
savings. It must be implemented keeping in mired ghcompetitive laboratory market is
necessary for Medicare and the beneficiaries sdrydte program.

Sincerely yours,
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Mark S. Birenbaum, Ph.D.
Administrator
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