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CMS Regulations Overhaul Medicare Clinical Laboratory Fee Schedule

BY KAREN S. LOVITCH AND KATE F. S TEWART

T
h e Cen ters for Medica re & Med icaid Services
(‘‘CMS’’) h as issued th e lon g-awaited (and lon g-
overdue) fin a l ru le (th e ‘‘Fin a l Rule’’)1 im plem en t-

in g Section 216 of the Protectin g Access to Medicare
Act of 2014 (‘‘PAMA’’)2, wh ich m an dated th e m ost sig-
n ifican t ch an ges to th e Medica re Clin ica l Labora tory
Fee Schedule (‘‘MCLFS’’) sin ce its crea tion in 1984.

CMS curren tly upda tes MCLFS ra tes on ly to reflect
in fla tion an d reduction s based on m ulti-factor produc-
tivity ad ju stm ents, an d it determ in es pr icin g for tests
assign ed n ew HCPCS codes by crosswalk in g or gapfill-
in g. Begin n in g in 2018, CMS will establish an d upda te
MCLFS ra tes based on the pr ices paid by pr iva te pay-
ors, in cludin g Medica re Advan tage and m an aged Med-
ica id plan s.

N o oth er Medicare provider or supplier subm its pr i-
va te payor da ta or receives Medica re paym en ts th at are

based on m arket ra tes.3 Th e Californ ia Depar tm en t of
Hea lth Care Services recen tly im plem en ted a sim ila r
system for ad jus tin g its fee-for-service Medica id ra tes
for labora tory tes tin g. For the fisca l year en ded Jun e 30,
2015, th e resu lt was cu ts to reim bursem en t associa ted
with 370 CPT codes an d a savin gs of over $20 m illion
for th e sta te .4 It is n o secret th a t CMS also expects to
save m on ey as a resu lt of th is paym en t reform in itia tive .
In fact, in th e p ream ble to th e Fin a l Rule, CMS esti-
m ated tha t the chan ges to th e MCLFS in 2018 would
save the Medica re program $390 m illion with a ten -yea r
im pact of $3.93 b illion .5 Alth ough th is n ew system is fa r
from perfect, m a n y in th e labora tory in dustry con side r
it p referab le to CMS’s 2013 proposa l to exercise its
sta tu tory au thor ity to adju st pr ices based on ‘‘techn o-
logical ch an ges’’ an d to arbitrary across-th e-board ra te
cu ts th rea ten ed by Con gress.6

Background

Gen era lly spea k in g, PAMA requires an ‘‘applicable
laboratory’’ to per iod ically collect an d repor t its pr iva te
payor ra tes to CMS durin g set tim e per iods – every
th ree years for clin ica l d iagn ostic labora tory tests

1 Medicare Program ; Medicare Clin ica l Diagn ostic Labora-
tory Tests Paym en t System , 81 Fed. Reg. 41,036 (June 23,
2016) [hereinafter ‘‘Fina l Rule’’].

2 Protectin g Access to Medica re Act of 2014, Pub. L. No.
113-93, § 216 (2014), 128 Sta t. 1040, 1053 (to be codified at 42
U.S.C. § 1395m -1).

3 Notably, pha rm aceutica l m an ufacturers are subject to re-
portin g average sa les price for Medicare Pa rt B drugs and bio-
logica ls.

4 Ca liforn ia Medi-Ca l Prepa res for Second Yea r of Ra te Ad-
justm ents, LABORATORY ECONOMICS, May 2016, a t 1, 3.

5 Final Rule a t 41,092.
6 See Press Release, Am erican Clin ica l Lab . Ass’n , ACLA

Applauds CMS Decision to Delay New Paym en t System ,
Evalua tin g Final PAMA Rule (Jun e 17, 2016), a va ila ble a t
h ttp ://www.acla .com /acla-applauds-cm s-decision -to-delay-
n ew-paym en t-system -eva lua ting-fin a l-pam a-ru le/.
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(‘‘CDLTs’’) an d an n ually for advan ced diagn ostic labo-
ra tory tests (‘‘ADLTs’’). CMS will th en set MCLFS rates
equa l to th e weigh ted m edian of pr iva te payor ra tes,
with ph ased-in reduction s. If an applicable labora tory
fails to subm it th e required da ta , civil m on eta ry pen a l-
ties (‘‘CMPs’’) m ay apply.

CMS issued a proposed ru le (th e ‘‘Proposed Rule’’)7

in October 2015, n ear ly four m on th s after th e Jun e 30,
2015 d eadlin e m an da ted by Con gress. Th e Proposed
Rule sough t to im pose an in itia l da ta collection period
of Ju ly 1, 2015 through Decem ber 31, 2015, subm ission
of repor ts in th e first qu ar ter of 2016, an d im plem en ta -
tion of n ew MCLFS ra tes as of Jan uary 1, 2017, as re-
qu ired by PAMA. Key in dustry grou ps, in clud in g the
Am erican Clin ica l Labora tory Associa tion (‘‘ACLA’’)8

an d th e Am erican Hospita l Associa tion (‘‘AHA’’),9 as
well as m em bers of Con gress were h igh ly cr itica l of th is
tigh t tim elin e.10 Near ly n in e m on th s after pu blication of
th e Proposed Rule , CMS issued the Fin a l Ru le , wh ich
revised th e proposed repor tin g sch edule an d m ade sev-
era l oth er key chan ges based on com m en ts received on
th e Proposed Ru le .

Delay in Implementation and Fee Schedule
Changes

Not surpr isin gly, th e Fin al Rule delayed th e effective
da te of th e MCLFS ch an ges by on e year , to Jan uary 1,
2018, a n d th us set th e first da ta collection per iod to run
from Jan uary 1, 2016 to Jun e 30, 2016, with in itia l re-
por tin g dur in g th e first quarter of 2017. Subsequen t
da ta collection periods will occur every th ree years for
a ll CLDTs, an d each will run for six m on th s (th e first
an d secon d quarters of the ca len dar year).

CMS had or igin a lly proposed th at fu ture da ta collec-
tion s p er iods would run for a fu ll ca len dar year , bu t u l-
tim a tely decided th a t it cou ld obta in adequa te da ta an d
m in im ize repor tin g burden s by requirin g th e collection
of on ly six m on th s of da ta .

CMS expects th at th e six-m on th gap between th e en d
of th e da ta collection per iod an d th e begin n in g of a re-

portin g per iod will give labora tor ies sufficien t tim e to
collect an d organ ize data . Given th at CMS published
th e Fin al Rule with on ly days rem ain in g in the first da ta
collection per iod, labora tor ies m ay fin d th at they are
pressed for tim e wh en con siderin g im plem en ta tion .

Durin g th is per iod , each laboratory m ust determ in e
wh ether it m eets th e defin ition of ‘‘app licable labora -
tory’’ an d , if so, wh eth er it is exem pt from repor tin g
based on th e low expenditu re th reshold , as fu rth er de-
scr ibed below. If repor tin g is required, the labora tory
sh ould im m edia te ly begin organ izin g its private payor
da ta accord in g to th e in struction s received from CMS
th us fa r .

New Definition of ‘Applicable Laboratory’

On e of th e m ost s ign ifican t ch an ges between th e Pro-
posed Rule an d the Fin a l Ru le is th e defin ition of ‘‘ap-
p licable labora tory’’ an d CMS’s in trodu ction of th e con -
cep t of a ‘‘reportin g en tity.’’ PAMA defin ed an ‘‘appli-
cable laboratory’’ as a labora tory tha t receives a
m ajor ity of its Medicare reven ues un der th e MCLFS or
th e Medica re Ph ysician Fee Sch edule (‘‘MPFS’’) an d
auth or ized CMS to set a low Medica re expenditu re
th resh old to exclu de sm aller labs from reportin g obliga -
tion s.11

CMS origin a lly p roposed to defin e ‘‘applicab le labo-
ra tory’’ by referen ce to an en tity’s taxpayer iden tifica -
tion n um ber (‘‘TIN’’). Multiple com m en ters on th e Pro-
posed Rule , in cludin g th e ACLA an d th e AHA,12 ex-
pressed con cern th a t th is defin ition would exclu de
h ospita l labora tories with outreach (i.e., n on pa tien t)
busin ess from repor tin g. Even th ough som e h osp ita ls
m ay h ave a large volum e of outreach busin ess, a h osp i-
ta l labora tory likely would n ot qua lify as an ‘‘applicable
laboratory’’ when reven ues received un der th e MCLFS
are com bin ed with oth er Medica re reven ues a t th e TIN
level.

As AHA an d oth ers n oted , excludin g h osp ita l ou t-
reach laboratories would d istort th e paym en t da ta col-
lected an d lead to lower reim bursem en t ra tes. AHA
th us recom m en ded th at CMS sh ould assess Medicare
reven ues a t the Na tion a l Provider Iden tifier (‘‘NPI’’)
level ra th er th an a t th e TIN level. In addition , AHA sug-
gested tha t CMS perm it labora tor ies th at do n ot m eet
th e defin ition of an applicable labora tory to repor t vol-
un ta r ily so th a t th eir da ta can be in cluded in th e
weigh ted m edian . For the sam e reason s, ACLA pro-
posed th a t CMS d efin e an applicable laboratory by
CLIA n um ber .

Based on th ese a n d oth er con cern s, CMS decided to
revise the defin ition of ‘‘app licable labora tory’’ to m ean
a labora tory (as defin ed un der CLIA) th a t bills Medicare
Par t B un der its ow n NPI an d tha t receives m ore th an
50% of its Medicare reven ues dur in g th e applicab le da ta
collection per iod u n der th e MCLFS or th e MPFS.13

Such reven ues in clu de fee-for-service paym ents un der
Par ts A an d B, Medica re Advan tage paym en ts un der
Par t C, prescrip tion drug paym en ts un der Medica re

7 Medicare Program ; Medicare Clin ica l Diagn ostic Labora-
tory Tests Paym en t System , 80 Fed . Reg. 59,385 (Oct. 1, 2015).

8 Letter from Alan Mertz, Presiden t, Am erican Clin ica l Lab.
Ass’n , to An drew Slavitt, Actin g Adm in ., Ctrs. for Medicare
an d Medica id Servs. (Novem ber 23, 2015), available a t h ttp://
www.acla .com /acla-com m en ts-on -pam a-proposed -ru le/
[herein a fter ‘‘ACLA Com m en ts’’].

9 Letter from Th om as P. Nickels, Exec. Vice Presiden t,
Am erican Hosp. Ass’n , to An drew Slavitt, Acting Adm in ., Ctrs.
for Med icare an d Medica id Servs. (Novem ber 24, 2015), avail-
ab le a t h ttp://www.ah a .org/advocacy-issues/letter /2015/151124-
cl-labpropru le.pdf. [hereina fter ‘‘AHA Com m ents’’].

10 Letter from Sh errod Brown et a l., U.S. Sen ators, to An -
drew Slavitt, Actin g Adm in ., Ctrs. for Medica re an d Medica id
Servs. (Decem ber 14, 2015), a va ila ble a t h ttp ://www.acla .com /
sen ator -brown -dear-colleague-on-pam a-cy16-clfs-proposed-
ru le/; Letter from Bill Pascrell, Jr . et a l., Con g. Reps., to An -
drew Slavitt, Actin g Adm in ., Ctrs. for Medica re an d Medica id
Servs. (Decem ber 16, 2015), a va ila ble a t h ttp ://www.acla .com /
wp-con ten t/up loads/2015/12/LETTER_Clin ica l-Lab-Fee-
Schedu le-Proposed-Rule-Letter-to-CMS-12.16.152.pdf; Letter
from Pa t Tiberi et a l., Cha irm an , Com m . on Ways an d Mean s,
to An drew Slavitt, Actin g Adm in ., Ctrs. for Medicare an d Med-
ica id Servs. (March 29, 2016), a va ila ble a t h ttp://
waysan dm ean s.h ouse.gov/wp-con ten t/uploads/2016/03/PAMA-
letter_March -29.pdf.

11 Protectin g Access to Medica re Act of 2014, Pub. L. No.
113-93, § 216 (2014), 128 Sta t. 1040, 1053 (defin ition to be
codified at 42 U.S.C. § 1395m -1(a)(2).

12 See ACLA Com m en ts, supra n ote v & AHA Com m ents,
su pra n ote vi.

13 See Fin al Rule a t 41,098 (to be codified at 42 C.F.R.
§ § 414.502).
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Par t D, an d an y deductibles or coin sura n ce paym en ts
rece ived from Medica re ben eficia r ies.

Wh ile eligibility for repor tin g will dep en d upon th e
en tity’s NPI, repor tin g will still occur at the TIN level.
Tha t is, each corpora te en tity with a sin gle TIN th at op-
era tes a facility m eetin g th e defin ition of an ‘‘applicable
laboratory’’ – defin ed as a ‘‘repor tin g en tity’’ in th e Fi-
n a l Rule – m ust subm it a repor t th at aggrega tes th e data
for its com pon en ts tha t qu alify as applicab le laborato-
r ies .14

CMS’s decision to require repor tin g a t the NPI level
like ly will resu lt in on ly a sm all n um b er of h osp ita l
laboratories m eetin g th e requirem en ts to qua lify as an
‘‘ap plicable labora tory’’ because m ost h ospita ls do not
bill for hosp ita l ou treach services usin g a separa te NPI
n um ber . Hospita ls an d h osp ita l system s with sign ifican t
ou tr each volum e sh ould con sider wh eth er ob ta in in g a
sepa rate NPI for th is purpose would be worthwh ile .

CMS redu ced th e low-expen ditu re th resh old for de-
fin in g an ‘‘applicable labora tory’’ to $12,500 over th e
six-m on th da ta collection per iod . CMS had origin a lly
prop osed a low-expen ditu re thresh old of $25,000 for
th e in itia l six-m on th collection per iod an d $50,000 for
subsequen t twelve-m on th repor tin g per iods. Th is
th resh old does n ot apply to repor tin g rela ted to ADLTs.

Fin ally, CMS was n ot con vinced th a t it sh ould a llow
volu n tary reportin g even though som e com m en ters a r -
gued th a t doin g so would a llow for m ore accura te m ar-
ket da ta . CMS believes th at PAMA requ ires it to con -
side r on ly da ta subm itted by applicab le labora tor ies.15

Even th ough CMS decided n ot to ap ply th e low-
expen ditu re th reshold to ADLTs, it still m ay not receive
adequa te da ta for pr icin g tests th a t a re offered by sm all
specia lty labora tories.

Additional Guidance on Information to Report

Th e Fin a l Rule provides labora tor ies m uch -n eeded
guid ance on how to ca tegor ize pr iva te payor ra tes for
repor tin g pu rposes. Even so, m an y question s rem ain
un a n swered an d will n eed to be addressed in sub-
regu la tory guidan ce. As labora tor ies prepare for in itia l
repor tin g in ear ly 2017, they will n eed to review th e Fi-
n a l Rule an d addition a l gu idan ce carefu lly, bu t th is pro-
cess is certa in to presen t ch a llen ges.

If past exper ien ce un der the Ph ysician Paym en t Sun -
sh in e Act is an y in dica tion , CMS is lik ely to issue sub-
regu la tory guidan ce, in the form of FAQs an d User
Guides, a t th e last m in ute – an d possibly even dur in g
th e 2017 reportin g period – wh ich will com plica te th e
com plian ce effor ts of a ll labora tor ies.

Th e Fin a l Rule d id provide som e cla rity on cer ta in re-
port ing requirem en ts.

First, app licable laborator ies n eed n ot repor t da ta re-
la ted to cla im s den ied, n ot yet pa id, or un der appea l
dur in g th e collection period . ‘‘Zero dolla r’’ paym en ts
th us will n ot skew th e weigh ted m edian .

Secon d , CMS cla r ified tha t reports sh ould in clude
n on -con tracted , ou t-of-n etwork paym en ts.

Th ird , tests pa id for on a cap ita ted basis a re n ot sub-
ject to reportin g due to th e d ifficu lty in h eren t in deter -
m in in g accura te per-test re im bursem ent ra tes.

Fourth , th e pa ym en t ra te m ust reflect patien t cost-
sh ar in g obligation s (e.g., copaym en ts, deductib les, co-
in suran ce) an d m ust in clude an y pr ice con cession s, ex -
cep t for pr ice con cession s gran ted by th e laboratory,
such as fin an cia l h a rdsh ip waivers.

The m ech an ics of da ta subm ission rem ain a m ystery.
CMS has in d icated th a t repor tin g en tities will su bm it
th rough an on lin e da ta collection system , eith er m an u -
a lly or by upload in g a.csv file.16 CMS likely will estab-
lish a registra tion process and will provide tem pla te
spreadsh eets for repor tin g, as it d id with respect to data
reported un der th e Ph ysician Paym en ts Sun sh in e Act.

Phase-In of Reimbursement Reductions

As n oted above, CMS expects to rea lize su bstan tia l
savin gs on Medica re Par t B paym en ts as a resu lt of its
repricin g effor ts, bu t labora tor ies will h ave som e pro-
tection from dra m atic paym ent rate decreases as th e
n ew ra tes a re im plem en ted . For tests th a t a re n ot n ew
ADLTs or n ew CDLTs, paym en t ra tes m ay decrease by
n o m ore th an 10% per year in 2018-2020 an d by n o
m ore th an 15% p er year in 2021-2023.17

Revised Definition for ADLTs

PAMA an d th e Fin a l Rule a lso address ch an ges to th e
MCLFS related to pricin g ADLTs. Un der PAMA, an
ADLT is defin ed as a CDLT ‘‘offered an d fu rn ish ed ’’
on ly by a sin gle laboratory th a t is ‘‘n ot sold for u se by a
laboratory oth er th an th e or igin a l develop in g labora tory
(or a successor own er)’’ an d wh ich m eets on e of th e fol-
lowin g cr iteria :

s Th e test is an an a lysis of m ultiple biom ark ers of
DNA, RNA, or p rotein s com bin ed with a un ique a lgo-
r ithm to yield a s in gle pa tien t-specific resu lt.

s Th e test is clea red or approved by th e Food an d
Drug Adm in istra tion .

s Th e test m eets oth er sim ilar cr iter ia established
by th e Secreta ry.18

CMS’s proposed in terpreta tion of th is defin ition set
off a la rm bells for m an y in th e labora tory industry.19

CMS proposed to defin e a ‘‘sin gle labora tory’’ by refe r -
en ce to a sin gle CLIA cer tifica te an d fur th er provided
th a t if a successor own er pu rch ased th e laboratory tha t
in itia lly develop ed the ADLT, it cou ld con tin ue to
qua lify for ADLT sta tus on ly if it were a sin gle labora -
tory. Multiple com m en ters on th e Proposed Ru le sta ted
th a t the defin ition was un duly lim itin g and reflected a
lack of un derstan d in g of th e structu re an d opera tion of
m an y labora tory com pan ies. Fin a lly, in th e Proposed
Rule , CMS in terpreted PAMA’s cr iteria as requir in g

14 See Fin al Rule a t 41, 407 (d iscussing th e new ‘‘repor tin g
en tity’’ con cept).

15 See Fin al Rule a t 41,048.

16 See Ctrs. for Medicare and Medica id Servs., Overview of
CMS-1621-F: Medicare Clin ica l Diagn ostic Labora tory Test
Paym en t System Fin al Rule (Ju ly 6, 2016), a va ila ble a t h ttps://
www.cm s.gov/Outreach -an d-Education /Outreach/NPC/
Downloads/2016-07-06-Clin ica l-Labs-Presen ta tion .pdf.

17 Fin al Rule a t 41,099-100 (to be codified at 42 C.F.R.
§ 414.507(d)).

18 Protectin g Access to Medicare Act of 2014, Pub . L. N o.
113-93, § 216 (2014), 128 Sta t. 1040, 1057 (defin ition to b e
codified at 42U.S.C. § § 1395m -1(d)(3)).

19 See ACLA Com m ents, supra n ote v.
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th a t th e test an a lyze m ultip le biom ark ers of DNA or
RNA, with out m en tion in g protein s.

Th e Fin a l Rule m ade revision s to the defin ition of
ADLT m ean t to address th e com m en ts received. First, a
‘‘sin gle labora tory’’ n ow in cludes both th e labora tory
th a t fu rn ish es th e test (wh ich m ay a lso design , offer ,
an d se ll it) an d an y en tity tha t own s or is own ed by th e
labora tory (wh ich a lso m ay design , offer , a n d sell th e
test).20 Accordin g to CMS, th e revised d efin ition is
m ore con sisten t with labora tory opera tion s an d will
m ak e ADLTs m ore accessible to Medica re ben eficia -
r ies. Th is ch an ge a llows a successor own er to con tin ue
to take advan tage of ADLT sta tus even if th e successor
own er a lready own s m ultip le labora tor ies, so lon g as
th e tra n saction in cludes th e en tire or igin a l sin gle labo-
ra tory corpora tion . However , CMS cla rified th at wh ere
on e en tity (lik e an academ ic institu tion ) crea tes a test
bu t does n ot fu lly develop an d com m ercia lize th e test, a
labora tory th a t purch ases th e in te llectua l proper ty from
th e creator an d th en com m ercia lizes it wou ld n ot a lso
obtain th e test’s ADLT sta tus.

Secon d , th e Fin a l Rule addressed CMS’s proposed
exclus ion of tests solely com prised of prote in bio-
m arker an a lyses from th e defin ition of an ADLT. In re-
spon se to com m en ts about th e im portan ce of protein -
based tests to fields like precision m edicin e, CMS re-
vised th e defin ition of ADLTs to in clude tests solely
com pr ised of prote in s an d elim in a ted th e requ irem en t
th a t an ADLT be a m olecu la r pa th ology an a lysis.

Fin a lly, in keep in g with th e oth er delayed tim e-
fram es, CMS revised th e defin ition of a ‘‘n ew ADLT’’ to
m ean a n ADLT for wh ich paym en t h as n ot been m ade
un der th e MCLFS prior to Jan uary 1, 2018 (ra th er th an
2017).

Th e Fin a l Ru le offered little in form ation on h ow a
labora tory will apply for ADLT sta tu s an d in dica ted th a t
CMS would m ake fur th er in form ation ava ilab le th rough
sub-regulatory guidance. CMS presum ably will use the
sub-regulatory guidan ce process to estab lish th e tim e-
fram e for its review of applica tion s as well as th e re-
qu irem en ts for dem on stra tin g ADLT sta tus.

Payments for ADLTs

For ADLTs th a t are n ot n ew ADLTs, labora tor ies
m ust collect pr iva te payor ra te da ta for th e first six
m on th s of each ca len dar year (begin n in g in 2016) an d
repor t ann u ally (begin n in g in 2017). MCLFS ra tes will
be based on th e weigh ted m edian of priva te payor ra tes
begin n in g in 2018.

For n ew ADLTs, th e paym en t process is m ore com pli-
ca ted an d can involve recoupm en t by CMS. Th e ‘‘n ew
ADLT in itia l per iod’’ is defin ed as th e th ree calen dar
quar te rs begin n in g with th e first calen dar quarter fol-
lowin g th e la ter of (a ) a Medica re Par t B coverage de-
term in a tion for th e ADLT or (b) th e gran t of ADLT sta -
tu s by CMS.

Durin g th is in itia l per iod , th e ADLT pa ym en t ra te
equa ls its ‘‘actua l list charge,’’ wh ich is pu blicly ava il-
able ra te on th e first day th a t a pa tien t covered by pr i-
vate in suran ce can obta in th e test or tha t its ava ilability
is m ark eted to th e public. After th is in itia l p er iod , pay-
m en t will equa l th e weigh ted m edian of the pr iva te
payor data repor ted. If th e actua l list ch arge is greater

th an 130% of th e subsequently estab lish ed weigh ted
m edian , CMS will recoup th e d ifferen ce in the am oun ts
pa id du rin g th e in itia l per iod .

Penalties for Non-Compliance

PAMA perm its th e im position of civil m on eta ry pen -
a lties (‘‘CMP’’) of up to $10,000 per day for fa ilu re to re-
port or m isrepresen ta tion or om ission in reportin g in -
form ation . In th e Fin al Rule, CMS gave little gu idan ce
on h ow it p lan s to im pose pen a lties for n on-com plian ce.
Thou gh th e agency in dica ted th a t it does ‘‘n ot in ten d to
assess CMPs for m in or errors’’ an d th a t pen a lties will
be based on th e facts an d circum stan ces of the viola -
tion , it in dica ted th a t addition al in form ation would fol-
low in guidan ce. 21 Th e Ph ysician Paym en ts Su n sh in e
Act a lso im poses CMPs on th ose who fa il to com ply
with its reportin g requirem en ts, bu t CMS h as n ot yet
publicized an y action tak en to im pose such pen a lties.
CMS presum ably ha s its h an ds fu ll with da ta collection
an d repor tin g.

Confidentiality of Reported Data

Labora tor ies h ave un derstan dably expressed con -
cern s abou t repor tin g their private payor rates to CMS
becau se th is in form ation is typ ica lly con sidered to be
propr ieta ry an d con fiden tia l. PAMA provides th a t CMS
can n ot d isclose th e paym en t data in a form th a t iden ti-
fies ‘‘a specific payor or labora tory, or pr ices ch arged or
paym en ts m ade to an y such labora tory,’’22 except tha t
CMS m ay release th is in form ation as n ecessa ry to
im plem en t PAMA (e .g., disclosure to OIG or the Depar t-
m en t of Justice in th e con text of an en forcem en t action )
or as required by th e Com ptroller General, th e Con gres-
sion a l Budget Office, or th e Medicare Paym en t Advi-
sory Com m ittee. Im por tan tly, CMS in dica ted in th e Fi-
n a l Rule th a t it does n ot in terpret th ese con fiden tia lity
provisions as applyin g to a labora tory’s application for
ADLT status. CMS n oted tha t a laboratory can label its
applica tion as prop r ieta ry an d con fiden tia l, bu t in d i-
ca ted th a t ‘‘[b]ecause th ere is n o guaran tee such infor-
m ation will be withh eld,. . .labora tor ies will h ave to de-
cide for th em selves wh eth er to apply for ADLT status
an d r isk th e possib ility of public disclosure of in form a-
tion th ey do n ot wan t to be publicly disclosed .’’23

CMS also n oted in th e Fin a l Rule th at by publish ing
paym en t ra tes for ADLTs, it m ay ind irectly d isclose th e
iden tity of th e labora tor ies offer ing th ese tests an d th e
ra tes of paym en t th ey receive. CMS in dicated th at it
does n ot believe th at th is disclosure is barred un der
PAMA.24

Conclusion

Labora tor ies with Medica re billin g pr ivileges sh ould
im m edia tely determ in e wheth er th ey m ust report th eir
private payor ra tes to CMS in ear ly 2017 an d , if so, be-
gin im plem en tin g a system for an a lyzin g, aggregatin g,

20 See Fin al Rule a t 41,509 (d iscussin g th is defin ition ).

21 Fin al Rule a t 41,069.
22 Protectin g Access to Medica re Act of 2014, Pub. L. No.

113-93, § 216 (2014), 128 Sta t. 1040, 1054 (to be codified at 42
U.S.C. § 1395m -1(10)).

23 Fin al Rule a t 41,062.
24 Fin al Rule a t 41,071.
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an d repor tin g th at da ta . CMS h as prom ised th a t addi-
tion a l sub-regulatory gu idan ce is for th com in g. Labora -
tor ies with reporting obliga tion s shou ld track th is addi-
tion a l source of in form ation carefu lly.

With less th an six m on th s un til th e repor tin g per iod
begin s, labora tor ies h ave lim ited tim e to d igest th is en -

tirely n ew data collection an d reporting system , wh ich

will p rofoun dly affect th e labora tory in dustry for year s

to com e.
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