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If we established our own criteria in 
order to resolve the lack of 
standardization between the standards 
adopted by the various national 
accreditation organizations for PCMH, it 
is possible that the accrediting bodies 
would then be able to assist us in 
determining compliance with the eMS 
criteria, Depending on the nature of the 
criteria, the eMS criteria may cost less 
to implement but would likely require 
a practice to incur the cost for an 
accrediting body to review the practice's 
compliance. We invite public comment 
on the potential approaches we CQuld 
use to identify advanced primary care 
practices for purposes of Medicare 
payment, including the possible use of 
one or more national accrediting 
organizations (and whether meaningful 
use of certified olectronic health record 
technology should be required for such 
accreditation) as part of a Medicare 
approval, proces:s. a~ well. as '~'X other 
potential apprQaches to accrediting 
advanced-primarY-Cal'e practices that we 
have not discussed here. 

c. Beneficiary Attribution for Purposes 
of Payment 

One potential issue surrounding 
comprehensive primary care services 
delivered in an advanced primary care 
practice is attribution of a beneficiary to 
an advanced primary care practice. We 
would nol expect that there would be 
more than one practice functioning as 
an advanced primary care practice for a 
beneficiary at any given time. However, 
in a fee~for-service environment we 
would need to determine which practice 
is currently serving as the advanced 
primary care practice for the beneficiary 
in order to ensure appropriate payment. 
One method of attribution could be that 
each beneficiary prospoctively chooses 
an advanced primary care practice. We 
seek comment on how such a choice 
might be documented and incorporated 
into the fee-for~service environment. 
Other attribution methodologies might 
examine the quantity and type of ElM 
or other designated services furnished to 
that beneficiary by the practice, We 
welcome input on the most appropriate 
approach to the issue of how to best 
determine the practice that is 
functioning as the advanced primary 
cal'O practice for each beneficiary. We 
are not considering proposals that 
would restrict a beneficiary'S free choice 
of practitioners. 

In summary, we believe that targeting 
. __ _ __________-prim!!0: care man_I:!@":g1Jl~1Q~~~!!~_~I?~_ 

advanced primary care practices would 
have many merits including ensuring a 
basic level of care coordination and care 
management. We recognize that the 
advanced primary care model has 

demonstrated efficacy in improving tho 
value of health care in several contexts, 
and we are exploring whether we can 
achieve these outcomes for the Medicare 
population through several 
demonstration projects. Caroful analysis 
of the outcomes of these demonstration 
projects will inform our understanding 
of how this model of care affects the 
Medicare population and of potential 
PFS payment mechanisms for these 
services, At the same time, we also 
believe that there are many policy and 
operational issues to be considered 
when nationally implementing such a 
program within the FFS. Therefore,. we 
generally invite broad public comment 
on the accreditation and attribution 
issues discussed above and any other 
aspect) including payment, of 
integrating an advanced primary care 
model in to the PFS. 
I. Payment for Molecular Pathology 

Services 


For CY 2012, the AMA CPT Editorial 
Panel began creating new CPT codes to 
replace the current codes used to bill for 
molecular pathology services. The new 
codes describe distinct molecular 
pathology tests and test methods. CPT 
divided these new molecular pathology 
codes into Tiers, Tier 1 codes describe 
common gene·spocific and genomic 
procedures. Tier 2 codes capture 
reporting for less common lests and 
each Tier 2 code represents a group of 
tests that involve similar technical 
resources and interpretive work. For CY 
2012, CPT created 101 new molecular 
pathology codes; 92 new Tier 1 codes 
for individual tests and nine Tier 2 
codes for common groups oftests, These 
codes appear in Table 21. We antiCipate 
that CPT will create additional 
molecular pathology codes for CY 2013, 

We stated in our notico for the 
Clinical Laboratory Fee Schedule 
(CLFS) Annual Public Meeting (to be 
held July 16-17, 2012 at CMS 
headquarters in Baltimore, Maryland, 
more information at https:11 
www.cms.govl/MedicQre·Fee·for~ 
Service·PaymentICh'nicalLabFeeSchedl 
Public Meetings.1Itml) that we are 
followIng our process to determine the 
appropriate basis and payment amounls 
for new clinical diagnostic laboratory 
tests, including the molecular pathology 
tests, under the CLFS for CY 2013. 
Howevor, we also stated that we 
understand stakeholders in the 
molecular pathology community 
continue to debate whether Medicare 

-- '-shOUld pay for moTecular pathOlogy-- ----------l\IfedlCare cases,-----cMS8S11ilihshes --------- ------- ----- --
tests under the CLFS or the PFS, resource-based malpractice expense 
Medic~re pays for clinical diagnostic RVUs using weighted specialty-specific 
laboratory tests through the CLFS and malpractice insurance premium data 
for services that ordinarily require collected from commercial and 

physician work through the PFS. We 
stated that we believe we would benefit 
from additional public comments on 
whether these tests are clinical 
diagnostic laboratmy tests that should 
be paid under the CLFS or whether they 
are physicians' services that should be 
paid under the PFS, Therefore, we said 
that we intend to solicit comment. on 
this issue in this proposed fule, as wen 
as public comment on pricing policies 
for these tests under the CLFS at the 
Annual Public Meeting. This section 
first discusses and requests comment on 
whether these molecular pathology ePT 
codes describe services that ordinarily 
require physician work, and then 
discusses our proposal to address 
payment for these CPT codes on the 
PFS, pending public comment on the 
first question. This proposal is parallel 
t.o the invitation to discuss at the CLFS 
Annual Public Meeting, the appropriate 
basis for establishing a payment amount 
for the molecular palhology CPT codes 
as clinical diagnostic laboratory tests 
under the eLF'S, 

As detailed in section II.B.l. of this 
proposed rule, Medicare establishes 
payment under the PFS by setting RVUs 
for physician work, practice expense 
(PE), and malpractice expense for 
services that ordinarily require 
physician work. To establish RVUs for 
physician work, we conduct a clinical 
review of the relative physician work 
(time by intensity) required for each PFS 
service. This clinical review includes 
the review of RVUs recommended by 
the American Medical Association 
Relalive Value Scale Update Committee 
(AMA RUC) and others. The AMA RUe· 
recommended physician work RVUs 
typically are based in part on results of 
a survey conductod by the relevant 
specialty society for a service. eMS 
establishes RVUs for PE under a 
resource-based PE methodology that 
considers lhe cost of direct inputs, as 
well as indirect PE costs, Tho AMA 
RUe, through the Practice Expense 
Subcommittee, recommends direct FE 
inputs to eMS, and the relevant 
specialty societies provide pricing 
information for those direct inputs to 
eMS. After we determine the 
appropriate direct PE inputs, the PE 
methodology is used to develop 
proposed PE RVUs. PhYSician work and 
PE RVUs for oach CPT code are 
constructed to reflect the typical case; 
that is, they reflect the service as it is 
furnished in greater than 50 percent of 

www.cms.govl/MedicQre�Fee�for
https:11
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physician~owned insurers in CY 2010 
(74 FR 61758). For most services paid 
under the PFS, beneficiary cost-sharing 
is 20 percent of the payment amount. 

eMS establishes a payment rate for 
new clinical diagnostic laboratory tests 
under the CLFS by either crasswalking 
or gap-filling, Crosswalking is used 
when a new test code is comparable to 
an existing test code, multiple existing 
test codes, or a portion of an existing 
test code on the CLFS. Under this 
methodology, the new test code is 
assigned the local fee schedule amounts 
and the national limitation amount 
(NLA) of the existing test, with payment 
made at the lesser of the local fee 
schedule amount or the NLA, Gap
filling is used when no comparable test 
exists on the eLF'S, In the first year, 
carrier-specific amounts are established 
for the new lest code using the 
following sources of information: 
Charges for the test and routine 
discounts to charges; resources required 
to perform the test; payment amounts 
determined by other payers; and 
charges, payment amounts, and 
resources required for other tests that 
may be comparable or otherwise 
relevant. For the second year, the NLA 
is calculated, which is the median of the 
carrier-specific amounts, See §414,508, 
Services paid under the CLF'S do not 
include any physician work, although 
tests paid under the CLFS can involve 
interpretation by a laboratory 
technician, a chemist, or a geneticist
none of which are occupations that meet 
the statutory definition of a physician. 
While payments can vary geographically 
due to contractor discretion across 
locality areas (which are the same 
localities used for the GPCIs under the 
PFS), payments cannot exceed a NLA 
nor can they be adjusted once rates are 
determined. In the CY 2008 PFS final 
rule with comment period, we adopted 
a prospective reconsideration process 
for new tests paid under the CLFS, 
allowing a single year for Medicare and 
stakeholders to review pricing for new 
tests after the payment is initially 
established (72 FR 66275 through 
66279,66401 through 66402). Finally, 
the statute waives beneficiary cost
sharing for clinical laboratory diagnostic 
tests paid on the CLFS. 

For a handful of clinical laboratory 
services paid under the CLFS, we allow 
an additional payment under the PFS 
for the professional services of a 
pathologist when they meet the 
requirements for clinical consultation 
service as defined in § 415.130, The PFS 
pays for services that ordinarily require 
the work of a physician and, with regard 
to pathology services, explicitly pays for 
both the professional and technical 

component of the services of a 
pathologist as defined in §415,130 
including surgical pathology, 
cytopathology, hematology, certain 
blood banking services, clinical 
consultations, and interpretive clinical 
laboratory services, 

Molecular pathology tests are 
currently billed using combinations of 
longstanding CPT codes that describe 
each of the various steps required to 
perform a given test. This biUing 
method is called "stacking" because 
different "stacks" of codes are billed 
depending on tho components of tho 
furnished test. Currently, all of the 
stacking codes are paid through the 
CLFS. One stacking code, CPT code 
83912 (molecular diagnostics; 
interpretation and report) is paid on 
both the CLFS and the PFS, Payment for 
the interpretation and report of a 
molecular pathology test when 
furnished and billed by a physician is 
made under the PFS using the 
professional component (PC, or 26) of 
CPT code 83912 (83912-26). Payment 
for the interpretation and report of a 
molecular pathology test when 
furnished by non-physician laboratory 
staff is made under the CLFS using CPT 
code 83912, 

Since the creation of new molecular 
pathology CPT codes, there has been 
significant debate in the stakeholder 
community regarding whether these 
new molecular pathology codes describe 
physicians' services that ordinarily 
require physician work and would be 
paid under the PFS, or whether they 
describe clinical diagnostic laboratory 
tests that would be paid on the CLFS, 
The AMA RUC reviewed the 101 new 
molecular pathology CPT codes and 
concluded that 79 of 101 new molecular 
pathology codes include work huuished 
by a physician, The American Clinical 
Laboratory Association (ACLA) has 
indicated that 32 of the 101 new 
molecular pathology codes are 
interpreted by a physician and that a 
physician may perform the technical 
component associated with 2 of the 101 
CPT codes. Only 15 olthe 101 new 
codes appear on both the AMA RUe and 
ACLA list of codes that each believe 
include work furnished by a physician. 
Additionally, some stakeholders have 
suggested that all molecular pathology 
tests require physician interpretation 
and report, Other stakoholders have 
suggested that the interpretation and 
report of a molecular pathology test is 
not ordinarily required because the 
majority of the molecular pathology 
tests are clearly negative so 
interpretation and reporting generally 
aro not necessary, In addition, some 
stakeholders have argued that molecular 

pathology tests are becoming more and 
more automated, and therefore generally 
do not require interpretation by a 
physician, 

In.the CY 2012 PFS final rule (76 FR 
73190), we stated that for CY 2012, 
Medicare would continue to use the 
existing stacking codes for the reporting 
and payment of these molecular 
pathology services, and that the 101 
new CPT codes would not be valid for 
payment for CY 2012. We did this 
because we were concernod that we did 
not have sufficient information to know 
whether these new molecular pathology 
CPT codes describe Glinkal diagnostic 
laboratory tests or services that 
ordinarily require physician work. For 
CY 2013, we continue to have many of 
the same concerns that led us not to 
recognize the 101 molecular pathology 
CPT cados for payment for CY 2012, 
Specifically, we acknowledge that we 
are lacking definitive answers to the 
following questions: 

• Do each ofthe 101 molecular 
pathology CPT codes describe services 
that are ordinarii y furnished by a 
physician? 

• Do each of these molecular 
pathology CPT codes ordinarily require 
interpretation and report? 

• What is the nature of that 
interpretation and does it typically 
requir~ physician work? 

• Who furnishes interpretation 
services and how frequently? 

We Bre seeking puolic comment on 
these questions and the broader issue of 
whether the new molecular pathology 
codes describe physicians' services that 
should be paid under the PFS, or if they 
describe clinical diagnostic laboratory 
tests that should be paid under the 
CLFS, 

As we continue to consider public 
comment on whether these molecular 
pathology CPT codes describe services 
that ordinarily require physician work, 
we want to ensure that there is a 
payment mechanism in place to pay for 
lhese CPT codes for CY 2013. We 
propose to price all of the 101 new 
molecular pathology codes through a 
single fee schedule, either the CLFS or 
the PFS, After meeting with 
stakeholders and reviewing each CPT 
code, we believe that. there is little 
variation in the laboratory 
methodologies, as all of them employ 
gene sequencing processes, However, 
there are very different processes for 
establishing payment rates-under the 
PFS and the CLFS, As discussed above, 
Medicare sets payment under the CLF'S 
by either crosswalking or gap~filliug 
and, after the prospective 
reconsideration process, currently 
cannot adjust the payment amou!!t 
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further. In contrast, Medicare sets CLFS will be discussed at the CY 2013 eMS Web sito in tho files supporting 
payment under the PFS through a set of CLFS Annual Public Meeting, More this CY 2013 PFS proposed rule at 
resourcewbased methodologies for information on the CLFS Annual Public http://www,cms,govIMedicare/ 
physician work, PE, and malpractice Meeting is available in the Federal Medicare·Fee~tor.Service-Payment/ 
expense, and payment can be reviewed Register at 77 FR 31620 through 31622 PhysicianFeeSchedIPFS-Federal
and adjusted as the resources required and on the eMS Web site at http:// Regulation~Notices,html, We appreciate 
to furnish a service change. We are www.cms,hhs,govIGh'nicalLabFeeSched, all of the effort CAP has made to 
concerned that establishing different As a parallel to our invitation to develop national pricing inputs, 
prices for comparable laboratory discuss these molecular pathology codes However, we agree with its view that, in 
services across two different payment as clinical diagnostic laboratory tests at many cases, there is no established 
systems would create a financial the CLFS Annual Public Meeting in July protocol for executing many of these 
incentive to choose one test over 2012, we also propose payment amounts tests and that the potential means to 
another simply because of its fee for these codes under the PFS for CY execute these tests can vary 
schedule placement. We are also 2013. The AMA RUC provided CMS considerably. 
concerned that the differences in prices with recommendations for physician In addition to recommendations on 
would become more pronounced over work RVUs and PE inputs for the 79 physician work and direct PE inputs, 
time as the PFS continues to review the CPT codes it believes include physician the AMA RUC provided CMS with 
values for physician work and PE inputs work. At our request, CAP provided recommended utilization crosswalks for 
relative to established CLFS prices. CMS with direct PE input the 79 molecular pathology services it 
Therefore. because of the homogeneity recommendations for 15 of the believes are typically furnished by a 
of the laboratory methodologies behind remaining 22 CPT codes to the best of physician. When there are coding 
these procedure test codes. we believe their ability, We do not have changes, the utilization crosswalk tracks 
that it is appropriate for a11101 new recommendations on physician work Medicare utilization from an existing 
molecular pathology CPT codes to be RVUs or direct PE inputs for 7 of 101 code to a new code. The existing code 
priced on the same fee schedule using codes which represenllests that are utilization figures are drawn from 
the same methodology, We invito public patented, and therefore the methodology Medicare claims data. We use 
comment on this proposal. used to furnish the service is proprietary utilization crosswalk assumptions to 

and has been unavailable to the AMA ensure PFS BN and to create PE RVUs 
In our effort to determine the Rue or eMS to support developing through the PE methodology, Currently, 

appropriate Medicare payment for these appropriate direct PE inputs. For the 79 payment for the interpretation and 
new molecular pathology codes, CPT codes. the AMA RUC~ report of a molecular pathology test 
stakeholders will have the opportunity recommended physician work RVUs when furnished and billed by a 
to discuss the CLFS payment basis for range from 0.13 to 2.35, with a median physician is made under the PFS using 
establishing payment amounts for the work RVU of 0,45, The AMA RUC- CPT code 83912-26, Because CPT 
molecular pathology codes discussed recommended physician intra~service created the new molecular pathology 
above at the CLFS Annual Public times (which, for those codes, equals the codes to replace the current stacking 
Meeting in July 2012, Section total times) range from 7 minutes to 80 codes, when recommending utilization 
1833(h)(8)(A) of the Act, which minutes, with a median intra-sorvice crosswalks, the AMA RUC started with 
discusses the CLFS, requires the time of 18 minutes, We would nate that the total utilization for CPT code 83912
Secretary to "establish by regulation the physician work RVU for CPT code 26, and divided that utilization among 
procedures for determining the basis for, 83912-26 and all but one of the other the 79 CPT codes. CAP has indicated 
and amount of, payment [under the clinical diagnostic laboratory services that it distributed the utilizaLion based, 
CLFS] for any clinical diagnostic for which CMS recognizes payment for in part, on ICD-9 diagnosis data. Table 
laboratory test with respect to which a clinical interpretation is 0.37. Table 21 22 lists the AMA RUC~recommended 
new or substantially revised HCpeS lisls AMA RUC~recommended utilization crosswalks for these services, 
code is assigned an or after January 1, physician work RVUs and times for We are concerned that the RUC
2005." Clauses (i) and (ii) of section these services. recommended utilization is too low 
1833(h)(B)(B) of the Act requires the Molecular pathology tests can be because it is based on the utilization of 
Secretary to: 1) Make "available to the furnished in laboratories of different CPT code 83912-26 only. Instead, we 
public {through an Internet Web site and types and sizes (for example a large believe that Lhe utilization assumptions 
other appropriate mechanisms) a list commercial laboratory or a pathologist's for the technical component of the 101 
that includes any such test for which office), and tosts may be furnished in new CPT codes should be based on the 
establishment of a payment amount small or large batches. The utilization of the corresponding CPT 
'" '" * is being considered for a year;" methodologies used and resources codes currently billed on the CLFS. 
and, "on the same day such list is made involved in furnishing a specific test Several laboratories provided us with a 
available, causes to have published in can vary from laboratory to laboratory, list of the molecular pathology tests that 
the Federal Register notice of a meeting When developing direct PE input they perform, and identified the 
to receive comments and recommendations for CMS, CAP and the stacking codes that are currently used to 
recommendations (and data on which AMA Rue made assumptions about the bill for each test and the new CPT code 
recommendations are based) from the typical laboratory setting and batch size that would be billed for each test. 
public on the .appropriate basis 'I< * * to determine the typical direct PE inputs However, because the same molecular 
for establishing payment amounts for for each service. Given that many of pathology test may be billed using 
the tests on such list." Because we these services 8re furnished by private different stacks, and the same slack may 
believe that these molecular pathology laboratories, providing be billed for different tests, it is not 

----- --------a-oaes-'IiUly-DEH5trnical-dTagnosfic ------ -'--'------- -----recommenaatIoninrii'11fEflypTca11npuls -- ------poss'fDle-l{Yaefermlne-wlifcn-slacR-g---
laboratory tests payable on the CLFS, was challenging for many services, and match which new CPT codes for all 
comments and recommendations from not possible for other services. The Medicare claims. Additionally, if a 
tho public on the appropriate basis for AMA RUe and eAP~recommended beneficiary has more than one test on 
establishing payment amounts on the direct PE inputs are available on the the same date of servico and both stacks 

www.cms,hhs,govIGh'nicalLabFeeSched
http://www,cms,govIMedicare
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are billed on the same Medicare claim, 
it is not possible to determino which 
stacking codes on the claim make up 
each stack. Furthermore, some tests 
described by the new CPT codes are 
currently billed using general "not 
otherwise classified" (NOG) pathology 
CPT codes that capture a range of 
services and not just the molecular 
pathology tests described by the new 
CPT codes. Given these factors, it is 
difficult to estimate the utilization of the 
101 Hew molecular pathology codes 
based on the Medicare billing of the 
current stacking and Noe codes. 

If we were to finalize payment for 
molecular pathology services under the 
PFS, we do not believe that we could 
propose national payment rales at this 
time. Many outstanding quostians 
remain including: 

• If these services are furnished by a 
physician, what are the appropriate 

physician work RVUs and times relative 
to other similar services? 

• Where and how arc each of these 
services typically furnished-for 
example, what is the typical laboratory 
setting and batch size? 

• What is the correct projected 
utilization for each of these services? 

Given these major areas of 
uncertainty, if eMS determined that 
new molecular pathology CPT codes 
should be paid under the PFS for CY 
2013, we are proposing to allow the 
Medicare contractors to price these 
codes because we do not believe we 
havo sufficient information to engage in 
accurate national pricing and because 
the price of tests can vary locally. As 
previously discussed, this proposal is a 
parallel to the invitation to discuss at 
the CLFS Annual Public Meeting the 
appropriate basis for establishing a 
paymont amount for these molecular 
pathology tests as clinical diagnostic 

laboratory tests under the CLFS. If we 
decide to finalize payment for these new 
codes under the PFS, we would 
consider modifying § 415,130 as 
appropriate to provide for payment to a 
pathologist for molecular pathology 
services. 

After reviewing comments received 
on the proposals contained within this 
CY 2013 PFS proposed rule, and after 
hearing the discussion at the CLFS 
Annual Public Meeting, we will 
determine the appropriato basis for 
establishing payment amounts for the 
new molecular pathology codes, We 
intend to publish our final decision in 
the CY 2013 PFS final rule with 
comment period and, at the same time 
that rule is published, as stated in the 
CLFS Public Meeting Notice, to post 
final payment determinations, if any, for 
the molecular pathology tests that will 
be paid under tho CLFS, 

TABLE 21-AMA RUC-RECOMMENDED PHYSICIAN WORK RVUs AND TIMES FOR NEW MOLECULAR PATHOLOGY CPT 

CODES 


CPT Code Short descriptor 
AMA RUC

Recommended 
physician work 

RVU 

AMA RUC
Recommended 

physicIan
intra-service time 

(minutes) 

81206 
81207 
81208 
81210 

BcrJab!1 gene major bp ...... ", ........ ;.",,. .. , ....... ,,,,,,,,,, ..... i ......... ,, • .,,,._"',,,,.;."....,, ..,~,.".; .....""'''' 

Bcr/abl1 gene minor bp " ............... ":.,..... " ............. .-., ....... , ..... ,,,,, .......... ,"........... " ......... "",,,., 
Bcr/abl1 gene other bp ", ...... , •. "" "'''' """",,,.,,.,,,,, ""''''''''''','''''' "",,,,,,,,,",,""' . .,u ,,,"',,.,,.,,,.,.,. 

Braf gene .... ,." .............. " .• , ....•. ,.,.",,,,,.,,.,,, .. ;,,,,,.,,,,,,,.,, .......... "."",,,,,,,,,,, .... ,, ...... , ... , ..... ,., .. ,,, •• 

0.37 
0.15 
0.46 
0.37 

15 
11 
18 
15 

81220 ."" 
81221 

Cftr gene com variants "' ... "." ..... ,,;., ..,;......~,,,.... ,..,,.,, ..,.•......,.'"••,.,., ..... ,. ..,.. , ......... ~: .. , ......... ,. 
Cftr gene known fam variants ... , .................... " .. " ......................... ,,,....,,............. ,,,.•; ......... , .. .. 

0.15 
0.40 

10 
20 

81222 
81223 

Cflr gene dup/delet variants ... ,... ," .,,. .•,.,,,,,,,,,.,.,,,,.. , c .... " •• , ...."_ • .,,,,,.,,..,,..q,,'",,,... , '_"'" '"'''''' 
Cflr gene full sequence " .. ,•.•".".,', .... ".,.,,, ........ , .. ,, ..... "' ......... ,",.' .. ,, •. ,,.... ,,,, ..,,... _.. ,, .•• ,., ..... ,.,. 

0.22 
0.40 

13 
20 

81224 
81225 
81226 
81227 
81240 
81241 
81243 
81244 
81245 
81256 
81257 
81261 

Cftr gene intron poly t '".''''''''' ....""..... " ... " ••""""" ...""..... " .. "".. ",,,.,,, .... , .. ,,,,.,," ........ ,,,,"" 
Cyp2c19 gene com variants ,... " .... ,,,, .. ,,'",,.,, .. " ..,,,,.•...<" ..........,,.,,.,,,., .....,,,... """"""'"'''''''''' 

Cyp2d6 gene eom variants ., ...",..... ,,' ......, ............................. '"........ , .... , ..... , ........................ " 
Cyp2c9 gene com variants ...".".".""" ...... ", .. ,..."" ...., ...... " ...""'",.,."",,,..., ...,.,,,,.,,,,, .... , ...» .. 

F2 gene ., ....... , .. ,..""."'''''." . .,.,.~,..." .... '' ..... , ...... .,,,, .... ', .... " ........ .,.,"".""',,",.,, .... ,., '''''' ... ,," .,' 
F5 gene .•""''', ..... ", ..... " ..... ,'''', ...... ''..."".. ,•• ,..., .... " .. ,." .. ,.,, .... ,..... ,..... " ........ , ............. ,.,..•,.. ,." 
Fmrl gene detection .. " ...... "."." ............................ " .......... " .... , ..... , ......... " ..... " ................. " .. , 
Fmr1 gene characterization ,.. , ............. , .. , ...................... , ............. , ............... , .... ", ................ "" 
Flt3 gene ............... , .. , ......... , ........... ,., ....................................... , ............... , ..... , ............. " .... ,.. .. 
Hfe gene ,..-' ....,., ....~ ..............".'h" .... ' .. , ..• "" .... ,,,.', .................. ;,,~.,'''., ...... ,.,...... '''' ''''''''"'''''''' 
Hba1/hba2 gene ....................... , ......... " .....• , ....... ,;, ....... ; ...... ..... , ...",.,,,.,.. ,,,',, ...._.',..........,.,..,i'. 
19h gene rearrange amp meth ,.,.."'" .. , ..... , .."'",, ..,,,........ , ... , ................ , ...._............. " ..... , ....... .. 

0.15 
0.37 
0.43 
0.38 
0.13 
0,13 
0.37 
0.51 
0.37 
0.13 
0.50 
0.52 

10 
13 
15 
14 
7 
8 

15 
20 
15 
7 

20 
21 

81262 
81263 
81264 
81265 
81266 

Igh gene rearrang dir probe ,..,.,",,,,.,,,•. ,.... ,,., ... ,, ... ,., ... ., ..,......... "' .... ,.,,",,......."' ..... , .•..•. ".,•...". 
Igh veri regional mutation .. ":;•. ".".."" .. ,.. ,.", ...,..., ....................... """.,,,",.,.", •.",,,... ,... ,,,,,,,.... 
Igk rearrangeabn clonal pop , ... " .."""." ... ,,."."' .. ;., ........ ~,,., ............. , .. , .. ,,...... " ..... """".,."!.~, 
Str markers specimen anal ..................... " .............. '" ............ " ....".".... ,,,,, ...... .,.... ,,, .. ,, .."""•. 
Str markers spec anal add! "". , , .... ",._, .."" ...._.......... , ....................... , ...... , .• OH'.".... ,.",,, .. ,,.,,, 

0.61 
0.52 
0.58 
0.40 
0.41 

20 
23 
22 
17 
15 

81267 Chimerism anal no cell selee ,•."." ..",.." .. " ... ,.. ".,,, ................. ,, ..........................,... "', ...•", ..,,., 0.45 18 
81268 
81270 
81275 
81291 
81292 

Chimerism anal w/ceU select ", .... "." ... "." .. " ............... , .................. , ...... ,. ........... " ..... , .... ,,,••,,"" 
Jal<2 gene , ............ , '" ., ......... ,.,., .......... , ...... " ......... ,', .............. " .. ,'" ........ "'" .., ........ ,, 'n .... ' "', .. , 

Kras gene .... , ........ "'" ,,' ., ...... " ,.... ,....•..,.... ,..~................... H ••••••• _"."' ...... , .. ,,.. ,,"•• , ••• ""'"",.,,_••• 

Mthfr gene ... , ........ , .. ,.. ,......,.. ,. ,... , ..... , ..•...... ., " ..... " .... " ..... , ........... ~, .."".. '"". " ....... ,'" ",.", .. " .. ,... 
Mlh1 gene full seq ... ,,, ..... ,, ...... ,,,, .... ,, ...... 'u., .... ,,,.......... , .... , .. ,,.,,,,...,,,., .... ,"".", .... ,""""".",,,.. 

0.51 
0.15 
0.50 
0.15 
1.40 

20 
10 
20 
10 
60 

81293 
81294 ..." 

Mlh1 gene known variants .."H' ......." •• , •.•.• , ................. , ... , ........ ""';.",." •• ,,H••"." .... , ... ' •. "".,.", 

Mlh1 gene dupldelete variant .,',., ............... , ..... , ....... "'_............ " ... "."., .. ,,..... , ............ ,,', ..,"".,' 
0.52 
0.80 

28 
30 

81295 "". 
81296 
81297 
81298 
81299 
81300 
81301 

Msh2 gene full seq .. "',.,_........ ' ..... ,"'.~ •..' •. "' ... ,.'..... ",~,"' .. """."'......,"",.".........""., .. " .. ,.""....... . 
Msh2 gene known variants ...... '''".. ,p." .....".,,,.,.,'',''',. ...., .. ,, ... ,, . .,''',.. ,,,, ... ,, ... ' .... ,,''«... ,,,,,,,,,,,, 

Msh2 gene dupldelete variant .,.•.'.• "".,',.,".•,'".... " ............. , ..... ""...".".,,' ..... ,, ............ " .•. ,.,,,... 
Msh6 gene fuJi seq ".,'., .... , ... ,."''',~,.. ''';,..,•• '',".,.,.'' ....,.,•..,... " ..... "., ... ,,":"', ..... , ....... , ..... , ......... ,,)•• 
Msh6 gene known variants .~.....h',.. ".'.',.,., .. _" .."' .." ........ ,."',... "' ...~' ..H.".".. "H.,." .......... , .. , ... '" 
Msh6 gene dup/delete variant ""....... , ...."""".. ,'" ...... ",', ...... ".,""""".,,,.,,,, ................... :,..,"' 
Microsatelilte InstabHity ,." •. " ...... *, .. -..",,, ... ,,.,,,,,,.,.... ,,.,, •••• ,,,•• ,,,,,,,,,,,,,.. ,,,,,H"""."..  .. " .... " .. , .... 

1.40 
0.52 
0.80 
0.80 
0.52 
0.65 
0.50 

60 
28 
30 
30 
28 
30 
20 
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TABLE 21-AMA RUC-RECOMMENDED PHYSICIAN WORK RVUs AND TIMES FOR NEW MOLECULAR PATHOLOGY CPT 

CODEs-Continued 


AMA RUCAMA RUC RecommendedRecommendedShort descriptorCPT Coda physicianphysIcian work Intra-seNiee timeRVU 
. (minutes) 

81302 .... . Mecp2 gene tull seq ... ",,, .•.,,,,,.,.... ,.......,... ,....,.. ,,., ..., ..... ,.".,.,','".,",." .. ,',.....,,",...... 
 'Q.65 30 
81303 .... . Mecp2 gene known variant .. ,,, ..... ,,... ,,., .• ,•• ;,,,.,,,,,,,,.,,.,.,.,,, ..... ,, ............... , .. ,........"., ...•.....,.. ,.,' 
 0.52 28 
81304 .... . Mecp2 gene dupJdelet variant ...... " •.",.,•.. " ..... , .... , ......... ,,,'.,,.,,.,,.,,,,, ,., .. " .. ,,, ....... ,,.,. 
 0.52 28 

Npm1 gene ..... ." .. ",,,,,,,,,.,, .. ,,, .. ,,,.,, .... ,.,, ... ,, .. ,,,,,,, ... ,, .......... ,, ... , ..... "".... ,,, ..... ,,,, .. ,.. ,,',, .. ,, .... ..
81310 .... . 0.39 19 
81315 .... . Pmllraralpha com breakpoints ".,«,...... " .. '" ...".,., ••••. " •• ,''''', •.• , ....... , •• , ••••• " •.,,,,.,",,,.,,, ... ,.., ... , .. 
 0.37 15 

0.22 1281316 Pml/raralpha 1 breakpoint ""... "'".,' ".,. "" , .... ,',., •. , ... ,,,,,,, .... ",., ...... , ,'.. ,,,, ... "" ....... " , .., , ..... ,' 

Pms2 gene full seq analysis ... ",,,.<•• , •• ,.c, .. ,..,,.,,,,,,,,,,",., ..... ,...... , .... ,, .. , ....... , ....... ,... ,........ .. 
 1.40 6081317 

0.52 2881318 Pms2 known familial variants H" ..., ........ ,...... ,.,,,,.,,,,,.. ,"",....,,............ , ...... ,' ....... , 


3081319 Pms2 gene dup/delet variants ,., ..... ,' ......... " ... , ...... , ........................... , .. " ... , .. , ... ,.,."",."" ... ", .. 
 0.80 
Snrpn/ube3a gene , .................. ,. ........ ",.",.,,",, ..,,,.,, ..•• ,,,.,, .... "_,,., .. ,,,.,.,, ''';, .. ,.. ,•. ,,.,' ........ , ..... ". 
 0.39 1581331 

0,40 1581332 Serplna1 gene , .• " .... """",., •...•.. " •. " ... ",., •. , ...... , •... , ••.... , ... , ..... , .... ,.'''', .. ".,''''',." ...... '',., .... , ..... . 
81340 .... . 0.63 25Trb@ gene rearrange amplify "",."'''" ... "'" ....... ;." .... ,,,, ... , .... ,''' ........ ''''''''''',, ......... ,'''', ...... ". 


0,45 1981341 .... . Trb@ gene rearrange dirprobe ""'''"."........................ , .... "'" ...... " ... "'''',,....... ,,'',, .... , 

81342 0.57 25Trg gene rearrangement anal ._,." ... , .......... , ......... , ....... ,",."'"'''" .. ".,',,., ..... , ...' ..... ", ............ ,,"', 

81350 0.37 15Ugl1a1 gene ''''''',.... , ... ; .. , ... ,,,........... , .• ,''',,.,,'', .. ,',......,, ........ ", .• ",.".. " ... ',." .... "., .... ,'_".,,, ...... ,' 


0.38 15'81355 .... . Vkorc1 gene .... , ..................... , ................. , ......................... " ........... ;"............... " .... ,,, ....... , ...... .. 

0.54 1581370 .... . ~:: :~ :: :~~~e~;wY ..i;·::::::::::::: ::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 0.60 3081371 .... . 
0.52 1581372 .... . Hla I typing complete Ir .............. " ...,"'"........ ,."".. "' ... , ..... ,,, ..... ,, ... ,,,,., ....,.. ,,, ..,,,, ...... .. 

0.37 1581373 ... .. Hla i typing 1 locus Ir ",............ " .. ,.,""....... ,,, .. """" " .. ,." ... " .. " .... , .......... "" .. ,,",," " ....... ' ..... ,. 

0.34 1381374 .... . Hla! typing 1 antigen Ir ."""... " .. " ..... ,,, .. , ... ,,',, ..,.. ,,, ... ,,,, ..... ,,, ........ , ....... ,"';.. ,, ..,".......".,."",.. 

0.60 1581375 .... . Hla ~i typing ag equiv Ir ."., ...."""",."." .•,,,,.... ,,,,, .. ,,,, .... ,,.... ,,,'.•', ........... , ... ",.,., ........ ,." ..... ,." .... . 

0.50 1581376 Hla II typing 1 locus Ir ."..,"".""......... ".,,,"",, .. ,, .......... ,""'......... ,.,""'", .. ,, ... ,, .. ''' .. , ... "."...... " 

0,43 15Hla Ii type 1 ag equlv Ir "".".,'''''''".... , ..... , ...... "."....... " ......... ' ..... " .... " ... " .... , ... ", ....... , ...... , .. .
81377 
0.45 2081378 ..... Hla I & II Iyplng hr .. " ................................ " ................ "".... " .................................... .. 

0.45 1581379 Hla i typing complete hr ",." ..... " .... """" ........""".. ,'''".", ... " .... " .. ,.""'',, ...... ,, ..... ,,. 

0,45 1581380 Hla I typing 1 locus hr ... , ........... ,""... ",", .•. , .•.. "',,,',,.,, ... ,, ..... ,,., ... ,.,,,, ... " ..... , ....,"",.......... ".,'" 

0.45 1281381 Hla j typing 1 allele hr .. ""._...""............. " ... "".... ""...>.. , ......" .. " .... " .....".,.,.".,..""........ ,,,.,,.,, 


0.45 1581382 Hla ii typing 1loc hr ,.•" ........... " ... "''',.,' •. " .." ..... ,''' ... ' •. "', .. " .... ",, .... ,,., ..... ""........ , ........ n" ..• " 

0.45 15Hla ii typing 1 allele hr h,......,' .. , .... , ..""", •••• , •• , .. ,., .... ,,, .. , .. ·,·,,',,.,,,,,' .............. " .. " .."", .... , ... "" ••
81383 
0.32 10Mopath procedure level 1 .,." ... "., ... ",....."""'"""•. ,,,."'.."HH" ......... ,,..... ,. •••• " ........,.,..... ".,,, .... ,,
81400 
0.40 15Mopath procedure ievel2 ",' .... , .. , ... , .... _._._.."."' ... , .. , ... ,,~, .... ,.,, ...... _'''''.,"'"....... , ....... , ..... , .. ,'"
81401 
0.50 20Mopath procedure level 3 ... , ...... " ... ,,~" ....'"....... , ..'."'''H'.' .. ' ....... ,< •• ,,,.,,, ....... , .. ,,,..... ,•••••• ,•••• , ••
81402 
0.52 2881403 Mopath procedure level 4 " .. " .... ,-,., ...,." .........".""q,'""., .. ".""',".,.'•• ""... ,, ....' ... ,." ........... ".",. 


Mopath procedure level 5 ......• " ... ", .......... , .. , ... '" ...... ".,.",. " .... ,. ,.,.,.,.,'" ,.". ,., ...•• ,.. ",,, , ........ '" 
 0.65 3081404 
0.80 30Mopath procedure level 6 ... , ....... '"" ........ ,." .. ".,.... ,.""""y, ..... , ..... , ••• ,.",." .... ,."" ••. ,,.
81405 
1.40 6081406 ..... Mopath procedure level 7 ... " .. " •. ,',." .....,'"."' .., ..... ,., ...... ,',.".,,,, ..... , ... , ..', ........ ' ... ,.,,, ...... ,, .... .. 

1.85 6081407 M'opath procedure level B ...• "' ... ,,.,,,,,, .... ' .. ',,.,,,, ...,,,, .... , .... .-,,.,,.... , ..,,,.,,,, ... , ... , .. ,,, .... ,.,,., ....... , •. 

2.35 8081408__...l. Mopath procedure level 9 ", ... ,...... ,"",... , •.."" •.. "'''" ........... " .. "''', .... ,,, .. ,,, .............. " ... 


TABLE 22-AMA RUC-REC TABLE 22-AMA RUC-REC TABLE 22-AMA RUC-REC
OMMENDED UTILIZATION CROSS OMMENDED UTILIZATION CROSS OMMENDED UTILIZATION CROSS
WALKS FOR NEW MOLECULAR PA WALKS FOR NEW MOLECULAR PA WALKS FOR NEW MOLECULAR PA
THOLOGY CPT CODES THOLOGY CPT CODEs-Continued THOLOGY CPT CODEs-Continued 

Source Destination Analytic ratto~ 
...-~--. 
8391226 81206 0.116 
8391226 81207 0.003 
8391226 81208 0.003 
8391226 81210 0.020 
8391226 81220 0.017 
8391226 81221 0.003 
83912 26 81222 0.003 
8391226 81223 0.003 
9391226 91224 0.003 
8391226 81225 0.006 
8391226 0.00681226 
8391226 81227 0.011 

-----" ....__-Dill3..- ---~-~"-=8391226 81241 0.110 
8391226 0.00381243 

0.0008391228 81244 
8391226 81245 0.014 
8391226 81256 0.050 

Source Destination Analytic ral1o~ 

8391226 81257 0.014 
8391226 81261 0.014 
8391226 91262 0.002 
9391226 81263 0.001 
8391226 91264 0.011 
8391226 81265 0.043 
8391226 81266 0.001 
8391226 91267 0.006 
9391226 81268 0.001 
8391226 81270 0.050 
8391226 81275 0.050 
8391226 81291 0.017 

.63912.26... ------  .._...81.292 ---- ..___JWO~ 
8391226 81293 0.001 
8391226 81294 0.002 
8391226 81295 0.003 
8391226 81296 0.001 
8391226 81297 0.002 

Source Destination AnalytIc ratio· 

8391226 81298 0.001 
8391226 81299 0.002 
8391226 81300 0.001 
8391226 81301 0.003 
9391226 91302 0.001 
9391226 81303 0.000 
8391226 81304 0.000 
8391226 81310 0.014 
8391226 81315 0.017 
8391226 81316 0.003 
8391226 81317 0,002 
8391226 
_B39JZ...2~ 

81318 
f  ______ M :l.19._ 

0.001 
_..__..___..Jl,Q~J 

8391226 81331 0.001 
8391226 91332 0.003 
8391226 81340 0.011 
8391226 81341 0.003 
8391226 $1342 0.017 
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TABLE 22-AMA RUC-REC J, Payment for New Preventive Service • Screening for Depression in Adults, 
OMMENDED UTILIZATION CROSS HCPCS G-Code" effective October 14, 2011; 

• Screening for Sexually Transmitted WALKS FOR NEW MOLECULAR PA Under section 1861(ddd) 01 tho Act, Infections (8TIs) and High Intensity THOLOGY CPT CODEs-Gontinued as amended by Section 4105 of the Behavioral Counseling (mBe) to 
Affordable Care Act, eMS is authorized Prevent 8TIs, effective November 8.Destination Analytic ratio" Source to add coverago of "additional._---- 2011; 

8391226 81350 
8391226 81355 
8391226 81370 
8391228 81371 
8391226 81372 
8391226 81373 
8391226 81374 
8391226 81375 
8391226 81376 
8391226 81377 
8391226 81378 
8391226 81379 
8391226 81380 
8391226 81381 
6391226 81382 
8391226 81383 
8391226 81400 
8391226 81401 
8391226 81402 
8391226 81403 
8391226 81404 
8391226 81405 

814068391226 
814078391226 
814088391226 

*Percentage of source 

pteventive services" if certain statutory 0.002 • Intensive Behavioral Therapy for 
criteria are met as determined through0.011 Cardiovascular Disease, effective 
the national coverage determination 0.043 November 8, 2011, and 
(NeD) process, including that the0.029 • Intensive Behavioral Therapy for 
service meets all of the fonowing 0.011 Obesity, effective November 29. 2011. 
criteria: (1) They must be reasonable0.011 Table 23 lists the HCPCS G-codes 
and necessary for the prevention or0.029 created for reporting and payment of 
early detection of illness or disnbility, 0.006 these services. The Medicare PFS 
(2) they must be recommendod with a0.006 payment rates for these services are 
grade of A or B by the United States 0.006 discussed below. The NeD process 
Preventive Services Task Force 0.006 establishing coverage of these 
(USPSTF), and (3) they must be0.003 preventive services was not complete at 
appropriate for individuals entitled to0.003 the time of publication of the CY 2012 

0.003 benefits under Part A or enrolled under PFS final rule in early November, so we 
Part B, After reviewing tho USPSTF 0.003 could 110t indicate interim RVUs for 

0.003 recommendations fol' the preventive these preventive services in our final 
0.007 services, conducting evidence reviews, rule addenda. However, we were able to 
0.007 and considering public comments under include HCPCS G-codes and national 
0.007 the NeD process, we determined that payment amounts for these services in 
0.007 the above criteria were met for the the CY 2012 PFS national relative value 
0.007 services listed in Table 23. Medicare files, which became available at the end 
0.007 now covers each of the following oftha year and were effective January 1,
0.003 preventivo services: 2012, From the effective date of each 
0.003 • Screening and Behavioral servic~ to December 31, 2011, the 
0.003 Counseling Interventions in Primary payment amount for these codes was 

Care to Reduce Alcohol Misuse, established by the Medicarecode utilization 
transferred to the destination code effective October 14, 2011; Administrative Contractors. 

TABLE 23-NEW PREVENTIVE SERVICE HCPCS G-CODES 

-, -
HCPCS CMS ChangeHCPCS Code long descriptor eMS National Coverage Determination (NCO)Code Request (CA) 

Annual alcohol misuse screening, 15 minutes Screening and Behavioral Counseling Intervent'lons InG0442 .... CA7633 
Primary Care 10- Reduce Alcohol Misuse (NCO 
210.8). 

G0443 .... 

"'"'''''''' 

Brief face-to-face behavioral cQunseling for alcohol Soreening Behavioral Counseling Interventions In Pri CR7633 
misuse, 15 minutes. mary Care to Reduce Alcohol Misuse (NCO 210.8), 

G0444 .. " Screening for Depression in Adults (NCO 210.9) .........
Annual Depression Screening, 15 minutes ""..... , ......... 
 CR7637 
G0445 .... High-intensity behavioral counseling to prevent sexu- Screening for Sexually Transmitted InfecUons (STls) CR7610 

ally transmitted Infections, face-to-faoe, Individual, and High-Intensity Behavioral Counseling (HIBC) to 
includes: ,education, skills training, and gUidance on prevent STls (NCO 210,10). 
how to change sexual behavior; performed semi-an
nually, 30 minutes. 

G0446 .... Annual, face-to-face intensive behavioral therapy for Intensive Behavioral Therapy for Cardiovascular Dis CR7S36 
cardiovascular disease, individual, 15 minutes. ease (NCO 210.11). 

G0447 .... Face-to·face behavioral counseling for obesity, 15 Intensive Behavioral Therapy for Obesity (NCO CR7641 
210.12).minutes. 

"---,"..__..,- ---_. 

Two new HCPCS codes, G0442 
(Annual alcohol misuse screening. 15 
minutes), and G0443 (Briefface-to-face 
behaviOl'al counseling for alcohol 
misuse, 15 minutes), were created for 
the reporting and payment of screening 
and behavioral counseling interventions 
in primary care to reduce alcohol 
misuse. 

We believe that. the screening service 
described by HCPCS code G0442 
requires similar physician work as CPT 
code 99211 (Levell office or other 

outpatient visit, established patient), 
that may not require the presence of a 
physician. CPT code 99211 has a work 
RVU of 0.18 and we believe HCPCS 
code G0442 should be valued similarly, 
As such, we are proposing a work RVU 
010.18 for HCPCS code G0442 for CY 
2013. For physician time, we are 
proposing 15 minutes, which is the 
amount of time specified in the Hepes 
code descriptor. For malpractice 
expense, we are proposing a malpractice 
expense crosswalk to CPT code 99211. 

The proposed direct PE inputs are 
reflected in the CY 2013 proposed direct 
PE input database, available on the eMS 
Web site under the downloads for the 
CY 2013 PFS proposed rule at http:// 
'WWW.cms.govIPhysicianFeeSchedl. We 
request public comment on these CY 
2013 proposed values'for HCPCS code 
G0442. which afe the same as the 
current (CY 2012) values for this 
service. 

We believe that the behavioral 
counseling service described by HCPCS 

WWW.cms.govIPhysicianFeeSchedl


Memo 

Date: September 13, 2012 

To: Office of the General Counsel 
Centers for Medicare & Medicaid Services Division 
U.S. Department of Health and Human Services 

From: American Clinical Laboratory Association 
Coalition for 21 st Century Medicine 

Regarding: Placement of Molecular Diagnostics on Clinical Laboratory Fee Schedule for 
CY 2013 

The American Clinical Laboratory Association (ACLA) and the Coalition for 21st 
Century Medicine (C21) submit this joint memorandum on our legal analysis and conclusion 
in response to the question posed by the Proposed Physician Fee Schedule Rule for CY2013: 
whether the new molecular pathology procedure codes describe "clinical diagnostic 
laboratory tests" (and should thus be paid on the Clinical Laboratory Fee Schedule) or 
whether these codes describe "physician's services that ordinarily require physician work" 
(and should thus be paid on the Physician Fee Schedule). I 

It is our conclusion that the statutory language in Section I 887(a) of the Social 
Security Act and the existing Centers for Medicare & Medicaid Services (CMS) regulations 
(specifically 42 C.F.R. § 415.102 and 42 C.F.R. § 415.130) clearly preclude placement of 
these Current Procedural Terminology (CPT) molecular diagnostic test codes on the 
Physician Fee Schedule (PFS) because the tests in question do not require interpretation by a 
physician, and thus require placement on the Clinical Laboratory Fee Schedule (CLFS). It is 
also our opinion that under the Administrative Procedure Act and Section 1871(a) of the 
Social Security Act, CMS does not have the legal authority to abruptly amend the existing 
governing regulations in the PFS Final Rule for CY2013 in order to make - and 
simultaneously implement - a major change in longstanding policy affecting a wide range 
of stakeholders. 

BACKGROUND 

As CMS properly recognizes in the Proposed Rule, in order to use the new molecular 
CPT codes (81200-81408) for Medicare claims processing in 2013, CMS needs to assign the 

========.=.=.=...=_.:=------ --"-,.__._,-"-"-
1 77 Fed. Reg. 44,722 (July 30, 2012) 



codes to a Medicare fee schedule. Last year, in the CY2012 PFS final rule, CMS announced 
that the new codes would not be valid for Medicare purposes in 2012. 2 The new codes were 
initially classified as Status "1" (invalid for Medicare purposes) in the Final Rule,3 and 
reclassified as Status "B" (bundled payment) in Transmittal 2365 (December 9,2011).4 

For CY 2013, CMS proposes "to price all of the 101 new molecular pathology codes 
through a single fee schedule, either the CLFS or the PFS.,,5 This memorandum explains 
why current CMS regulations preclude placement ofthese clinical laboratory tests on the 
PFS, and thus require CMS to place these codes on the CLFS. Current CMS regulations 
explicitly and exclusively define several types of tests that are payable as physician 
pathology services on the PFS. These genetic tests cannot be classified in any of these 
allowed categories, since physician involvement is not required for the conduct of these 
tests.6 As such, when CMS adopts these and other similar new human genetic CPT codes for 
Medicare use, the codes should be classified on the CLFS and priced using the CLFS
specific methodologies prescribed in statute and regulation. 7 

Both ACLA and CMS data clearly and unambiguously indicate that that the vast 
majority of genetic tests are interpreted by nonphysicians. First, CMS data show that 
physician interpretation of genetic tests is uncommon and 80% of genetic tests are interpreted 
by non-physicians such as PhDs.8 Second, the major large genetic test laboratories, most of 
whom are ACLA and/or C21 members, annually produce tens of thousands of complex 
genetic test reports - under College of American Pathologists accreditation - with no 
involvement ofphysicians.9 Indeed, ACLA's recent survey of its members established that 
the vast majority of genetic test services are performed without physicians. This survey 
included all 180 tier I and 2 codes that have been finalized by AMA. ACLA members 
provided results for 93% of the 180 codes surveyed, thus providing representation of a large 
volume of these services. The results are clear: 

• 	 99% of the time the TC of the test was performed by a laboratory technician. 
• 	 100% of the time there was a separate interpretation performed. 
• 	 90% of the time that interpretation is performed by a PhD; 10% by a pathologist; and 

1 % computer-assisted. 

276 Fed. Reg. 73,026, 73,190 (Nov. 28, 2011). 

3 Id. at 73,190. 

4 Although the codes were not valid for payment purposes in 2012, CMS requested that the codes be added to 

stack code claims for Part B services (Transmittal 2365, Dec. 9, 2011 (Change Request 7654», and also 

requested that hospitals report these codes when billing under the OPPS system Transmittal 2386, Jan. 13,2012 

\Change Request 7672). 


44 Fed. Reg. at 44,783 (emphasis added). 
6 See. e.g., 42 C.F.R. § 415.130(c)(4) (permitting payment on the physician fee schedule only where the test 
[r]equire[s] the exercise of medical judgment by" a physician). 
7 Social Security Act § 1833(h)(!)(A); 42 C.F.R. § 414.500 ef seq. 
8 See https:/lwww.cms.gov/Research-Statistics-Data-and-SystemsIFiles-for
OrderiNonIdentifiableDataFiJes/PartBNationaISummaryDataFile.htmI 
9 Myriad Genetics, Inc., is a member of ACLA and the Coalition for 21 st Century Medicine. 
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LEGAL ANALYSIS 

A. 	 The Statute and CMS Regulations Prohibit the Classification of Genetic Tests as 
Physician Pathology Tests 

Under both the Social Security Act and current CMS regulations, the new CPT codes 
proposed for existing Medicare-approved genetic test services are ineligible for assignment 
to the PFS, and must instead continue to be assigned to the CLFS. This is clear from the 
plain language of 42 C.F.R. § 415.102 and 42 C.F.R. § 4l5.130(b) (governing the fee 
schedule assignment of laboratory tests). The same conclusion is equally supported by the 
regulatory history of § 415 .130(b), and has been affinned over the past two decades in CMS 
precedent, and CMS manual policy. 

1. 	 The Statute and Regulations 

Medicare policy and common practice have long segregated laboratory tests into two 
groups: physician pathology services (dependent on the work of a physician to produce the 
completed test) and clinical laboratory services (e.g., clinical chemistry).10 Like all types of 
physician diagnostic tests, physician pathology services are divided into "professional 
interpretation" payments and "technical component" payments, because CMS must 
disaggregate physician interpretation work from other work, particularly in regard to hospital 
inpatients and outpatients. 11 In contrast, since 1984, the statute has required that clinical 
laboratory tests be paid on the CLFS, which has numerous characteristics that are statutorily 
distinct from the physician fee schedule or hospital ambulatory payment classifications. 12 

CMS has defined physician pathology tests narrowly since at least 1980. 13 

Laboratory tests that do not meet the definition of physician pathology tests are classified as 
clinical laboratory tests. 14 In 1980, pathologists reacted to CMS's new and narrow definition 
ofpayable pathologist services with a series of court actions. Then, in 1982, Congress 
enacted the Tax Equity and Fiscal Responsibility Act (TEFRA), which expressly authorized 
CMS to define the services of a physician. 15 Codified at Section 1887(a)(1)(A) of the Social 
Security Act, the relevant provision states that the Secretary is required to detennine which 
services of a physician "constitute professional medical services, which are personally 

10 See, e.g.. 56 Fed. Reg. 59.510 (Nov. 25,1991). For additional examples where CMS segregates laboratory 
tests into two groups. see Social Security Act §1877(h)(5) ("clinical laboratory tests and pathological 
examination services"). Similarly, eMS created date of services rules for laboratory tests in one year for 
clinical laboratory tests, and in a subsequent year for physician pathology services; see the regulatory history of 
42 C.F.R. § 410.510. 
11 For inpatients. the pathology test technical component is not paid separately. although the pathologist's 
interpretation is. For non-hospital surgical specimens, separation of the pathology technical and interpretation 
components allow either to be undertaken by and reimbursed to different laboratories. 
12 Omnibus Deficit Reduction Act of 1984, Pub. L. No. 98-369, codified at Social Security Act § 1833(h)(I)(A). 
13 45 Fed. Reg. 15,550 (Mar. II, 1980). 
14 56 Fed. Reg. 59,510 (Nov. 25,1991). 
15 Tax Equity and Fiscal ResponsibilityAct(TEFRA) of 1982, Pub. L. No. 97-248 § 108,96 Stat. 324, 337 -38 
.(SepCl;i9S2j;(ameiidlng, tTtfeXvmoftheSoCli.fsecimiY Actbya,j<lIiiga-new Seciron-nfS7(42user ... 
1395xx(a)(I)). 
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rendered for an individual patient by a physician and which contribute to the diagnosis or 
treatment of an individual patient, and which may be reimbursed as physicians' services ... 
. " (emphasis supplied). 

CMS subsequently established regulations that narrowly and unambiguously defined 
the types of laboratory tests payable to a physician, currently codified as 42 C.F.R. § 
415.130. 16 This regulation is clearly exclusionary: only laboratory tests, interpretations, or 
consultations that meet the specified categories are payable to physicians. As stated by 42 
C.F.R. § 415.130(b), allowable physician pathology tests can only be paid if they first meet 
threshold criteria of 42 C.F.R. § 415.102(a)(l) ("the services are personally furnished for an 
individual beneficiary by a physician") and 42 C.F.R. § 415.102(a)(3) ("the services 
ordinarily require performance by a physician."). 

As discussed below, CMS made crystal clear in contemporaneous rulemaking and 
response to public comment that the phrase "ordinarily require" was a high bar, meant to 
allow physician payment for services either only physicians could provide, or services which, 
in rare cases, might safely be performed by a nonphysician. With application of this criterion 
to pathology tests, CMS made clear that numerous abstract supervisory roles of a physician 
in a laboratory did not qualify as personal services to the patient. instead, a laboratory test 
payable to a pathologist must require the direct personal work of the physician in every 

l7 case 

2. These Tests Fail to Meet the Threshold Criteria for PFS Assignment. 

Molecular diagnostic tests (and most or all genetic tests) fail to meet both threshold 
criteria: requiring performance by a physician and being ordinarily perfonned by a physician. 
Under the Clinical Laboratory hnprovement Amendments, Pub. L. 100-578, 102 Stat. 2903 
(Oct. 31, 1988) (CLIA), state laws, and other guidelines, genetic laboratories can be managed 
by a PhD scientist with appropriate training. 18 Therefore, genetic laboratories do not 
"ordinarily require" perfonnance by a physician, which is the physician service criterion of 
42 C.F.R § 415.1 02(a)(3). In contrast, those tests classified by Medicare as requiring 
physician pathology services at § 415.130(b)(l) and (b)(2) match directly to those services 
for which CLlA also requires a physician (e.g. morphologic and cellular analysis, 
histopathology; 42 C.F.R. § 493). In 2007, in discussing whether to create an additional 
CLlA test category for molecular genetic tests, CMS affinned that molecular genetic tests 

16 The pathology test regulation was originally created at 42 C.F.R. § 405.556 (48 Fed. Reg. 8931 (Mar. 2, 

1983)). It was moderately revised to its present form in 1991 (56 Fed. Reg. 59,510; 59,565; 59,622-24 (Nov. 

25,1991), and later recodified to its present location at 42 C.F.R. § 415.130 (60 Fed. Reg. 63,142 (Dec. 8, 

1995)). 

17 See 48 Fed. Reg. 8931-32 (Mar, 2, 1983), excerpted in Appendix A. See also 48 Fed. Reg. 8902ff (Mar. 3, 

1983); 47 Fed. Reg. 43,578 (Oct. I, 1982). 


'18 See e.g., Mass. Gen. Laws c. IIID, § 7 (specifYing that the director of a clinical laboratory licensed in the 

Commonwealth of Massachusetis may, but is not required to, be a physician). 
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would continue to be classified as complex chemistry tests not requiring physician 

management or reporting (see 42 c'F.R. § 493).19 


CMS rulemaking has also made it clear that for a laboratory test to be payable to a 
physician, each and every such laboratory test must require the personal performance in 
person by a physician. In its 1983 regulations on reimbursement for laboratory services (see 
excerpt in Appendix A), CMS specifically and expressly rejected the contention that 
physician medical activities such as abstract help, standby help, or guidance in setting up 
original protocols or tabulated reference lists of mutation classifications would constitute 
personally-rendered physician-pathologist services for the purposes of a laboratory test. 20 In 
no uncertain terms, CMS stated that "[djirection, administration, quality control activities, 
setting standards, and similar activities are services furnished by both physician and 
nonphysician laboratory directors. Such services, in themselves, do not require performance 
'by a physician. ",21 CMS further stated that "personal services include establishing ranges of 
normalcy, supervising employees, ordering equipment, establishing quality control 
procedures, and in some instances, analysis of results and the discussion ofprocedures and 
results with patients' attending physicians. These services also are furnished by both 
physician and nonphysician laboratory directors and do not require performance by a 
physician in person ....,,22 

Nevertheless, some stakeholders opposed to CLFS assignment - perhaps unaware of 
the longstanding CMS interpretation dating back to 1983 - have suggested in their recent 
comments on the CY2013 PFS Proposed Rule that these laboratory tests require physician 
performance because the data must be translated and interpreted, because patient reports 
must be generated, and because physicians do this work. Yet as the preamble to the 1983 
CMS rule makes clear, the analysis of results and discussions of those results with patient's 
attending physicians do not, as a matter of law, meet the threshold for services that 
"ordinarily require performance by a physician.,,23 And the classification of genetic results as 
normal, benign variants, or deleterious variants is not made anew over and over with each 
test; the reporting classifications are (in the typical case) standardized and tabulated. 

The meaning of the phrase "ordinarily required" was made clear by CMS. In the 
1983 regulatory preamble, CMS explained that it deliberately adopted the phrase "ordinarily 
requiring" the performance of a physician (as opposed to "absolutely" requiring the 
performance of a physician) in order to avoid forbidding physician payment for services for 

19 See Letter from Judith Yost, CLlA, to Genetics & Public Policy Center (Aug. 15,2007), at 

http://www.dnapolicy.org/resources/CMSresponse8.15 .07 .pdf 

20 See 48 Fed. Reg. 8931-32 (Mar, 2,1983), excerpted in Appendix A. 

21 Id. 

22 Id. 

23 In the same portion of its response, CMS noted that "[0Jnly discussions with attending physicians and 
analysis of results may present involvement of the laboratory physician in activities for an individual patient 
sufficient to quality as physicians' services reimbursable on a reasonable charge basis. These qualify when they 

. . ..._.__	':~~l'.~_~~ nec:~ss~ry~~_~~~':lL~~~~~~at~~~s.'~_~.MS _g~s co~~i_~!~l)i!Y~2!_~_~~~L4_~~~~q~_~L-4~!~~is~EJQ~_____ 
consultation codes when a laboratory test is completed from the operation and production ofthe clinical 
laboratory test itself. 
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which "in a relatively few situations or circumstance [where 1the service may be safely 
performed by a nonphysician.,,24 That is, "ordinarily require" means "most ofthe time." 
The empirical facts fail to support the central assertion of opponents to CLFS assignment: 
that "most" genetic tests are interpreted by physicians. To bolster this claim, opponents 
intentionally focus on an irrelevant statistic - the percentage of all individuals who at some 
point in a year Code 83912 (genetic interpretation) at least once, who are also physicians. 
That statistic reveals nothing about the only germane factor: the volume of such tests 
performed by physicians versus nonphysicians. 25 Opponents of CLFS classification 
studiously avoid reference to the most important and easily-available key indicator, and for 
good reason. Publicly-available CMS data indicate that approximately 80% of all genetic 
interpretations are, in fact, performed by nonphysicians, while only 20% are performed by 
physicians. 26,27 In light of this CMS data, interpretation ofgenetic tests cannot possibly be 
viewed as "ordinarily" requiring a physician. 

In the alternative, even if these tests did meet either of the two cross-referenced 
threshold criteria found at 42 C.F .R. § 415.1 02(a), genetic tests would further fail to meet any 
of the four pathology test categories established in 42 C.F.R. § 415.l30(b):28 

24 Id. at 8909, excerpted in Appendix A. 
"In other words, opponents imply that if ten different physicians were each to bill Code 83912 once (for 10 
tests total), while ten different PhDs were to each bill Code 83912 four times (for 40 tests total), it is 
nevertheless reasonable to conclude that such interpretation is done by physicians half of the time, rather than 
only twenty percent of the time. Such logic strains credulity. 
26 See https:llwww ,ems. govIResearch-Statistics-Data-and-SystemslFiles-for
OrderlNonldentifiableDataFileslPartBNationalSummaryDataFile.html 
27 Under longstanding policy. claims billed as 83912-26 with a performing physician NPI pay about $20 on the 
physician fee schedule; claims billed as 83912 (no modifier) pay about $5 on the CLFS schedule. It would 
strain credulity, based on Medicare's long experience with all types of billing practices, that physicians perform 
genetic interpretations bill them at the drastically lower PhD rate. Therefore, the count of 83912-26 and 83912 
claims segregate physician and PhD interpretations. 
28 CMS applies § 415.130 to the definition of pathology tests at all sites of service, including both inpatient and 
outpatient. See Medicare Claims Processing Manual, Pub. 100-04, Chapter 12.60, at 
https://www.cms.gov/manuals/downloads/clm104cI2.pdf 
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Pathology Test Categories (42 C.F.R. § 415.130(b)) 
Category Manual"' Genetic tests? 

(b)(l) Surgical pathology services Claims 12:60(B) No. 
(b )(2) Specific cytopathology or 

hematopathology services that require 
performance by a physician (program 
operating instructions) 

Claims 12:60(C) No. 

(b )(3) Clinical consultation services (meeting 
criteria ofparagraph (c)(l-4)) 

Claims 12:60(D) Consultation only, on 
a previously 
completed genetic test 
(CPT 80500/80502). 

(b )(4) Clinical laboratory test interpretation 
services (meeting criteria (c)(l), (c)(3), 
(c)(4)) 

Claims 12:60(E) Intemretation only, of 
a genetic test paid on 
CLFS (CPT 83912). 

Foreseeing that tests would be classified in two groups - physician tests and CLFS 
tests - the regulatory structure of 42 C.F .R. § 4 I 5.130 was crafted by CMS to be objective, 
definitive, and equally binding on pathologists, laboratories, and CMS policy staff. In the 
table above, based directly on regulation, categories (b)(1) and (b )(2) describe and exhaust 
the types of complete tests that are payable as pathology services. Such complete pathology 
tests have both a physician component and a technical component, analogous to other 
medical tests such as imaging. Neither category (b)(1) or (b)(2) can be applied to genetic 
tests. 

It is telling that, at 42 C.F .R. § 415. I 02, CMS uses the standard that physician 
services must "ordinarily require" a physician. A stronger standard is used to determine 
whether physician pathologist tests are payable as physician services. 42 C.F.R. § 415.130 
gives only two opportunities, at (b)(1) and at (b )(2), under which the entire test 
(interpretation and technical component) is payable to a physician. At § 415.130(b)(l), 
surgical pathology tests are allowed - tests that require a physician under CLlA. At § 
415.130(b)(2), additional types of tests are allowed (s~ch as cytopathology), but only if they 
absolutely "require" a physician. In short, the entire pathology test is payable to the 
physician himself only when no other staff are able to perform it. This is ultimately the most 
objective and transparent approach, because physicians, nonphysician PhDs, and laboratory 
staff can all perform an endlessly wide range of tests, but only a few types of test are truly 
restricted to physicians. It is those tests that CMS, since 1983, has placed on the PFS. By 
absolutely requiring a physician's work for pathologist services, CMS created a regulatory 
framework that caused its physician pathology tests to match closely to CLlA's tests that 
require a physician - a class that does not include genetic tests. 

Categories (b)(3) and (b)(4) describe physician work after a test is completed and 
reported. Category (b)(3) provides for RUC-valued reimbursement ofa physician's 
consultation with another physician to discuss an abnormal and unexpected test result, but 

not on routil1~0!_e!p~ct~~_t~str:s_ults,_C!lt~l?:0ry_Lb)(42selectivel~allo~sJ~r_t~~~r()'1isi()Il of 

29 Id. 
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a RUC-valued interpretation fee for the physician, but this fourth and final category of 
pathologist service is limited to the interpretation event and does not include performance of 
the underlying test, which is a clinical laboratory test. 30 

Notably, even when tests are more novel or complex, they do not "require" 
participation of a physician for their technical component. Much ofthe complexity of 
genetic testing is reflected in development and overhead costs in professional time, trials, and 
software, but these costs are never reimbursed as individual physician services because they 
are not services by a physician to a specific patient. Advanced tests may require more PhD 
or physician time in interpretation of an individual test after the technical component is 
completed. PhD laboratory staff are not a category of physician, but the CLFS coding system 
and Medicare policy already allow PhD interpretation as a separate line item within the 
CLFS (code 83912 for interpretation of genetic test by a PhD). 

Opponents of CLFS assignment even concede in their own PFS comments - as they 
must - that genetic tests are frequently interpreted by "specifically trained doctoral 
scientists." Nonetheless, opponents contend that these PhDs are "unique" in that they have 
been board-certified in Clinical Molecular Genetics and attained "physician-level skills." 
Yet as noted, the PFS statute and regulations hinge solely on what services reguire a 
physician - that is, services that can only rarely (if ever) be performed safely by anyone else. 
It is a fact that laboratorians, regardless oftheir "special skills," are not "physicians" as 
defined by §1861(r)(1) of the Social Security Act. Nor does performing a specific service 
that is also sometimes performed by a medical doctor either qualify PhD laboratorians to 
practice medicine or hold themselves out as physicians. (Indeed, PhD laboratorians would be 
subject to severe criminal penalties in every state in the nation if they so much as attempted 
to do so.) Opponents of CLFS assignment, despite their intent to illustrate otherwise, thus 
affirmatively concede the key point: that where upwards of 80% of the genetic tests at issue 
are widely and typically interpreted by nonphysicians, these tests cannot be construed as 
ordinarily reguiring performance by a physician. 

In closing, CMS should not consider ad hoc arguments about whether genetic tests 
might be interpreted by physicians, or are sometimes interpreted by physicians, or whether 
pathologists may usefully advise clinicians on the use of such tests after they are completed. 
CMS data show that physician interpretation of genetic tests is uncommon and 80% of 
genetic tests are interpreted by non-physicians such as PhDs. 31 At § 41S.l30(b)(4), CMS has 
created a regulatory category which is designed for tests like genetic tests. A physician 
interpretation is payable for these and several other specific CLFS tests, in that adding 
modifier "-26" to interpretation-only code 83912 shifts it to payment based on RVUs on the 
physician fee schedule. This policy approach for a pathologist's interpretation of a select 
few CLFS tests has been used for many years. The test itself remains on the CLFS in accord 

30 It is this category of service, § 41S.130(b)( 4), that allows a physician interpretation fee to be paid currently 
for molecular genetic tests reimbursed on the CLFS. The code for this interpretation is 83912. 
31 See https://www,cms.govlResearch-Statistics-Data-and-Systems/FiIes-for
OrderiNonldentifiableDataFilesiPartBNationalSummaryDataFile.html 
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with the relevant laws, because in the great majority of cases, interpretation is not done by a 
physician and does not require a physician. J2 

B. 	 CMS is Prohibited by Law from Amending its Governing Regnlations Without 
Proper Notice and Comment. 

In its Proposed Rule, CMS suggests that "[i]fwe decide to finalize payment for these 
new codes under the PFS, we would consider modifying § 415.130 as appropriate to provide 
for payment to a pathologist for molecular pathology services."JJ In so stating, CMS all but 
concedes that under existing CMS regulations, payment for these codes is required to be on 
the CLFS. We agree with this conclusion, for the reasons we have set forth above. 

Legally troubling, however, is CMS's proposed possible alternative: to assign the 
codes to the PFS via the Final PFS Rule, and to simultaneously amend the governing 
regulation itself to authorize such an assignment. Such a decision, under the present 
circumstances, would be directly contrary to the provisions ofthe Administrative Procedure 
Act, and would be prohibited by law. 

Pursuant to the Administrative Procedure Act, 5 U.S.C. § 553(b), it is well
established that an administrative agency that wishes to amend its governing regulations is 
required to provide sufficient notice of the proposed change, in order to allow for adequate 
public notice and comment. Subsection 553(b) requires, among other things, that the notice 
of a proposed rulemaking include "either the terms of substance of the proposed rule or a 
description of the subjects and issues involved." Id. In sharp contrast, PFS CY2013 Proposed 
Rule offers no "terms of substance" or "description of the subjects and issues involved," as to 
the potential regulatory amendment to § 415.130, save the vague statement that CMS would 
"consider modifying § 415.130 as appropriate." Such a statement provides the public with no 
basis on which to provide responsive comments, and fails to constitute sufficient notice as a 
matter oflaw. See Sham Healthcare, et al. v. Leavitt, Order Granting Motion for a 
Preliminary Injunction, 08-CV-0170W (S.D. Cal. Apr. 8,2008). 

In the preamble to its 1983 regulations, CMS provided an affirmative and definitive 
interpretation in the specific laboratory test context of what activities did and did not qualify 
as "services that require performance by a physician" (see Appendix A). It is well-settled that 
"[0 ]nce an agency gives its regulation an interpretation, it can only change that interpretation 
as it would formally modify the regulation itself: through the process of notice and comment 
rulemaking." Paralyzed Veterans of America v. D.C. Arena, 117 F.3d 579, 586 (D.C. Cir. 
1997). In Alaska Professional Hunters Ass'n, Inc. v. Federal Aviation Admin., 177 F.3d 
1030 (D.C. Cir. 1999), the court reaffirmed the Paralyzed Veterans doctrine, stating that "an 
agency has less leeway in its choice of the method of changing its interpretation of its 
regulations than in altering its construction of a statute." The Alaska Professional Hunters 
court noted further that '''[r]ule making,' as defined in the APA, includes not only the 

32 See h!!Rs://www.cms,gov/Research-Statistics-Data-an~-SxstemslFiles-for
Order/NonIdentifiableDataFiles/PartBNationaISummaryDataFile.htmI 
33 77 Fed. Reg. 44,785. 
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agency's process offonnulating a rule, but also the agency's process of modifying a rule." 
ML 5 U.S.C. § 551(5). See also Paralyzed Veterans, 117 F.3d at 586. In short, "[w]hen an 
agency has given its regulation a definitive interpretation, and later significantly revises that 
interpretation, the agency has in effect amended its rule, something it may not accomplish 
without notice and comment." See also Syncor Int'l Corp. v. Shalala, 127 F.3d 90, 94-95 
(D.C. Cir. 1997) (a modification of an interpretive rule construing an agency's substantive 
regulation will "likely require a notice and comment procedure."). 

Here, CMS has given 42 C.F.R. § 415.130 a definitive interpretation for years: tests 
that do not "ordinarily require" performance by a physician are not to be placed on the PFS. 
Indeed, as articulated above, CMS successfully defended precisely such an interpretation of 
its own regulation in federal court. In such circumstances, CMS is clearly constrained by the 
Paralyzed Veterans and Alaska Professional Hunters line of cases, which prohibits significant 
revisions to an agency's definitive interpretation of a regulation - much less an outright 
revision of the regulation itself- in the absence of the proper notice and comment period 
required by law. Where CMS provided no such notice and comment period relating to the 
suggestion that it would "consider modifying § 415.130 as appropriate to provide for 
payment to a pathologist for molecular pathology services," such an amendment cannot be 
accomplished simply through the publication of such a significant change in the Final PFS 
Rule. 

In addition, section 1871(a)(4) of the Social Security Act expressly prohibits CMS 
from immediately implementing "a final regulation that includes a provision that is not a 
logical outgrowth of a previously published notice of proposed rulemaking or interim final 
rule." The statute instead instructs that in such circumstances, "such provision shall be 
treated as a proposed regulation and shall not take effect until there is the further opportunity 
for public comment and a publication of the provision again as a fmal regulation." Id. Here, 
a PFS CY2013 Final Rule that amended § 415.130 in the manner suggested would not 
constitute a "logical outgrowth" of a properly and previously published notice ofproposed 
rulemaking, and thus by law could not become operative until there was an appropriate 
public comment period. As a result, the Social Security Act expressly precludes such an 
amendment to § 415.130 from becoming operative as a matter of law prior to or at the time 
of the publication of the Final CY20\3 PFS Rule. Thus, placement of these codes on the 
PFS would be without legal basis, given the existing and unamended provisions of § 
415.130. 

Finally, even if CMS wished to reconcile the potential proposed modification of § 
415.130 with the requirements of the Administrative Procedure Act, CMS could not do so by 
simply issuing the Final PFS Rule as an "interim final rule with comment." This is because 
the legally required minimum time period for public comment would almost certainly extend 
beyond the date on which Final PFS Rule would need to become effective. CMS has stated 
that it intends "to ensure that there is a payment mechanism in place to pay for these CPT 
codes for CY 2013.,,34 In other words, the "stacking codes" currently being used for these 
tests will no longer be available for billing as of January 1,2013. As a result, the new codes 

34 77 Fed. Reg. 44,783. 
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must be in effect and available for billing by that date. Even if the proposed modification of 
§ 415.130 were released as part of an interim final, the legal comment period would in all 
likelihood not expire until after January 1,2013, leading to the anomalous result of no 
billable codes being available for any of these existing tests on January 1,2013. Such a 
result is untenable, and should be rejected. 

In short, CMS has a legal obligation to assign the new codes to the appropriate fee 
schedule as determined by the regulatory standards that exist at the time of the issuance of 
the Proposed Rule. An agency cannot both change the rules and apply the changed rule at 
the same time. To do so would allow agencies unfettered discretion to amend regulations at 
a whim, enabling them to impermissibly cater rules of general applicability in order to fit 
specific circumstances. Such an approach to rulemaking would violate the express 
requirements of5 U.S.C. § 706 that agency regulations not be arbitrary, capricious, made in 
abuse of discretion, or otherwise not in accordance with law. If CMS wishes to amend § 
415.130, it must do so in accordance with 5 D.S.C. § 553(b). 

Conclusion 

CMS's longstanding and clear regulatory precedents regarding the fee schedule 
placement of laboratory tests require placement of genetic test codes on the CLFS. Based on 
the above analysis, we encourage CMS to formally clarify in the PFS Final Rule for CY2103 
that existing law requires placement ofthe genetic test codes on the CLFS. Public resolution 
of the continuing ambiguity regarding the fee schedule status of these CPT codes and 
confirmation of the relevant CMS general regulatory precedent will be exceptionally 
valuable, providing much-needed regulatory predictability for test developers, Medicare 
contractors, and providers alike. 
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MEMORANDUM 

Date: September 19, 2012 

To: Office of General Counsel, 
U.S. Department of Health 
and Human Services 

From: American Clinical Laboratory 
Association 
Coalition for 21" Century 
Medicine 

Re: Calendar Year 2013 Centers for Medicare and Medicaid Services (CMS) New and 
Reconsidered Clinical Laboratory Fee Schedule (CLFS) Test Codes And Preliminary 
Payment Determinations: Multi-analyte Assays with Algorithmic Analyses (MAAAs) 

On behalf of the American Clinical Laboratory Association ("ACLA") and the Coalition for 21" Century 
Medicine ("C21 eM"), the following memorandum provides our joint legal analysis and response to the 
Centers for Medicare & Medicaid Services' ("CMS") above-captioned preliminary determination for the 
Calendar Year 2013 Clinical Laboratory Fee Schedule ("CY2013 CLFS") payment for Multi-analyte 
Assays with Algorithmic Analyses ("MAAAs")(the "Preliminary Determination"). We believe the 
preliminary determination that "CMS uses other codes for payment of the underlying clinical laboratory 
tests on which the MAAA is done and does not recommend separately pricing the MAAAs codes" 
reflects a fundamental misunderstanding of what MAAAs are and, therefore, draws an impermissible 
conclusion about the benefit category under which these clinical diagnostic laboratory tests fall. As 
explained below: 

• 	 MAAAs represent discrete clinical diagnostic laboratory tests-they are not algorithms or 
computations that can be separated from "underlying clinical laboratory tests." These are specific 
tests the performance characteristics for which have been established, as required, by Clinical 
Laboratory Improvement Amendments (CLIA)-certified, and state-licensed clinical laboratories. 
MAAAs-not the individual biomarker assays-are specifically ordered by the treating physician, 
and the MAAA results are used in patient management. 

• 	 The tests described under the new MAAA heading of the Physicians' Current Procedural 
Terminology ("CPT") include many well-established tests that have been covered and paid by 
Medicare for several years. The term "MAAA" was created as a matter of coding clarity to 
enable Medicare contractors to identifY specifically the tests ordered by treating physicians and 
billed to the Medicare program. The MAAA coding section was created to address the need for 
granular coding consistent with the goals and objectives ofCMS's own Molecular Diagnostics 
Services Program (MolDx) initiated in 2012 by Palmetto Government Benefits Administrators. 
In fact, CMS's Preliminary Determination recommending that MAAAs should be reported and 
paid as a stack of codes associated with the component biomarker assays is completely 
inconsistent with the MolDx program. 

• 	 Refusing to pay for MAAAs and recommending that clinical laboratories report and bill for 
.......... multlj:>l",hlomar.k&fassays weu!dvielate..oothGLIAregu!ations·and Meffieare'.s'OWft-biH1flgrules, 

Laboratories may not report and may not bill for tests that are not ordered by a treating physician. 
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• 	 Many laboratory tests paid under lbe CLFS involve calculations, computations, or algorithms that 
transform raw results into lbe reportable result ordered by the treating physician. Like MAAAs, 
these tests are clinical diagnostic laboratory tests paid under the CLFS, and CMS has never 
suggested that these fall under a different benefit category. 

• 	 Recognizing the new MAAA codes and paying appropriately for the tests described by these 
codes will not set a precedent that CMS will now pay for algorithms or computations that may be 
performed incidental to biomarker assays that are ordered by treating physicians. Unlike simple 
calculations that may be reported by clinical laboratories for the convenience ofphysician 
interpretation of the underlying tests, which are not separately billed to or paid by Medicare, 
MAAAs are, in fact, the clinical diagnostic laboratory tests that are ordered by and reported to the 
treating physician. There are no "underlying tests." 

• 	 Failure to pay appropriately for the resources involved in developing, validating, maintaining, and 
updatingMAAAs, will result in a denial of access to these tests for Medicare beneficiaries. 
Laboratories simply cannot be expected to spend tens of millions of dollars on the development 
of these tests if Medicare will pay no more for these tests than the cost for a limited number ofthe 
operational steps involved with furnishing these tests. In fact, CMS's Preliminary Detennination 
is likely to incentivize laboratories to develop tests with greater rather than fewer markers since 
Medicare payment will increase depending upon the number of biomarker assays that comprise 
the MAAA-without consideration for the incremental clinical infonnation furnished. 

• 	 Working on a case-by-case basis with these tests over lbe past several years, Medicare's 
contractors have developed approaches to fair and reasonable payment for the tests that are now 
described as MAAAs. In the Final Determination, CMS should defer to its local contractors in 
pricing these tests. 

A. 	 MAAAs are Clinical Diagnostic Laboratory Tests 

In lbe Preliminary Detennination, CMS describes MAAAs as "numeric score(s) or a probability (Le., "p
score") based on the results of laboratory tests and, in some cases, patient infonnation".l Similarly (albeit 
with additional detail), the American Medical Association (AMA) describes MAAAs as: 

... [P]rocedures that utilize multiple results derived from assays ofvarious types, 
including molecular pathology assays, fluorescent in situ hybridization assays 
and non-nucleic acid based assays (e.g., proteins, polypeptides, lipids, 
carbohydrates). Algorithmic analysis, using the results ofthese assays as well as 
other patient infonnation (if used), is then perfonned and reported typically as a 
numeric score(s) or as a probability.' 

MAAAs reflect some of lbe most advanced tests that clinical laboratories furnish today. Many of lbese 
tests comprise genetic or proteomic markers that individually may have no clinical meaning to the 
treating physician, but when combined together and possibly including additional information, do provide 
clinically meaningful information to the treating physician that is used in patient management. 

I Centers fqr Medicare and Medicaid Services, New and Reconsidered Clinical Laboratory Fee Schedule (CLFS) Test Codes and 
Preliminary Payment Determinations, http://www,cms,govlMedicarelM:edicare-Fee-for-Service
PaymentiClinicalLabFeeSchedIDownloads/CLFS-CY20 13-Preliminary-Payment-Detenninations.pdf (last visited Sept. 7, 2012). 

2 American Medical Association, Multianalyte Assays with Algorithmic Analyses Codes (Aug. 20, 2012), http://wvvvl'.ama
assn.org/resources/doc!cptJrnaaadesc.pdf: 
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For example, the Oncotype DX® Breast Cancer Assay involves an analysis of the expression of21 genes 
that is used to determine the likelihood of recurrence of breast cancer and the treatment benefit of 
chemotherapy in women with early stage breast cancer.3 The test was introduced in 2004 and Medicare 
began to cover and pay for the test in early 2006. The assay is widely accepted in clinical guidelines4 and 
is used in approximately half of patients with early stage breast cancer to help guide decisions about the 
use of adjuvant chemotherapy. Published data show substantial savings to payers through avoidance of 
unnecessary chemotherapy associated with the use of this test. 5 This test was developed and is performed 
solely by Genomic Health, a CLiA-certified, CAP-accredited, and multiple-state licensed clinical 
laboratory located in Redwood City, California. This test involves the determination of the quantitative 
expression of 21 genes that is run through an algorithm to produce a Recurrence Score. The performance 
characteristics of the Recurrence Score were established by Genomic Health as required under CLiA. 
Treating physicians order Oncotype DX to obtain the Recurrence Score. The laboratory does not report 
separately the quantitative expression of the 21 genes because the gene expression values generally have 
no independent meaning to the treating physician.6 Sihe does not order the gene expression values as 
"underlying tests;" slhe would not know how to use most of these values in the treatment ofthe patient. 

Oncotype DX is not unique in this regard. There are many similar assays where the test developed and 
validated by the clinical laboratory and ordered by and reported to the treating physician involves a set of 
biomarkers transformed into an interpretive value using an algorithm derived from a substantial 
investment in bioinformatics. These include AlloMap (XDx),Mammaprint (Agendia), Afirma 
(Veracyte), PreDx (Tethys), Veristrat (Biodesix), Vectra DA (Crescendo Bioscience), Celiac PLUS 
(Prometheus), and many others currently offered or in development. Each of these tests is offered by a 
eLlA-certified laboratory and represents a specific test offering by the laboratory-not an add-on 
calculation or computation to a test that is otherwise ordered and interpreted by the treating physician. 

In the Preliminary Determination, CMS indicates "Medicare does not recognize a calculated or 

algorithmically derived rate or result as a clinical laboratory test since the calculated or 

algorithmically derived rate or result alone does not indicate the presence or absence of a 

substance or organism in the body.,,7 It is unclear on what basis CMS has established "presence 

or absence of a substance or organism in the body" as the definition of a clinical diagnostic 

laboratory test. This definition is not found under the Social Security Act or implementing 

regulations, and it is not consistent with the definition of a clinical laboratory under CLiA. 


There are many diverse clinical diagnostic laboratory tests paid under the CLFS, which, like 

MAAAs, result in reports that do not indicate "the presence or absence of a substance or 

organism" in the body. Major examples include the following: 


3 Genomic Health. Inc., Oncotype DX Breast Cancer Assay: Overview. http://www.oncotypedx.com/en

US/BreastIHealthcareProfessionalsInvasive/Overview/Overview (last visited September 18. 2012). 


4 Genomic Health, Inc" What Do Major Guidelines Say About the Oncotype DX Assay?, http://www.oncotypedx.comlen

USlBreastlHealthcareProfessionalsInvasive/Guidelines/Guidelines (last visited September 18, 2012). 


5 See, e.g., Hornberger J, Chien R, Krebs K, Hochheiser L. US insurance program's experience with a multigene assay for early
stage breast cancer, J Oncology Practice 2011;7:e38s-e45s, 

6 The laboratory does report the gene expression values for 3 ofthe 21 genes--those representing the expression of the estrogen 
receptor gene, the progesterone receptor gene, and the gene for Her-2, These values are reported as a quality measure to help 
explain the Recurrence Score. These values are not ordered separately by the treating physician nor are these biomarker assays 
billed to Medicare or any other payer. 

. . . _~_,_g_~~!~!_s. __f~~~_~,~!?_~~_~_~~__~_e._~}.~_~_i~_.~~E~~~~,~).,-~,~_~.,,~.~,,~~~~.r:~_~~~E~~_~<2,~_~~_~~~l__!:-~~.~~~_~!~ryJ:_~~__~~h_~,~~J.~,.(g_!=¥.~}I~~!_~g9~_~ __~~t. 
Preliminary Payment Detenninations, htlp:llwww.cms.govlMedicarelMedicare-Fee-for-Service
PaymentiClinicalLabFeeSchedIDownloads/CLFS-CY20 13-Preliminary-Payrnent-Detenninations.pdf (last visited Sept. 7, 2012). 
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• 	 Functionality. Examples include the services reported using CPT codes 82820 
"Hemoglobin-oxygen affinity (pO, for 50% hemoglobin saturation with oxygen)", 85397 
"Coagulation and fibrinolysis, functional activity, not otherwise specified (eg, ADAMTS
13), each analyte", 85576 "Platelet, aggregation (in vitro), each agent", and 85651 
"Sedimentation rate, erythrocyte; non-automated". 

• 	 Enzymatic activity. Examples include the services reported using CPT codes 82657 
"Enzyme activity in blood cells, cultured cells, or tissue, not elsewhere specified; 
nonradioactive substrate, each specimen", and 87905 "Infectious agent enzymatic activity 
other than virus (eg, sialidase activity in vaginal fluid)". 

• 	 Antibiotic sensitivity. Examples include the services reported using CPT code 87184 
"Susceptibility studies, antimicrobial agent; disk metbod, per plate (12 or fewer agents)". 

• 	 Time. Examples include the services reported using CPT codes 85002 "Bleeding time", 
85175 "Clot lysis time, whole blood dilution", 85345 "Coagulation time, Lee and White", 
85347 "Coagulation time; activity", 85348 "Coagulation time; other methods", and 
85610 "Prothrombin time". 

• 	 Concentration. Examples include the service reported using CPT code 83930 
"Osmolality, blood". 

None of the tests listed above indicates the presence or absence of a substance or organism in the 
body yet these are appropriately considered to be clinical diagnostic laboratory tests. It is unclear 
why CMS now proposes this definition to exclude MAAAs from coverage as clinical diagnostic 
laboratory tests when the Agency has a longstanding policy of coverage for many tests that do not 
meet this definition as clinical diagnostic laboratory tests. 

Chapter IS, § 80.1 of the Medicare Benefit Policy Manual states that covered clinical laboratory services 
- as described by sections 1833 and 1861 ofthe Social Security Act - involve the "biological, 
microbiological, serological, chemical, immunohematological, biophysical, cytological, pathological, or 
other examination of materials derived from the human body for the diagnosis, prevention, or treatment of 
a disease or assessment of a medical condition.'" This is almost precisely the definition of clinical 
laboratory that is found under CLlA. 9 

MAAAs are clinical diagnostic laboratory tests that are validated as required under CLlA and 
corresponding state licensure requirements. Under CLlA, a laboratory that introduces a test system that is 
not subject to FDA clearance or approval (e.g., a MAAA) must validate "any... performance 
characteristic required for test performance,,10 - including any algorithm that is used to derive the result 
reported for the test. In addition, laboratories that perform MAAAs (or any other laboratory-developed 
test) on a sample taken from a patient in New York must obtain written approval from the state's 
Department of Health. Prior to giving this approval, the state requires a laboratory to establish and 

8 Medicare Benefit Policy Manual, Chapter 16, § 80.I. 

942 C.F.R. § 493.2 ("Laboratory means a facility for the biological, microbiological, serological, chemical, 
immunohematological, hematOlogical, biophysical, cytological, pathological, or other examination of materials derived from the 
hwnan body for the purpose ofproviding information for the diagnosis, prevention, or treatment of any disease or impainnent of, 
or the assessment of the health of, human beings. These examinations also include procedures to determine, measure, or 
otherwise describe the presence or absence ofvarious substances or organisms in the body.") 
10 42 C.F.R. § 493.1253(b)(2). 
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validate the performance characteristics of the assay, including any algorithm used to derive the patient
reported result. ll Insofar as laboratories accepting specimens nationwide must be licensed in New York, 
both the CLiA and New York requirements are broadly applicable to the laboratories that offer MAAAs, 

B. 	 MAAAs Represent New Codes Created for Purposes of Granularity-MAAAs are 
Not a New Type of Test for which a Novel Benefit Category Determination Must be 
Made 

The term MAAA was created as the result of a CPT Work Group process that grew out of concerns 
expressed by payers-including Medicare's own contractors-that current CPT coding was not 
sufficiently granular to allow contractors to identifY the specific clinical diagnostic laboratory test ordered 
by the treating physician and reported and billed by the clinical laboratory , MAAAs were intended to 
replace previous coding policy that involved the use of stacked codes or unlisted codes and to provide for 
test-specific coding for these multi-biomarker assays. This new section of codes-now introduced as part 
of CPT 20 13-is consistent with the MolDx program initiated by Palmetto Government Benefit 
Administrators in 2012, under which Palmetto, for Medicare region Jl, is now requiring test-specific 
reporting using Z-codes or Palmetto Test Identifiers. 12 

The adoption of a new series of codes to describe these tests does not mean, however, that the tests are 
new or that their coverage as clinical diagnostic laboratory services and payment under the CLFS is a 
matter of first impression for 2013. To the contrary, many of these tests have been billed and paid by 
Medicare's contractors for a number ofyears. We are not aware of any contractor's ever having 
questioned whether these tests were clinical diagnostic laboratory tests. Insofar as they meet the CLiA 
definition of a clinical laboratory and have been developed and furnished by CLiA-certified laboratories 
and ordered by and reported to treating physicians as discrete tests, Medicare contractors have 
appropriately recognized these tests as clinical diagnostic laboratory tests and have paid for them under 
the CLFS. 

The Preliminary Determination is completely inconsistent with the goals and objectives of the MolDx 
program. Rather than recognizing test-specific coding that allows contractors to identifY the specific 
clinical diagnostic laboratory test ordered, the Preliminary Determination recommends that laboratories 
report the individual biomarker assays that comprise the MAAA, which would hide from the contractors 
what specifically was ordered, furnished, and reported. This would represent a major step backward in 
coding and payment policy. 

C. 	 Refusing to Recognize MAAA Codes aud Instructing Laboratories to Bill for the 
"Underlying Test" Would Violate CLIA Regulations and Medicare Billing 
Requirements 

In the Preliminary Determination, CMS armounced: "CMS uses other codes for payment of the 
underlying clinical laboratory tests on which the MAAA is done and does not recommend separately 
pricing the MAAAs codes." In follow up discussions with CMS staff, we confirmed that CMS intends to 
assign MAAA codes a status that will not recognize these codes for Medicare purposes. The only way to 
bill for these tests would then be to report those biomarker assays which are measured as part of the 

11 Wadsworth Center - New York State Department of Health. Laboratory-Developed Tests, 
http://www.wadsworth.org/labcert/TestApprovaJILDAapproval.htm (last visited September 10, 2012) . 

.. ,l.=_§ee ~~lrne~9,.,~B~Ll~I~~1~.tion 1 P_'!:1!"J?: Mqlecul~J2,i,,~EQ<?stic~~rv.t~~~,iM~lR~__ J>TQg!~!giJ:1~LJ_9L~Ql11_,__,_, ___",,, __,_,_, __ ,__ ,,,,_____ .__ ,__ .~._. 
http://www.palmettogba.comlpalmetto/providers.nsflDocsCatIProviders-Jurisdiction%201%20Part%20B-Browse%20by%20To 
pic-MolDx-General-8R5QUL0858?open&navmenu~ll· 
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MAAA for which established codes may exist or to use unlisted codes for those markers for which no 
codes have been established. 

By concluding that a MAAA is paid by reporting the multiple biomarker assays that comprise the 
MAAA, CMS assumes that clinical laboratories report the biomarkers measured as part of the MAAA as 
independent tests. For the most part, they do not do so. As noted above, for most MAAAs, the biomarker 
assays that comprise the MAAAs do not have any independent clinical meaning to treating physicians. 
This includes most gene expression or protein expression signatures that are involved in certain MAAA 
tests. Under CLlA, laboratories are permitted to perform and report only those tests that have been 
ordered by an authorized person (e.g., treating physician). 13 Clinical laboratories carmot report, as distinct 
tests, the results of individual biomarker assays comprising a MAAA if the treating physician has not 
ordered these tests. When a treating physician orders a MAAA s/he does not typically order any of the 
biomarker assays comprising the MAAA as a separate test and, therefore, it would not be appropriate for 
the laboratory to report the biomarker assays separately as distinct test results. 

Similarly, under Medicare billing rules, clinical laboratories may bill only for tests that have been ordered 
by the treating physician and which will be used by him/her in the management of the patient.!4 As noted 
above, for most MAAAs, few if any of the multiple biomarker assays that comprise the MAAAs are 
reported as separate tests. Even if a physician does order one or more of the biomarker assays as a 
distinct test, it would be extremely unusual for the treating physician to order all such assays as separate 
tests. Therefore, it would be wholly inappropriate for the clinical laboratory to bill for the multiple 
biomarker assays comprising a MAAA as CMS suggests in the Preliminary Determination. 

D. 	 Many Laboratory Tests Paid under the CLFS Involve Calculations, Computations, 
or Algorithms that Trausform Raw Results into the Reportable Result Ordered by 
the Treating Physician 

In the Preliminary Determination, CMS indicates that it does not pay for calculations or computations. 
However, calculations and computations transforming raw laboratory results into patient-reportable 
results are inherent in nearly all clinical diagnostic laboratory tests paid under the CLFS. Moreover, CMS 
has accepted and assigned payment rates for specific tests which substantially comprise algorithms or 
computations. 

For example, essentially all molecular testing (i.e., analysis of DNA or RNA) requires some 
computational analysis to interpret the raw signals. This will become increasingly important as these 
molecular technologies advance with the introduction ofnext generation sequencing technologies. 

Even more traditional laboratory testing comprises the use of calculations to transform raw results. For 
example, measurement of prothrombin time actually involves the determination of the ratio of the 
patient's prothrombin time to a reference value, which is then taken to the power of an international 

13 42 C.F.R. § 493.1241 (stating that a laboratory "must have a written or electronic request for patient testing from an authorized 
person"). 

14 See 42 C.F.R. § 41O.32(a) ("All diagnostic x~ray tests, diagnostic laboratory tests, and other diagnostic tests must be ordered by 
the physician who is treating the beneficiary, that is, the physician who furnishes consultation or treats a beneficiary tor a specific 
medical problem and who uses the results in the management of the beneficiary's specific medical problem. Tests not ordered by 
the physician who is treating the beneficiary are not reasonable and necessary."); Medicare Benefit Policy Manual, Chapter 15, § 
80.6.1 (defining the term "treating physician" as "a physician, as defined in § 1861(r) of the Social Security Act (the Act), who 
furnishes a consultation or treats a beneficiary for a specific medical problem, and who uses the results of a diagnostic test in the 
management of the beneficiary's specific medical problem"). 
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standard and reported as an international normalized ratio (INR=[PT p,IPT "dIS!)." The lNR clearly 
involves an algorithmic transformation of a patient-specific value, yet Medicare has never suggested (nor 
should it) that the PT comprises a clinical diagnostic laboratory test and that the INR represents an 
algorithm that is not a clinical diagnostic laboratory test. MAAAs represent the same type of analysis
multiple biomarkers are transformed through an algorithm to provide the patient-reportable result that the 
physician uses in the treatment of the patient. 

In addition, CMS has accepted and assigned payment under the CLFS to codes that specifically reflect 
algorithmic transformations and bioinformatics. For example, CPT 87900 "Infectious agent drug 
susceptibility phenotype prediction using regularly updated genotypic bioinformatics"-is a code 
representing analysis of data only, yet has been covered as a clinical diagnostic laboratory service and 
paid under the CLFS for many years.I6 The AMA describes the 87900 service as follows: 

This service is widely used in the management ofHlV patients on antiretroviral 
therapy. This service provides a quantitative prediction of drug susceptibility 
phenotype for each antiretroviral drug and provides the clinician with a numeric 
measure of susceptibility or resistance on which to base the selection ofmulti
drug regimens necessary for effective HIV disease management. 

The prediction of phenotypic behavior derives from comparison of the genotypic 
patterns of the patient with a large relational database of actual phenotypic and 
genotypic information that is continuously updated with recent clinical isolates 
representing the changing nature of the pandemic. 17 

CMS appropriately recognizes code 87900 as a clinical diagnostic laboratory test paid under the CLFS. It 
is unclear how CMS distinguishes these examples to argue that MAAAs are something outside the 
clinical diagnostic laboratory benefit and not payable under the CLFS. 

E. 	 Recognizing the New MAAA Codes and Paying Appropriately for the Tests 
Described by These Codes Will Not Set a Precedent that CMS Will Now Pay for 
Algorithms or'Compntations that May Be Performed Incidental to Biomarker 
Assays that are Ordered by Treating Physicians 

Clinical laboratories wiJI, at times, report simple calculations that transform results of tests that treating 
physicians have requested in order to help the physician interpret the results of the requested tests. These 
include results, such as a1bumin:globulin ratios (reported when albumin and globulin are ordered in 
addition to the report of the albumin and globulin levels), free thyroxine index (reported when thyroxine 
and tri-iodothyronine uptake values are ordered and reported in addition to the thyroxine and tri
iodothyronine uptake levels), and anion gap (reported when electrolytes are ordered and reported in 
addition to sodium, chloride, and CO2). Unlike MAAAs, these simple calculations are reported separately 
as a matter of convenience for the physician. These are not ordered separately by the physician nor are 
these calculated results billed as discrete clinical diagnostic laboratory tests to payers. 

15 See, e.g., World Health Organization, Annex 3: Guidelines for thromboplastins and plasma used to control oral anticoagulant 
therapy. WHO Technical Report Series 1999;889:64-93. 

16 The CY 2012 NLA is $184.62. CLFS available at: 
'hltp:llwww,~ms;govlapps/runaflicense,asp?fi_Clinica1l:;abFeeSclredlduwrr1oads1l2CLAll;Ztl';' 

17 American Medical Association, CPT Changes 2006: An Insider's View (2005). 
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In 1998, the Office ofinspector General (OIG) stated that, in general, it is inappropriate for a laboratory 
to bill for both a clinical diagnostic laboratory test and the calculations underlying such test. 18 As 
explained above for many common tests, these simple computational results are not ordered by the 
treating physician and reflect well-known, publicly-available, calculations that physicians could perform 
themselves but are provided by the laboratory as a matter of convenience for the physician. Insofar as the 
OIG's statement is intended to address the performance of these simple, non-proprietary calculations in 
conjunction with a clinical diagnostic laboratory test, we agree that it would be inappropriate for a 
laboratory to bill for both the test and the associated calculations, and it is our understanding that 
laboratories do not bill these computations to Medicare or other payers. 

It would not be appropriate, however, to treat MAAAs in a similar manner. The algorithm comprising a 
MAAA is not a known Or simple calculation, nor is it derivable by a physician in clinical practice using 
the raw analyte measures. Substantial primary research goes into developing and validating the MAAA 
including the algorithm component. These algorithms analyze high-dimensional data spaces with 
anywhere from a few to many thousands of data points to provide a clinically meaningful and actionable 
result for a physician and patient to further guide treatment. Oftentimes, these algorithms are validated 
through multicenter clinical trials, which are then published in widely-known and well-respected medical 
joumals. As such, the research, discovery and validation of an algorithm with adequate robustness to 
guide clinical treatment reflects a substantial investment on the part of the clinical laboratory
investments that are greater by orders ofmagnitude than has commonly been the case for diagnostics 
generally. It would not be possible to offer these tests if the payment for them did not reflect the 
resources required to validate and maintain the algorithm. 

Regardless of the resources, however, in the case of MAAAs, there is no separation between the multiple 
biomarker assays and the result of the algorithm or computation. As noted in section A, above, the 
MAAA inherently comprises two or more biomarkers measured and interpreted multidimensionally 
through an algorithm to produce the test result. Unlike the albumin:globulin ratio, the free thyroxine 
index, or the anion gap, the MAAA is not an add-on of incremental information to the true test of interest 
to the treating physician. The MAAA is the test ordered by the treating physician. 

CMS need not worry that paying for MAAAs as distinct tests will create a precedent to pay for simple 
calculations, like the albumin:globulin ratio, free thyroxine index, or anion gap. By definition, the 
MAAA is intended to be a comprehensive code incorporating any biomarker assays. Even where a 
biomarker assay could be reported separately, by the coding policies adopted with the creation of the 
MAAA series, it would not be appropriate to report these tests separately. Moreover, a critical threshold 
to seeking coverage and payment for a MAAA is convincing the CPT Editorial Panel to adopt a Category 
IMAAA code. The CPT Editorial Panel has very high standards for published proof of clinical validity 
to support adoption of a Category I MAAA code. Therefore, measures that are not independently useful 
and validated will not be assigned Category I MAAA codes for pricing by CMS. 

F. 	 Failure to Pay Appropriately for the Resources Involved in Developing, Validating, 
Maintaining, and Updating MAAAs Will Resnlt in a Denial of Access to These Tests 
for Medicare Beneficiaries 

Mapping the human genome has enabled revolutionary advances in understanding a wide variety of 
diseases, and ushered in an era where treatment can be tailored to individual patients based on their DNA 

18 Office of Inspector General, Publication of OIG Compliance Program Guidance for Clinical Laboratories, 63 Fed. Reg. 45,076, 
45.081 (Aug. 24, 1998). 
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and specific molecular character of their disease. Complex clinical diagnostic laboratory tests - including 
MAAAs - make such "personalized medicine" possible. 

By understanding the molecular nature of disease, MAAAs increasingly allow clinicians and patients to 
pick individualized treatment options, rather than basing treatment choices on broad assessments of what 
works best for a population. Although these genomic technologies are often costly to develop and 
validate, they commonly eliminate the need for even more expensive diagnostic procedures such as extra 
imaging studies or diagnostic surgeries, or inappropriate chemotherapeutic and other pharmaceutical 
costs. Indeed, many MAAAs have been shown through economic studies to produce net significant 
health cost savings. 

To ensure that laboratories (and those who fund their research investments) continue to have a financial 
incentive to develop MAAAs to improve patient outcomes, and to ensure that MAAAs are available to 
Medicare beneficiaries, it is critical that the reimbursement for such tests reflect the substantial resources 
expended to develop these tests. By refusing to consider the costs associated with developing and 
validating the algorithm(s), however, the rate-setting methodology described in the Preliminary 
Determination would drastically under-reimburse providers for the costs associated with developing and 
furnishing MAAAs. 

Finalization of the Preliminary Determination with respect to MAAAs will stop investment in these 
critically important tests used in personalized medicine and will deny Medicare beneficiaries' access to 
these tests. Laboratories simply cannot be expected to spend tens ofmillions of dollars on the 
development of these tests if Medicare will pay no more for these tests than the cost for a limited number 
of the operational steps involved with furnishing these tests, Le., only those biomarkers for which there 
are established codes and payment rates and would be independently covered for the patient's condition. 
In fact, CMS's Preliminary Determination is likely to incentivize laboratories to develop tests with greater 
rather than fewer markers since Medicare payment will increase depending upon the number ofbiomarker 
assays that comprise the MAAA-without consideration for the incremental clinical information 
furnished. 

G. 	 In the Final Determination, CMS Should Derer to its Local Contractors in Pricing 
These Tests 

Working on a case-by-case basis with these tests over the past several years, Medicare's contractors have 
developed approaches to fair and reasonable payment for the clinical diagnostic laboratory tests that are 
now described as MAAAs. For the most part, the contractors have followed a gap-fill-like process. l9 

Following this process, the contractors have looked at the following kinds of factors in rate-setting: 
(I) laboratory charges, (2) rates paid for the test by other payers considering contracts with private payers 
as well as median or mean payments on fUlly-adjudicated claims, (3) resources, including laboratory 
operations and research and development costs to develop the tests, and (4) the health economic impact of 
the information provided by the test in patient management. Where these distinct factors point to similar 
rate ranges, the contractors have determined a payment rate within that range. This process has been 
developed most fully by Palmetto GBA under the MolDx program, but other contractors have employed 
similar approaches . 

.. .. ....	~~.!.~~.E:_??~.~.~,_~~,~~!:?~t___s_1!~_?_t_!~_ f~_!~~__~~~~!_!~~_,g_~£:_fi:!!_~_~g~!_~!!~_~~___~~g_~!:l_~_~__ !h_~U~_~!_~_.<?_f!~g__~,~Y_~__~_~~!!__~_n!~_~__~~J!lZ__ ~_,_~n~!~_~___ 
service code or an unlisted service code combined with a combination of established codes~not a new/revised code under the 
national gap-fill process. See 42 C.F.R. § 414.508(b). 
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Therefore, we recommend that, in the Final Determination, CMS defer to local contractor gap-filling to 
determine the payment rate for MAAAs recognizing that these tests are clinical diagnostic laboratory 
services that are appropriately paid under the CLFS. 

* * * * 

We appreciate the opportunity to share this legal analysis with you and look forward to discussing it 
during our meeting on September 28,2012. 
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