
 
 

 

 

September 8, 2015   

 

Mr. Andrew M. Slavitt 

Acting Administrator 

Center for Medicare & Medicaid Services 

U.S. Department of Health and Human Services 

7500 Security Blvd. 

Baltimore, MD  21244 

 

Subject: CMS-1631-P:  Medicare Program; Revisions to Payment Policies under the Physician Fee 

Schedule & Other Revisions to Part B for CY 2016   

Dear Acting Administrator Slavitt:   

On behalf of the American Society for Clinical Pathology (ASCP), I am writing to provide comments on 

the Calendar Year (CY) 2016 Medicare Physician Fee Schedule (PFS) Proposed Rule [80 FR 41685]. The 

ASCP is a 501(c)(3) non-profit medical specialty society representing more than 100,000 members. We 

are one of the nation’s largest medical specialty societies and the world’s largest organization 

representing the field of laboratory medicine and pathology. ASCP membership is uniquely diverse, 

consisting broadly of board certified pathologists, other physicians, clinical scientists, certified medical 

technologists and technicians, and educators. Together, our mission is to provide excellence in education, 

certification, and advocacy on behalf of patients, pathologists, and laboratory professionals in an effort to 

advance medicine and improve patient care.   

ASCP is grateful to Centers for Medicare and Medicaid Services (CMS) for working with Congress on 

many of the provisions within the recently passed Sustainable Growth Rate (SGR) repeal legislation, 

known as the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA)
1
. Several of these 

provisions have been proposed for implementation or further comment in this year’s Proposed Rule. In 

addition to repealing the flawed Medicare payment formula that has threatened massive cuts to 

physicians’ reimbursement rates for nearly two decades, the bill introduces a number of initiatives aimed 

at transitioning Medicare’s pay-for-performance quality reporting programs to quality improvement 

programs that reward value over volume. Accordingly, ASCP appreciates the opportunity to provide input 

on the best approach for implementation of the new Merit-based Incentive Payment System (MIPS) 

introduced in MACRA in advance of its 2019 implementation date. Additionally, given our longstanding 

concerns with physician self-referral abuse, the Society also looks forward to providing comments on the 

impact of the physician self-referral law on healthcare delivery and payment reform – solicitation also 

required by MACRA. 

 

Nonetheless, ASCP is aware that MACRA is not the only piece of recently passed legislation influencing 

the provisions in this year’s Proposed Rule. Prior to the passage of MACRA, the Protecting Access to 

Medicare Act of 2014 (PAMA)
2
 was also passed by Congress containing a number of policies set in 

statute for near-term implementation. Accordingly, ASCP will be providing comment on CMS’ 

implementation plan for PAMA’s annual target for relative value adjustments for misvalued services as 

well as its phase-in of significant Relative Value Unit (RVU) reductions. 

 

                                                           
1
https://www.congress.gov/bill/114th-congress/house-bill/2/text  

2
 https://www.govtrack.us/congress/bills/113/hr4302/text  

https://www.congress.gov/bill/114th-congress/house-bill/2/text
https://www.govtrack.us/congress/bills/113/hr4302/text
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In reference to the payment rates and policies contained in this year’s Proposed Rule that are not rooted in 

recent statute, ASCP wishes to remind CMS of relevant statutory mandates that must be observed: the 

PFS payment rate established for a specific service delivered in a non-facility setting is statutorily 

required to be based on the direct cost inputs involved in the provision of that unique service. As such, 

ASCP is concerned with many of the Agency’s proposed payment changes contained in this year’s 

Proposed Rule that continue to appear to violate statute. The Society strongly opposes CMS’ continued 

efforts to bundle the costs of non-facility services, adjust prices based on a flawed theory of site of service 

cost neutrality, standardize the appropriate number of inputs for different and unique services, and even 

standardize efficiencies gained when multiple services are provided to the same patient on the same day 

for different and unique services. ASCP reminds the Agency that while such approaches may result in 

more convenience for CMS and even billing providers, administrative simplification does not trump 

statutory requirements and certainly does not lead to increased price accuracy. This concern is a major 

driver of many of the comments contained in this letter. 

 

Lastly, yet again CMS has opted not to propose the new valuation for prostate biopsy services in the 

Proposed Rule, despite the fact that G0461 was proposed as a misvalued code in last year’s Final Rule. 

Accordingly, ASCP will also be offering comment and suggestion regarding its accurate valuation in 

anticipation of the Interim Final Rule. 

 

With all of these policy areas and related concerns in mind, ASCP presents the following topics for 

public comment in response to the CY 2016 Medicare PFS: (1) Increased Practice Expense (PE) 

RVUs for Immunohistochemistry (IHC), Fluorescent in situ Hybridization (FISH), and Morphometric 

analysis, in situ hybridization (ISH) Services; (2) Standard Times for Clinical Labor Tasks Associated 

with Pathology Services, including Flow Cytometry Services; (3) Work RVU Changes for Pathology 

Add-On Services; (4) Determination of Malpractice (MP) RVUs for Add-On Services; (5) Accurate 

Valuation of Prostate Biopsy G-Code, G0416; (6) The Impact of Inappropriate Physician Self-Referrals 

on Healthcare Delivery and Payment; (7) The Electronic Health Record (EHR) Incentive Program; (8) 

The Physician Quality Reporting System (PQRS); (9) The Value-based Payment Modifier (VBM) 

Program; (10) The Merit-based Incentive Payment System (MIPS); and (11) Alternative Payment Models 

(APMs). 

I. Increased Practice Expense PE RVUs for IHC, FISH, and Morphometric Analysis, ISH 

Services 

ASCP appreciates that CMS has responded to the physician community with this year’s proposals to 

include the American Medical Association (AMA) Relative Value Scale Update Committee (RUC)’s 

recommended supply items and adjusted equipment times in the PE RVUs for IHC, FISH, and 

morphometric analysis ISH services.  

For IHC services (CPT Codes 88341, 88342, and 88344), ASCP is grateful that CMS has reconsidered for 

inclusion the RUC-recommended supply item, “UltraView Universal DAB Detection Kit” (SL488), in 

lieu of the “Universal Detection Kit” (SA117). In particular, the Society appreciates that the Agency has 

responded to the pathology and laboratory community’s clinical justifications for including SL488 instead 

of SA117 based on its superior clinical appropriateness and thus more frequent use. ASCP also 

appreciates CMS’ adoption of the RUC’s recommended equipment time for the “microscope, compound” 

supply item. 

The Society is also grateful that the Agency has proposed to include RUC-recommended quantities for 

each of the supply items for FISH (88364-88366), auto and manual ISH (88367-88368), and 
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morphometric analysis ISH (88369, 88373, 88374, and 88377) services. In the CY 2016 PFS Proposed 

Rule, the Agency asserted that it “adjusted the quantities included in these codes to align with the code 

descriptors and better reflect the typical resources used in furnishing these services.” ASCP encourages 

CMS to continue to work with the pathology and laboratory community to ensure that that all services’ 

valuations reflect each service’s specific resource inputs.  

Furthermore, the Society appreciates that the Agency has demonstrated an understanding of the 

importance of batch/ block size when valuing a specific service. However, ASCP notes that, while it may 

be possible to identify a mean or median batch/ block size for a given code, there may be significantly 

differing variances. As such, the “apparent inconsistencies and discrepancies in the quantity of units of 

codes,” even within families of codes, can often only be explained by the variance in the ambiguity and/or 

complexity of unique patient diagnosis.  

Thankfully, the RUC-recommended PE RVU amounts for pathology services already reflect the unique 

batch/ block size for each service type while also accounting for variance based on unique patient 

condition. More specifically, the direct PE inputs for pathology services already include adjustments to 

clinical labor, supplies, and equipment time that account for service-specific batch/ block size. These PE 

input adjustments are unique to the valuation of pathology services because they innately capture 

efficiencies of scale so that no further adjustment is needed to account for efficiencies gained when 

multiple services are provided within a single patient encounter. Any further adjustment, especially a 

standardized adjustment that does not account for specific service type, only stands to undervalue these 

services. This, in turn, may threaten the ongoing affordable supply of these services and therefore limit 

patient access to them. 

Finally, ASCP also appreciates CMS’ adoption of RUC-recommended equipment time for FISH services’ 

equipment items, including “water bath, FISH procedures (lab)” (EP054), “chamber, Hybridization” 

(EP045), and “instrument, microdissection (Veritas)” (EP087). The Society also appreciates the Agency’s 

proposal to include equipment item “ThermoBrite” (EP088) in CPT code 88366. 

II. Standard Times for Clinical Labor Tasks Associated with Pathology Services, including 

Flow Cytometry 
 

ASCP appreciates that CMS has acknowledged the unique equipment times for the specific services 

discussed above and encourages the Agency to continue to consider service-specific direct PE inputs 

when establishing pathology services’ PE RVUs. Accordingly, the Society does not support the 

contradictory concept of standardized clinical labor times, regardless of unique pathology service, as has 

been proposed elsewhere in the CY 2016 PFS Proposed Rule. Rather, ASCP suggests that CMS focus 

less on maintaining the relativity of the direct PE inputs across pathology services and more on assessing 

the granularity of each code’s service-specific direct PE inputs, as required by statute.  

 

Moreover, though CMS stated in this year’s Proposed Rule that it plans on identifying any and all 

exceptions to the standard times it establishes for a given code, it has not yet attempted this sizeable task. 

In response, ASCP cautions that, not only would such an undertaking be very tedious, time consuming, 

and costly, but it would also likely reveal that there are exceptions for every CPT code. Hence, the 

process of identifying exceptions would essentially prove CMS’ initial clinical labor time standardization 

process to have been in vain. This would result in the significant waste of time, resources, and effort on 

the part of the Agency. However, the cumulative cost of this flawed proposal would be far greater to the 

patient and pathology community than to CMS, given that the Agency’s standardized clinical labor times 



Acting Administrator Slavitt 

September 8, 2015 

Page 4 

 
proposed for CY 2016 significantly undervalue many pathology services, thereby threatening their 

ongoing affordable supply and thus patient access.   

Given the stakes, it is crucial that the Agency forgo its current proposal and begin the more meaningful 

task of valuing clinical labor times based on individual and unique service-level direct PE inputs. 

Thankfully, the RUC has already taken on this daunting task and thus its service-specific direct PE RVU 

input recommendations already include service-specific direct clinical labor times. Therefore, ASCP 

supports the RUC’s clinical labor time recommendations for pathology services’ codes in CY 2016 and 

encourages CMS to adopt them without modification.  

Nonetheless, in addition to communicating the Society’s concerns with the Agency’s decision to reject 

the RUC’s direct PE input recommendations, ASCP also raises concern regarding the limited and 

incomplete justifications given for CMS’ rejection and replacement of these recommendations. In 

particular, the Agency fails to explain the methodology behind its standard clinical labor time 

determinations. CMS also failed to involve physicians and other relevant stakeholders in the valuation 

process.  

Furthermore, the Society is disappointed by CMS’ apparent decision to reduce all new and distinct 

clinical labor tasks’ times to zero minutes. ASCP argues that the Agency’s inability to standardize times 

for these newly introduced tasks does not merit their complete dismissal. If CMS wanted justification for 

these specific clinical labor tasks, whether entirely new or simply newly applied to a specific service, the 

Agency should have approached the physician community and worked with the community toward 

accurate valuation.  

In summary, CMS’ inappropriate standardization methodologies, though not specified, have led to 

significant reductions in a number of important pathology services. As such, ASCP wishes to address its 

concerns regarding the inadequate or lack of justifications for the changes to the clinical labor times for 

these service codes’ direct PE RVUs and offer alternative valuation approaches below: 

Flow Cytometry Cytoplasmic Cell Surface – CPT Codes 88182, 88184, and 88185 

ASCP is very concerned that CMS has rejected the RUC’s carefully vetted direct PE input 

recommendations for flow cytometry services. The RUC first began its review of flow cytometry’s direct 

PE inputs in April 2014. An expert panel of pathologists who specialize in flow cytometry was assembled 

to extensively review the clinical labor tasks for each of CPT codes 88182 (Cell marker study), 88184 

(Flow cytometry/ tc1 marker), and 88185 (Flow cytometry/tc add-on). The expert panel then developed a 

list of recommendations backed by in-depth clinical rationale. Upon receipt of the expert panel’s 

recommendations, the RUC reviewed them for any additional efficiencies of scale. The RUC’s final 

review for any additional clinical labor task efficiencies took into account typical batch size, multi-tasking 

staff activities, medical supplies utilized in typical batch laboratory settings, and equipment utilization 

with and without clinical labor interaction, among other relevant factors.  

The RUC then forwarded its final recommendations to CMS following this extensive two-tiered 

revaluation process, which actually resulted in significant cuts to the technical component (TC) 

reimbursement for these services. Yet the Agency proceeded to further deepen these cuts in its final 

proposed refinement of the direct PE inputs for flow cytometry services, resulting in a -38 percent cut to 

the TC for CPT code 88184 and a -69 percent cut to the TC for CPT code 88185. These drastic cuts to 

reimbursement are a result of CMS’ inappropriate and flawed initiative to standardize clinical labor time 

for the equipment, supply, and labor involved in delivering these unique flow cytometry services. Not 

only does such an approach fail to accurately value these individual services by service-specific resource 
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inputs, as statutorily required, but it threatens the ongoing ability of the pathology and laboratory 

community to be able to afford to supply these services, which thereby threatens patient access. 

Accordingly, ASCP urges CMS to not implement any of its edits or even the RUC’s recommendations for 

CPT codes 88182, 88184, and 88185. Rather, based on the lack of consideration of inputs not discussed in 

initial RUC deliberations, the Society recommends a re-review through the RUC process. 

The CY 2016 PFS Proposed Rule lists 15 clinical labor edits to CPT codes 88182, 88184, and 88185. 

ASCP strongly asserts that these edits lack a proper evidence-basis and/ or clinical workflow rationale 

and thus should not be implemented by the Agency. Though the Society disagrees with all 15 of CMS’ 

edits, there are just a few notable ones to highlight. For example, for CPT code 88184, CMS “refined 

equipment time to conform to clinical labor time,” for the equipment item ED031 [printer, dye 

sublimation (photo, color)], thereby reducing it from five minutes to one minute. In response, ASCP 

argues that pathology services are unique in that equipment time does not always directly correlate with 

clinical labor time. Rather, the equipment time for ED031 is independent of clinical labor time for flow 

cytometry services because a laboratory professional can walk away from a printer while it continues to 

run and then return upon print completion. Additionally, ASCP disagrees with CMS’ across-the-board 

reduction to the time it takes to “Enter data into laboratory information system, multiparameter analyses 

and field data entry, complete quality assurance documentation” for CPT codes 88182, 88184, and 88185.  

ASCP appreciates the Agency’s request for additional information regarding the specific use of the 

desktop computer with monitor (ED021) for CPT codes 88184 and 88185. In response, the Society 

reminds CMS that these two codes, as well as CPT code 88182, represent services that involve the 

software-driven acquisition and analysis of surface and cytoplasmic marker expression patterns on cell 

populations.  Although some of these functions are automated, many (or most) are not.  Manual review 

and validation are common, and in fact the selection of specific cell populations for analysis and the 

determinations of thresholds for marker expression are generally undertaken by the manual efforts of 

human operators working on software via desktop computers with monitors.   Accordingly, ASCP urges 

CMS to adopt RUC-recommended values for the equipment time associated with these codes. 

Finally, should the Agency decide to move forward with its current proposal for the direct PE inputs for 

CPT codes 88184 and 88185, the pathology and laboratory community has conducted further research 

and has a few recommendations accordingly. For example, ASCP argues that CMS’ current standard 

labor time for the clinical labor activity “Other Clinical Activity (please specify) Load specimen into flow 

cytometer, run specimen, monitor data acquisition, and data modeling, and unload flow cytometer” is 

undervalued for both CPT codes. In particular, the Society asserts that CMS’ proposed values fail to 

reflect the cytotechnologist’s time spent using the Cytometry Analytics Software to analyze the data 

generated from the services on a designated desktop computer, w-monitor (ED021). Accordingly, the 

Society recommends that the following items are added to the RUC’s recent recommendations: 

Direct PE Item Recommended Clinical Labor Activity 
CPT Code 

88184 

CPT Code 

88185 

Flow cytometry analytics software N/A 10 minutes 2 minutes 

Cytotechnologist (L045A) 

“Other Clinical Activity (please specify) Load 

specimen into flow cytometer, run specimen, 

monitor data acquisition, and data modeling, and 

unload flow cytometer”  

7  17 

minutes 

3  5 

minutes 

Desktop computer, w-monitor (ED021) N/A 10 minutes 2 minutes 

Antibody, flow cytometry (each test) (SL186) N/A 1.6 items 1.6 items 

The recommended additions and/ or revisions above were initially either inadvertently left out of the 

pathology specialty’s recommendations or miscalculated. As such, if CMS finalizes its CY 2016 proposed 
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direct PE input values for flow cytometry, ASCP urges the Agency to add the direct PE inputs listed 

above for CPT codes 88184 and 88185. 

Pathology Consultation during Surgery, Frozen Section(s) and Cytologic Examination – CPT codes 

88329, 88331-88333 

It appears that CMS has standardized all pathology services’ clean-up times, regardless of the service’s 

batch size, based on the appropriate clean-up time for pathology services with very large batch sizes. In 

doing so, CMS has effectively decreased all clean-up times for all pathology services to one minute. This 

has resulted in significantly lowering the number of minutes previously established and/ or recommended 

by the RUC for the service-specific clean-up times for a number of pathology services with a batch size of 

one/ that cannot be bundled, thus resulting in their significant undervaluation. 

For example, when CPT code 88329 (Pathology consultation during surgery) is performed along with 

CPT codes 88331 (Pathology consultation during surgery; first tissue block, with frozen section(s), single 

specimen) and sometimes also 88332 (Pathology consultation during surgery; each additional tissue block 

with frozen section(s) (list separately in addition to code for primary procedure)), the tests are not 

batched. Therefore, there are no efficiencies gained on the frontend when these tests are conducted, often 

for multiple tissue blocks, and hence no efficiencies gained on the backend when cleaning up the 

resources used throughout the procedure and associated pathology consultation.  This is also the case for 

CPT code 88333 (Pathology consultation during surgery; cytologic examination (eg, touch prep, squash 

prep), initial site). 

Accordingly, ASCP maintains that it is inappropriate to use a pathology service code with a large batch 

size as a standard when estimating the appropriate number of minutes for clean-up time following each 

unique pathology service. First, the Society notes that clean-up time innately varies in parallel to the 

unique service-specific inputs when initially performing each pathology service. Second, just as 

pathology services with batch sizes of one do not have any efficiencies of scale when several are 

performed on the same patient in the same day, there are also no efficiencies gained on the back-end 

when cleaning up following the delivery of multiple units of these individual services. As such, in 

standardizing clean-up time for pathology services based on the clean-up time for services with large 

batch sizes, CMS is claiming efficiencies where there aren’t any within the direct PE inputs, and thus 

direct PE RVUs, for services with smaller batch sizes/ batch sizes of one.   

CMS has also inappropriately assumed efficiencies of scale during the room preparation for these 

individual services. In response, ASCP notes that, to assure readiness for the next case, clean-up of the 

dedicated frozen section/ OR consult room is required after each individual procedure. Hence, the clinical 

labor time allocated for room preparation is also allocated at the individual service-level for CPT codes 

88331 and 88333. The RUC took this into consideration and accounted for both batch size and the typical 

number of blocks in its recommended clinical labor time for these codes.  

As such, ASCP does not support CMS’ decision to reject the RUC’s recommended 10 minutes of clinical 

labor time for room setup, nor does the Society support the Agency’s decision to replace it with 0-1 

minutes. Similarly, ASCP disapproves of CMS’ decision to lower the clinical labor time for room clean-

up so drastically to one minute for CPT codes 88329, 88331, and 88333. In doing so, CMS has 

significantly reduced Medicare reimbursement for these crucial pathology services, thereby potentially 

threatening affordable patient access: 

 88329: Path consult introp (-13 percent) 

 88331: Path consult intraop 1 bloc (-7 percent; -21 percent to the TC) 

 88333: Intraop cyto path consult 1 (-24 percent; -62 percent to the TC) 
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In summary, ASCP reiterates that the clean-up and preparation tasks for non-bundled pathology services 

are variable CPT code-based tasks that depend on the typical laboratory volume mix for each individual 

service. As such, any blanket standardization cannot be justified. ASCP strongly encourages CMS to 

adopt the RUC-recommended PE RVUs for these services in lieu of what the Agency has proposed in this 

year’s Proposed Rule. 

Nerve Teasing Preparations (CPT code 88362) 

ASCP disagrees with CMS’ clinical labor task time proposals for CPT code 88362 (Nerve teasing 

preparations), which, if finalized, would result in a -33 percent reduction to reimbursement for this 

pathology service, including a -54 percent to its TC. 

First, ASCP asserts that CMS has inappropriately applied the standard clean-up time of one minute to this 

very complicated, low-volume procedure, which is not and cannot be batched when performed. In 

demonstration of CPT code 88362’s complexity, it has received an APC status indicator specifying 

“significant procedure, not discounted when multiple.” Hence, even when performed in the outpatient 

hospital setting, which is known for bundling services when possible, nerve teasing preparations have 

proven too complex and too low volume to be bundled. Therefore, CMS should not be adjusting the 

clean-up time for nerve teasing preparation to account for efficiencies as if this service was 

uncomplicated, typically high-volume, and able to be bundled.   

Second, this unique service involves the preparation of miniscule and very fragile specimens that require 

special handling, preparation, and storage as well as enhanced collaboration between the pathologist and 

clinical labor staff. As such, given the intricacy involved in the performance of this service, ASCP also 

disagrees with CMS’ proposed refinement of the CPT code 88362 clinical labor time for “Assist 

pathologist with gross specimen examination including the following: Selection of fresh unfixed tissue 

sample; selection of tissue for formulant fixation for paraffin blocking and epon blocking. Reserve some 

specimen for additional analysis’’ from 10 minutes to 5 minutes. Not only is 5 minutes unreasonable, but 

it was even discussed whether or not 10 minutes was adequate time for this clinical labor task at the April 

2014 RUC meeting.  

Lastly, ASCP disagrees with CMS’ stated belief that the clinical labor task “Consult with pathologist 

regarding representation needed, block selection and appropriate technique” is not required for the typical 

nerve teasing preparation. In dismissing this task altogether, the Agency is once again displaying its lack 

of understanding of the direct correlation between batch size and efficiencies on the front and backend of 

a procedure. Accordingly, as mentioned, nerve teasing preparations are not and cannot be batched. 

Therefore, the clinical labor staff must have complete understanding of the unique technical protocols 

required for nerve teasing preparations, including a detailed understanding of what is necessary for each 

individual specimen case. ASCP believes that, given the detail and importance behind this clinical labor 

task, it typically requires seven minutes prior to each individual pathology service. 

Morphometric Analysis – CPT codes 88360 & 88361 

In the CY 2015 PFS Proposed Rule, CMS noted the RUC-recommendations for the direct PE inputs for 

CPT codes 88360 (Morphometric analysis, tumor immunohistochemistry (eg, Her-2/neu, estrogen 

receptor/progesterone receptor), quantitative or semiquantitative, per specimen, each single antibody stain 

procedure; manual) and 88361 (Morphometric analysis, tumor immunohistochemistry (eg, Her-2/neu, 

estrogen receptor/progesterone receptor), quantitative or semiquantitative, per specimen, each single 

antibody stain procedure; using computer-assisted technology). Specifically, the Agency cited its receipt 

of an invoice for the “Antibody Estrogen Receptor monoclonal supply” (SL493), priced at $694.70 per 

box of 50, or $13.89 per test.  However, CMS rejected the RUC’s recommendation, stating “We sought 
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publically available information regarding this supply and identified numerous monoclonal antibody 

estrogen receptors that appear to be consistent with those recommended by the specialty society, at 

publicly available lower prices, which we believe are more likely to be typical since we assume that the 

typical practitioner would seek the best price available to the public.” Citing the example “Estrogen 

Receptor Antibody (h-151) [DyLight 405]”, priced at 100 tests per box for $319, the Agency proposed to 

establish a new supply code for “Antibody Estrogen Receptor monoclonal” and price it at $3.19/ test.  

ASCP disagrees with CMS’ proposed price for SL493 based on the fact that the lower priced example, 

“Estrogen Receptor Antibody (h-151) [DyLight 405],” is not an IHC reagent and thus not an alternate 

reagent for CPT codes 88360 and 88361. Rather, the example used to set the price for this supply item is 

an estrogen receptor antibody conjugated with an immunofluorescence marker which is excited at 400 – 

421 nm by a laser. Accordingly, ASCP reiterates its support for the RUC’s initial recommendations, 

which represent the typical hospital purchasing supplies, in lieu of large health systems, while ensuring 

adequate reimbursement and continued access for Medicare beneficiaries battling breast cancer.  

Cytopathology Smears, Screening and Interpretation – CPT Codes 88160, 88161, 88162 

CPT codes 88160–2 represent a code family of exclusion used for sources other than usual washings, 

brushings, body fluids, fine needle aspirations (FNAs), or lower gynecological tract. Sputums prepared as 

smears are coded with this family as are other direct smears, such as Tzanck preps.  

Upon review of the CPT code descriptors for CPT code 88160 (Cytopathology, smears, any other source; 

screening and interpretation) and 88161 (Cytopathology, smears, any other source; preparation, screening 

and interpretation), CMS stated in this year’s Proposed Rule that it believed “that there is currently the 

potential for duplicative counting of direct PE inputs due to the overlapping nature of these two codes.” 

The Agency continued by declaring these codes misvalued, a decision rooted in its concern that “the same 

procedure may be billed multiple times under both CPT code 88160 and 88161.” 

ASCP disagrees with CMS that there is a lack of clarity and/ or possible confusion among the pathology 

and laboratory community regarding the difference between these two different and unique services. 

Rather, it is commonly known that the difference between 88160 and 88161 is based on which entity 

prepared the slide – the laboratory or the referring entity. Accordingly, the “preparation” reference 

omitted from the code descriptor for CPT code 88160 implies that the referring clinician already 

“prepared” the slide by placing scrapings or smears from lesions directly on the slide prior to submitting it 

to the laboratory. When the slide is received by the laboratory it has been spray-fixed and air-dried, but 

not yet stained. Therefore, ASCP disagrees with CMS’ decision to reduce the number of minutes that it 

takes to “Stain air-dried slides with modified Wright stain. Review slides for malignancy/high cellularity 

(cross contamination)” from five to zero minutes for CPT code 88160. 

Conversely, CPT code 88161 requires that the laboratory process the patient material onto the slide in-

house. The material (e.g. sputum, scrapings, or a discharge) is received by the laboratory in a container or 

on a broom, swab, or other collection device in fluid. The laboratory must then “prepare the slide” by 

processing the patient material onto the slide. Regardless of the location of slide preparation, both CPT 

codes 88160 and 88161 then include staining, review and interpretation in the laboratory.   

Lastly, CPT code 88161 is limited for the billing of up to four single-stain slides. Accordingly, CPT code 

88162 (Cytopathology, smears, any other source; extended study involving over 5 slides and/or multiple 

stains) is specified for billing when more than five slides are used and/or more than one stain is needed, as 

clearly indicated in its descriptor. 
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III. Work RVU Changes for Pathology Add-On Services 

 

In the CY 2015 PFS Final Rule, CMS chose not to adopt RUC-recommended physician work RVU 

amounts for IHC, FISH, and morphometric analysis ISH add-on service codes. Rather, the Agency 

applied a 40 percent reduction to the codes’ physician work RVUs based on a prior recommendation from 

the RUC for a different set of pathology add-on codes. In ASCP’s comment letter in response to the Final 

Rule, the Society explained that the 60 percent recommendation was specific to services for which a 

diagnosis has already been furnished.
3
 Conversely, the Society argued that no corresponding 

interpretative diagnosis has been made for these particular codes and, therefore, the physician work RVUs 

underlying the valuation for each additional service performed should be increased to reflect each 

additional diagnostic effort.  

 

ASCP appreciates that CMS has responded to our concerns regarding the inadequate valuation of the 

physician work RVUs for IHC, FISH, and morphometric analysis ISH add-on service codes, as 

demonstrated by its CY 2016 proposal to increase each services’ add-on code work RVUs – from 60 

percent to 76 percent of the base codes’ work RVUs. Nonetheless, ASCP does not support a standardized 

reduction for all pathology add-on codes and instead urges CMS to consider its statutory obligation to 

value services based on service-specific inputs even when multiple services are provided during a single 

patient encounter. Otherwise, the Agency runs the risk of creating a rank order anomaly. 

 

In dispute of CMS’ standardized reduction of all add-on codes’ work RVUs, ASCP wishes to address the 

service-specific variances between base code and add-on code work RVUs for the following pathology 

services: 

Immunofluorescent Studies (Add-on Service 8835X) 

In this year’s Proposed Rule, CMS issued an add-on service (8835X) for immunofluorescent studies and 

valued its work RVU amount at approximately 76 percent of the work RVU amount for its base code, 

CPT code 88346 (Immunofluorescent study, each antibody; direct method). As a basis for its decision, the 

Agency cited the relative relationship of work RVUs between the base code and add-on code for 

ultrasound evaluation services, CPT codes 37250 (Intravascular ultrasound (non-coronary vessel) during 

diagnostic evaluation and/or therapeutic intervention; initial vessel (List separately in addition to code for 

primary procedure)) and 37251 (Intravascular ultrasound (non-coronary vessel) during diagnostic 

evaluation and/or therapeutic intervention; each additional vessel (List separately in addition to code for 

primary procedure)).  

 

ASCP does not find it appropriate that CMS randomly used ultrasound evaluation services as a 

foundation for add-on code valuation for immunofluorescent studies without citing a reason. Both 

services are unique and distinct, thus the relative relationships between their base codes and add-on codes 

are also unique and distinct. For example, the unit of service for the ultrasound evaluation service is a 

vessel, whereas the unit of service for an immunofluorescent study is a single antibody stain. Moreover, 

there is no history of comparison of these two services, which were not listed on the RUC’s reference list 

for respondents to compare and have never been compared for any reason at past RUC meetings. More 

problematic is that the ultrasound evaluation service codes are based on survey results from 29 

respondents received 20 years ago and are currently scheduled for deletion in CPT in CY 2016. 

Accordingly, ASCP reiterates its stance that it is highly inappropriate that these ultrasound evaluation 

service codes were used as a standard when establishing the appropriate relativity between base code and 

add-on code work RVUs. 

                                                           
3
https://s3.amazonaws.com/ascpcdn/static/ASCPResources/Advocacy/July2015/ASCP+CY+2015+PFS+Final+Rule+C

omment+Letter+final.pdf  

https://s3.amazonaws.com/ascpcdn/static/ASCPResources/Advocacy/July2015/ASCP+CY+2015+PFS+Final+Rule+Comment+Letter+final.pdf
https://s3.amazonaws.com/ascpcdn/static/ASCPResources/Advocacy/July2015/ASCP+CY+2015+PFS+Final+Rule+Comment+Letter+final.pdf
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ASCP urges CMS to discard the work RVU amounts stemming from this inappropriate comparison and 

accept the RUC’s survey-based recommendation, which garnered over 50 respondents for each of CPT 

codes 88346 and 8835X. The RUC survey revealed that the median physician time between the base code 

and the add-on code for this service differed by only one minute – 24 versus 23 minutes, respectively. 

This difference reflects the additional time needed for CPT code 88346 to review the Hematoxylin and 

Eosin stained (H&E) slide in order to determine where and what to look for on the immunofluorescent 

slide. The survey further revealed that, though the typical case involves the reporting of one base code 

and three add-on codes, the pathologist would never review multiple cases simultaneously.   

 

ASCP maintains that the RUC’s valuation approach is much more logical and precise compared to the 

Agency’s proposed approach. The RUC focuses on accuracy over relativity by evaluating the work 

involved in each unique base and add-on code rather than applying a fixed discount rate to all add-on 

codes based on an out-dated and invalid assessment of the relative relationship between the base code and 

add-on code for one arbitrary and specific service. In summary, ASCP recommends that CMS adopt the 

RUC’s recommended 0.70 work RVUs with 23 minutes of intra-service and total time for CPT code 

8835X, which reflect the RUC survey 25
th
 percentile survey result. 

Immunohistochemistry – CPT codes 88341, 88342, and 88344 

As previously mentioned, in the CY 2015 PFS Final Rule CMS rejected RUC-recommended work RVU 

amounts for IHC add-on services and instead applied a -40 percent reduction to the codes based on a prior 

recommendation from the RUC for a different set of pathology add-on codes. ASCP argued broadly 

against the application of a standard discount to all pathology add-on service codes’ work RVU amounts 

relative to base code work RVU totals. In particular, the Society requested that CMS increase physician 

work RVUs to reflect the separate and additional diagnostic effort involved for each additional IHC 

service provided. 

 

In ASCP’s comment letter in response to this year’s Proposed Rule, the Society wishes to extrapolate on 

this argument. Accordingly, ASCP notes that the add-on CPT code 88341 (Immunohistochemistry or 

immunocytochemistry, per specimen; each additional single antibody stain procedure (List separately in 

addition to code for primary procedure)) represents additional services that require the evaluation of each 

antibody on each slide. In contrast to non-specific staining, each antibody has a staining pattern for true 

positivity, such as cytoplasmic versus nuclear or heterogeneous versus homogeneous. Accordingly, each 

additional service is separate and distinct because each additional antibody provides additional 

information for interpretation and diagnosis. 

 

Nonetheless, in the CY 2016 PFS Proposed Rule, CMS proposed 0.53 work RVUs for CPT add-on code 

88341. It appears that the Agency did so for the sake of relativity, given that this particular proposed 

amount upholds the 24 percent add-on code discount established for pathology services throughout this 

year’s Proposed Rule. In response, ASCP reiterates the Society’s disapproval of a standard discount for 

the physician work involved in pathology add-on services. Rather, the Society supports the RUC’s use of 

survey data and magnitude estimation to arrive at the appropriate work RVU valuation. As such, 

following review of survey results from 206 pathologists, the RUC determined that, though the add-on 

service and base code 88342 (Immunohistochemistry or immunocytochemistry, per specimen; initial 

single antibody stain procedure) require the same time, the physician work is slightly less for the 

additional single antibody procedure involved in the add-on service. Based on these findings and the 25
th
 

percentile result, the RUC determined that 0.65 work RVUs with 25 minutes of both intra-service and 

total time was most accurate for CPT add-on code 88341. ASCP agrees and strongly encourages CMS to 

abandon its inappropriate comparisons and adopt the RUC’s recommendations for this add-on service. 
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Morphometric Analysis – CPT codes 88364-88367, 88373, 88374, 88368, 88369, and 88377 

As previously stated, application of a standard discount is entirely inappropriate for IHC, FISH, and 

morphometric analysis ISH add-on service codes because each additional service requires the pathologist 

to render an individual diagnosis.  

 

Nonetheless, CMS has proposed 0.67 work RVUs for each of CPT add-on codes 88364 (In situ 

hybridization (eg, FISH), per specimen; each additional single probe stain procedure (List separately in 

addition to code for primary procedure)) and 88369 (Morphometric analysis, in situ hybridization 

(quantitative or semi-quantitative), manual, per specimen; each additional single probe stain procedure 

(List separately in addition to code for primary procedure)), which once again reflects the Agency’s now 

standard 24 percent discount for all pathology add-on codes.  

 

In contrast to the Agency’s proposal, the RUC determined that a work RVU amount of 0.88, equal to the 

base code work RVU amount, was most appropriate for CPT code 88364. Its determination was based on 

survey results and is in line with the pathology and laboratory community’s knowledge that the add-on 

service involves the pathologist looking at a second probe with an entirely different signal than the base 

CPT code 88365 (Morphometric analysis, in situ hybridization (quantitative or semi-quantitative), 

manual, per specimen; each additional single probe stain procedure (List separately in addition to code for 

primary procedure)). Though the 25
th
 percentile survey result was originally greater than the RUC’s final 

recommendation, the RUC lowered its work RVU recommendation to equal that of the base codes in 

accordance with its determination that both the base and add-on codes for these services require equal 

physician time and intensity. 

 

Similarly, following review of the physician work survey data received for CPT code 88369, the RUC 

determined that it was most appropriate to value the work RVU amount for the morphometric analysis 

add-on code equal to the work RVU amount for the service’s base code, which also happens to be 0.88 

work RVUs. ASCP supports this work RVU amount for the add-on service given that it is a separate and 

distinct service from the base code service and thus involves evaluation of the same number of cells to 

render a separate and distinct diagnosis.  

 

Lastly, ASCP also urges CMS to adopt, without modification, the RUC’s recommended work RVUs of 

0.86 for CPT code 88367, 0.86 for CPT code 88373, and 1.04 for CPT code 88374. While the Society 

understands that these computer technology-assisted codes will not involve quite as much physician work 

as their manual counterparts, ASCP continues to disagree with the application of a standard discount that 

lacks a clinical evidence-base to express relativity. Moreover, the Society reminds the Agency that 

computer-assisted technology only reduces physician work by a small amount. In example, while 

technology can aid with less intense physician tasks like the selection of images for review, it has not yet 

evolved to the point of replacing physicians on the more intense physician tasks, such as distinguishing 

between cancer and non-cancer cells. 

 

In conclusion, ASCP urges CMS to adopt, without modification, the service-specific RUC 

recommendations for the aforementioned codes. The RUC-recommended work RVU amounts are based 

on representative physician surveys and are the result of a detailed clinical assessment of the relativity of 

both the work and PE inputs involved in the provision of the base service versus the add-on service.   
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IV. Determination of Malpractice (MP) RVUs for Add-On Services 

 

In the CY 2016 Proposed Rule, CMS cites Section 4505(f) of the Balanced Budget Act, which requires 

the Agency to “implement resource-based MP RVUs for services furnished on or after CY 2000.” Later 

on in the Proposed Rule text, CMS justifies its decision to use a floor of 0.01 MP RVUs for all nationally-

priced PFS codes, asserting that “this approach accounts for the minimum MP costs associated with each 

service furnished to a Medicare beneficiary.” 

 

However, with the introduction of a new MP RVU proposal in this year’s Proposed Rule, CMS appears to 

abandon both its obligation to value MP RVUs based on individual service-level resource inputs as well 

as its obligation to account for the minimum MP costs associated with each individual pathology service. 

Accordingly, in proposing to remove the 0.01 floor for MP RVUs for all pathology services’ add-on 

codes, the Agency once again displays a lack of understanding that add-on code services are distinct from 

base case code services and also non-simultaneous. Thus, given that an add-on service is separately and 

individually furnished to a Medicare beneficiary, ASCP argues that CMS should account for the 

minimum MP costs associated with its provision.  

 

Finally, though the provision of add-on code services is non-simultaneous with the provision of a base 

code service, if there are any efficiencies of scale throughout a single patient encounter, such service-

specific efficiencies would be determined for both PE and work RVUs. Hence, these RVU amounts 

would further dictate the scaled calculation of additional MP RVUs on top of the necessary floor of 0.01 

MP RVUs. As such, ASCP strongly urges CMS to abandon this proposal based on the notion that it does 

not align with statutory requirements nor uphold the Agency’s previous justification for the MP RVU 

floor. If finalized, the proposal instead threatens to inappropriately and unnecessarily undervalue 

pathology services.  

 

V. Accurate Valuation of Prostate Biopsy G-Code, G0416 

In the CY 2015 PFS Final Rule, CMS finalized its proposal to consolidate the four existing prostate 

biopsy G-codes into one G-code (G0416 [Surgical pathology, gross and microscopic examination for 

prostate needle biopsies, any method; 10–20 specimens]) and delete the remaining three G-codes (G0417-

G0419), which are currently billed for increasingly higher ranges of specimen counts. The Agency also 

finalized its proposal to revise G0416’s descriptor to define the service regardless of the number of 

specimens involved. However, in accordance with its stated belief that the typical number of specimens 

evaluated for prostate biopsies is between 10 to 12 specimens, CMS also finalized its proposed 

nomination of G0416 as a misvalued service up for revaluation. 

 

Accordingly, ASCP was anticipating a revalued reimbursement rate for G0416 in this year’s Proposed 

Rule and has become increasingly curious regarding whether or not any of the strong arguments 

communicated in the Society’s comment letter in response to last year’s G-code proposals were taken into 

consideration when valuing prostate biopsy services. To reiterate, ASCP stated in its comment letter that 

it favors reimbursement via CPT 88305 for routine prostate biopsy services over any other coding scheme 

and strongly urged CMS to reconsider the use of the G-code for routine prostate biopsy services based on 

the following key arguments: 

 One Size Does Not Fit All: ASCP does not dispute that the examination of 10-12 specimens may 

be the norm for most prostate biopsies. However, we reiterate our concern that CMS’s decision to 

finalize a payment policy based on this perceived “norm” inadvertently establishes a practice 

guideline and simultaneously caps reimbursement regardless of the number of specimens that are 

medically necessary for an individual patient. If the examination of 12+ specimens is medically 
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necessary based on patient condition, the pathologist will go uncompensated for the examination 

of additional specimens. 

 Consolidation of Routine and Saturation Biopsies under One G-Codes: It is extremely 

inappropriate to combine routine and prostate saturation biopsy services under the same 

reimbursement code. In doing so, CMS is ignoring the fact that these are two clinically distinct 

services, serving unique functions and involving very different techniques and resource inputs. 

 Inclusion of 88304 in G-Code Valuation: ASCP strongly disagrees with CMS’s decision to 

include CPT 88304 within the reimbursement methodology for the G-codes. CPT 88304 is not 

recognized as the clinically appropriate billing code for routine prostate biopsy examination and 

had not previously been used to bill for this prior to its inclusion in the G-code reimbursement 

methodology accordingly. Rather, CPT 88305 was and remains the designated CPT code for the 

billing of prostate biopsy services, as indicated in the AMA’s CPT Manual. However, CPT 88304 

was weighted 0.85 and CPT 88305 only 0.15 within G-code reimbursement rate valuation 

methodology. 

 Duplicate Negative Adjustment: The RUC previously reduced the number of PE RVUs 

underlying CPT 88305 in order to account for potential efficiencies when multiple prostate 

biopsy specimens are examined at once. However, according to the CY 2009 PFS Final Rule, the 

G-code methodology already applies the multiple surgical procedure discount (-50 percent) to the 

0.85 weight based on CPT 88304. Hence, the use of G-codes for the billing of routine prostate 

biopsy services imposes a methodological redundancy, resulting in a duplicate negative 

adjustment to account for assumed efficiencies. 

VI. The Impact of the Inappropriate Physician Self-Referrals on Healthcare Delivery and 

Payment 

 

In the CY 2016 PFS Proposed Rule, CMS proposed a new exception for timeshare arrangements.  

Timeshare arrangements have typically been used to increase access to specialty care in rural and 

underserved areas that cannot support full-time physician services. Such arrangements are made between 

a hospital (licensor) or physician organization (licensor) and a physician (licensee), allowing the 

physician use of office, equipment, personnel, supplies or other services on a periodic basis.  

 

The Agency’s newly proposed exception would not allow for arrangements to include clinical or 

pathology laboratory equipment (other than equipment used to perform CLIA-waived laboratory 

tests). ASCP fully supports the proposed timeshare arrangement exception, which demonstrate CMS’ 

acknowledgement of physician self-referral abuse. The Society commends the Agency for this important 

acknowledgement and for taking the necessary next step to protect patients from this and other such 

abusive practices. Similarly, ASCP supports CMS’ proposed requirement that “substantially all of the 

services furnished to patients on the licensed premises are not DHS.” 

  

On a broader scale, ASCP encourages CMS to respond to the White House’s 2016 budget request and 

work with Congress to close the physician self-referral loophole. The Society maintains that the only way 

to fully ensure that physicians’ financial interests are not driving clinical decision-making is to remove 

anatomic pathology and other such complex ancillary services from the in-office ancillary services 

exception. Absent Stark reform, we are concerned that some referring clinicians may continue to make 

decisions based on financial gain, which will increase the unnecessary provision of anatomic pathology 

services, thereby threatening both patient safety and the long-term sustainability of the Medicare program.  
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ASCP is fully supportive of CMS’ recent shift in payment system and delivery reform, as the Agency 

attempts to transition from pay-for-volume to pay-for-value with the introduction of MIPS and new and 

advanced Alternative Payment Models (APMs). However, while the Society supports movement of 

providers into APMs, ASCP also acknowledges the additive pressure that shared savings models may 

place on providers to cut costs. As such, ASCP urges Congress to pass legislation clarifying that truly 

integrated, multispecialty group practices participating in robust APMs, as described in MACRA, would 

not be impacted by narrowing the exception. The Society believes that such a clarification may actually 

encourage additional physicians to take part in APMs. 

 

VII. Electronic Health Record (EHR) Incentive Program 

 

ASCP is grateful for the extension of the current hardship exception, which exempts pathologists from 

participation in the EHR Incentive Program due to the program’s inapplicability to the pathology 

specialty. Nonetheless, while the Society appreciates the continuation of the exception for CY 2015 and 

CY 2016, ASCP encourages CMS to work with Congress to extend it through CY 2018. Beginning in CY 

2019, the Society hopes that CMS will not only allow for the application of zero percent weights to the 

program’s performance category under the MIPS, but will also work toward crediting the pathology 

community for all it has contributed to EHRs and the program in general. It is inappropriate that 

pathologists have a history of funding EHRs and (still) EHR-LIS interfaces for referring providers and it 

should be acknowledged that laboratories continue to provide more than 50 percent of the information 

contained in EHRs. Finally, recognizing that the pathology and laboratory community’s main HIT tool is 

the LIS, ASCP does not support continued alignment of measures and/ or EHR/HIT certification 

requirements between the EHR certification program and any other different and unique programs. In 

doing so, CMS is only continuing to box pathologists out of these programs. Worse yet, the Agency is 

also aligning reporting mechanisms without ensuring that it’s technically feasible, as indicated by the CY 

2014 PQRS data issues.  

VIII. Physician Quality Reporting System (PQRS) 

 

In ASCP’s comment letter in response to the CY 2015 PFS Final Rule, the Society noted the 

inapplicability of the Physician Quality Reporting System (PQRS) to a good portion of the pathology and 

laboratory community and thus adamantly opposed CMS’ proposals to rapidly expand the program that 

year. Rather, ASCP argued that the Agency should first ensure that all providers have at least one 

applicable PQRS measure before it increases the requirements and dollars directly tied to program 

performance. Moreover, the Society requested that the new Qualified Clinical Data Registry (QCDR) 

reporting option remain a “flexible, provider-driven reporting mechanism,” urging CMS to refrain from 

further specifying (measure type) requirements for QCDR reporting. 

 

Speed of Program Advancement 

While ASCP understands that mass production of specialty-specific PQRS measures is extremely time-

intensive, we are very appreciative that the Agency has recertified all eight of the current pathology-

specific PQRS measures available for reporting. The Society also appreciates CMS’ responsiveness to its 

request to slow program advancement, as indicated by the minimal changes proposed to the current 

quality reporting program requirements in this year’s Proposed Rule. In particular, ASCP is grateful that 

the Agency has proposed to adopt the CY 2015 PQRS reporting requirements for the CY 2016 reporting 

period. If finalized, an Eligible Professionals (EP) would then be able to continue to avoid a negative 

payment adjustment in CY 2018 by reporting on nine measures, covering at least three National Quality 

Strategy (NQS) domains, for at least 50 percent of his/ her Medicare Part B beneficiary population. 
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Similarly, ASCP appreciates that the Agency has not proposed to increase the current -2 percent payment 

adjustment incurred by providers who fail to successfully participate in PQRS. 

 

Program Applicability to Pathologists 

Nonetheless, in addition to slowing program advancement, ASCP greatly appreciates that the Agency is 

beginning to acknowledge and account for the partial or total inapplicability of PQRS to the pathology 

and laboratory community. First, the Society is extremely grateful that CMS has finally clarified that it is 

unable to assess PQRS participation for certain EPs who practice in independent laboratories. In this 

year’s Proposed Rule, the Agency explains that this is due to the “way independent laboratories’ suppliers 

and their employer EPs are enrolled with Medicare” in addition to the way that “claims are submitted for 

services furnished by these suppliers and billed by independent laboratories.” CMS then goes on to clarify 

that “claims submitted for services performed by EPs who perform services as employee of, or on a 

reassignment basis to [independent laboratories] would not be subject to the PQRS payment adjustment. 

This final clarification is especially helpful to the pathology and laboratory community. However, it 

would be even more helpful if CMS more directly specified that claims billed with the independent 

laboratory Place of Service (POS) 81 attached will not be assessed under PQRS because they cannot be 

traced back to an individual EP. It would also be helpful if CMS addressed what the Agency is going to 

do with this group of the pathology and laboratory community as it transitions providers into the new 

Merit-based Incentive Payment System (MIPS) required for implementation by CY 2019 according to 

recent statute.  

 

Similar to the above clarification, ASCP appreciates that CMS has clarified that, despite the minimum 

nine measures required for avoiding a negative payment adjustment, EPs are only responsible for 

reporting on the number of measures that are applicable to their practice. Accordingly, the Society 

appreciates that the Agency outwardly states the following in this year’s Proposed Rule in regards to the 

CY 2016 reporting period: “Measures with a 0 percent performance rate would not be counted.”  

 

Cross-Cutting Measures Set: Following CMS’ mention of its cross-cutting measures reporting 

requirement in this year’s Proposed Rule, ASCP appreciates that the Agency continued by re-

clarifying that EPs who report 0-8 measures will be held harmless from a negative payment 

adjustment as long as they’ve successfully reported on all applicable PQRS measures. CMS then 

proceeded to clarify that its assessment of a “face-to-face” encounter will be limited to an 

assessment of whether or not an EP has billed for any of the patient-facing CPT codes identified 

and listed by the Agency for public reference. Based on these two clarifications and an 

assessment of the face-to-face encounter codes listed, ASCP has deduced that CMS is 

inadvertently exempting pathologists from reporting on cross-cutting measures. If the Society’s 

interpretation of the regulatory language is correct, this would be excellent news for pathologists, 

who are unable to report on the cross-cutting measures due to their inapplicability to the 

pathology specialty.  

 

Accordingly, ASCP requests more direct language in the CY 2016 PFS Final Rule clarifying that 

a pathologist will never be required to report on a measure contained in the cross-cutting 

measures set. The Society asks for this more outward clarification because there are a small 

number of pathology service codes that, while not on CMS’s list, could be considered “face-to-

face,” such as fine need aspirations and bone marrow biopsies. ASCP asserts that these services 

lack the substantive patient interaction required for a pathologist to be able to report on the cross-

cutting measures and thus should never be considered for inclusion in the face-to-face encounter 

codes list that trigger the cross-cutting measure reporting requirement.  
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In contrast, ASCP greatly appreciates that CMS has responded to the Society’s CY 2015 request 

that the Agency remove physician interpretation of a pap test, G0124 (Screening cytopathology, 

cervical or vaginal (any reporting system), collected in preservative fluid, automated thin layer 

preparation, requiring interpretation by physician), from the face-to-face encounter codes list 

based on the notion that it is not actually a face-to-face encounter. 

 

The CAHPS for PQRS Survey: Additionally, the Society is grateful that CMS has excluded 

pathologists, hospitalists, and other non-patient facing specialty providers from selection as a 

focal provider for the Clinician and Group Consumer Assessment of Healthcare Providers and 

Systems (CG-CAHPS) for PQRS survey. Similarly, despite CMS’ desire for large patient sample 

sizes for the CAHPS survey, ASCP appreciates that the Agency has proposed to exclude 

beneficiaries with no eligible focal provider when assigning Medicare beneficiaries to a practice. 

The Society also appreciates that CMS has made the CAHPS for PQRS survey voluntary for most 

small group practices (unless participating via the GPRO web-interface), which are often more 

specialized and less diversified than larger group practices and thus more likely to face challenges 

reporting on patient-facing measures.   

 

Measures Stratification by Key Patient Demographic Variables: Finally, ASCP notes its deep 

appreciation that CMS has begun to acknowledge and account for the challenges unique to 

specialty providers aiming to successfully participate in PQRS, as indicated by the various 

proposals discussed above. Accordingly, the Society strongly urges the Agency to continue on 

this course and exempt non-patient facing providers from any future requirement to stratify 

measures by demographic variables, including race, ethnicity, sex, primary language, and 

disability status. 

 

While ASCP agrees with CMS regarding the value of stratifying data by these important patient 

traits, the Society maintains that pathologists and laboratories are not the appropriate facilitators 

of this particular type of data collection and hence would be unable to adhere to such a measure 

stratification requirement. Patients’ demographic information is not typically available to 

pathologists, who are non-patient facing providers and therefore unable to gather and input this 

information into laboratory information systems (LISs). Rather, this information is gathered and 

inputted into an Electronic Health Record (EHR) system by primary care physicians and other 

patient facing providers. Moreover, aside from the transmission of referrals, patient data usually 

flows one-way from the laboratory to the clinician office/ other hospital department. As such, 

referring clinicians have access to patient data contained in LISs but pathologists do not typically 

have (full) access to patient data contained in the referring clinicians’ EHRs. Hence, it would be 

extremely difficult, if not impossible, for pathologists to obtain patient data on the referred 

patient’s race, ethnicity, sex, primary language, and disability status for the purpose of measures 

stratification.  

Program Flexibility via the Qualified Clinical Data Registry (QCDR) Reporting Mechanism 

First and foremost, ASCP appreciates that CMS loosened its requirement for entities seeking to establish 

themselves as Qualified Clinical Data Registries (QCDRs) for a given year by changing the date by which 

the entity must be in existence from January 1 of the year prior to January 1 of the year in which the entity 

seeks to become a QCDR. This will allow many more entities that are not established the year prior to the 

year for which they seek QCDR qualification to use that year to focus on developing robust data 

collection and analysis systems with meaningful and programmable quality measures while also 

recruiting provider participants. Similarly, ASCP appreciates the extra month proposed for addition to the 
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QCDR self-nomination period, which will also allow more entities to qualify as a QCDR for the purpose 

of successful PQRS reporting. 

Nonetheless, just as the Society appreciates CMS’ efforts to ease QCDR establishment, so does it 

appreciate the Agency’s efforts to ease QCDR participation. Accordingly, ASCP is grateful to CMS for 

proposing to allow QCDRs to attest to the accuracy and completeness of the quality measures data, and 

any other numerator and denominator data submitted, via a web-based check box mechanism in lieu of 

the previously required standard delivery via email or mail. 

Lastly, given that ASCP continues to strongly encourage maximum reporting flexibility via the QCDR 

reporting mechanism, the Society appreciates that CMS has proposed to allow the use of QCDRs for the 

submission of quality measures data for group practices. 

 

IX. Value-based Payment Modifier (VBM) Program 

 

Program Applicability to Pathologists 

In ASCP’s comment letter in response to the CY 2015 PFS Final Rule, the Society noted that “because 

performance in the Value-based Payment Modifier (VBM) program is strongly influenced by 

performance in PQRS, pathologists also face challenges successfully participating in the VBM program.” 

ASCP then reiterated its ongoing concern that the cumulative inapplicability of both programs to the 

pathology specialty would increasingly result in the inability of CMS to capture pathologists’ existing 

quality improvement efforts. Noting the increased likelihood that the Agency would be unable to capture 

the quality improvement efforts of solo pathologists and pathologists practicing in pathology-only 

practices, ASCP listed the following example situations: 

 The primary care service-based patient attribution methodology may result in zero patients 

attributed to the groups and therefore the program’s failure to capture pathologists’ performance; 

 There may be no PQRS measures to factor into the quality composite score;  

 The quality outcome measures may not be applicable as a result of the pathologists’ position at 

the forefront of the patient’s care continuum, and; 

 The VBM program cost measures may not fairly reflect patient costs within the pathologists’ 

control as a result of the referral-based nature of the specialty. 

In accordance with ASCP’s ongoing concern that the VBM program is geared toward primary care 

providers (PCPs) and thus inapplicable to pathologists, findings in the 2015 Value-Based Payment 

Modifier Program Experience Report reveal that roughly 25 percent of the EPs in each group that 

participated in the VBM program in CY 2013 were PCPs. Another concern is that primary care services 

provided by PCPs brought in, on average, 74 percent of the beneficiaries attributed to each group’s TIN. 

These statistics give PCPs a competitive edge in a budget neutral program with double-sided risk given 

that the experience report also revealed that larger groups, groups with more physicians, and groups with 

more attributed beneficiaries are each more likely to receive an upward payment adjustment. 

Program Efficacy 

Also in ASCP’s comment letter last year, the Society raised concerns with the VBM program’s ability to 

accurately and meaningfully compare provider group performance. ASCP legitimized its concern via the 

provision of a quote from the CY 2012 Quality Resource Use Report (QRUR), in which CMS noted that 

“the patients attributed to high quality and low cost groups had fewer risk factors, on average, than those 

attributed to groups with average and low quality and cost scores.” Despite the VBM program’s known 

reliance on CMS-Hierarchical Condition Categories (CMS-HCC) when risk-adjusting, this statement 
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brought into question the program’s risk-adjustment success. As such, the following findings extracted 

from the 2015 VBM Program Experience Report appear to further validate CMS’ continued inability to 

successfully account for variance in patient risk portfolios when comparing provider group performance 

in CY 2013: 

 Groups receiving an upward payment adjustment were more likely to treat lower-risk 

beneficiaries than groups receiving a downward payment adjustment under quality-tiering. 

 Groups receiving an upward payment adjustment had a lower percentage of beneficiaries with 

each of the four chronic conditions pertaining to condition-specific cost - diabetes, COPD, CAD, 

and heart failure – when compared with groups receiving a neutral payment adjustment or a 

downward payment adjustment. 

 Groups receiving an upward payment adjustment had fewer admissions on average for Acute and 

Chronic Ambulatory Care Sensitive Conditions (ACSCs) compared to groups receiving a 

downward payment adjustment. 

Perhaps in response to the above findings, CMS seeks comment in this year’s Proposed Rule regarding 

alternate approaches to the stratification of cost measure benchmarks by beneficiary risk score. Despite 

the provider community’s appreciation for the specialty adjustment finalized in the CY 2013 PFS Final 

Rule, this adjustment does not address the challenges faced by groups that work exclusively in post-acute 

and long-term care settings. In response to this concern, CMS stated:  

“We note that high costs within the post-acute and long-term care settings present a unique 

opportunity for these providers to improve performance on cost and quality measures.” 

Though ASCP cannot currently offer alternate risk-adjustment methodologies, the Society does wish to 

address the statement above. One the ASCP’s greatest reservations with the VBM program is that it 

focuses too much on performance comparisons and not enough on performance improvement. 

Accordingly, the current VBM program is not designed to reward a provider group that treats high-risk 

patients and drastically improves patient outcomes because it is focused on provider comparisons. Thus, 

ASCP reiterates our ongoing recommendation that the VBM program shift from peer-level benchmark 

comparisons to a threshold-based approach. The Society requests this transition occur when the new 

MIPS program absorbs the VBM program and re-categorizes it under a “resource use” quality 

component. 

In the interim, ASCP thanks CMS for including several proposals in this year’s Proposed Rule that appear 

to be aimed at improving the accuracy of the VBM program’s performance assessment, including: 

 Separately benchmarking the PQRS electronic clinical quality measures (eCQMs) beginning with 

the CY 2018 value modifier; 

 Increasing the minimum number of episodes for inclusion of the Medicare Spending per 

Beneficiary (MSPB) measure in the cost composite to 100 episodes; and 

 Determining a group’s Tax Identification Number (TIN) size based on the lower of the number of 

EPs indicated by the Medicare Provider Enrollment, Chain, and Ownership System (PECOS)-

generated list or CMS’ analysis of the claims data for purposes of determining the payment 

adjustment amount.  

Speed of Program Advancement 

Next, citing its “lingering concerns regarding the ability of the VBM program to accurately and 

completely capture as well as meaningfully compare provider performance,” ASCP continued its CY 
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2015 PFS Final Rule comment letter with a request for slowed program advancement. Accordingly, this 

year the Society is very pleased that CMS has proposed to: 

 NOT increase the additional -4 percent payment adjustment for poor comparative performance on 

cost and quality metrics under the VBM program on top of the -2 percent payment adjustment 

under PQRS; 

 Limit the maximum allowable downward payment adjustment to -2 percent for solo providers, 

groups of 2-9 providers, and non-physician providers – all of which are fairly or brand new to the 

VBM program; 

 Exempt an EPs from value modifier application in CY 2018 if the EP is at a group or solo 

provider practice consisting only of non-physician EPs who are NOT PAs, NPs, CNSs, and 

CRNAs; and 

 Exempt groups consisting only of non-physician EPs and solo practitioners who are non-

physician EPs from downward adjustments under the quality-tiering methodology in CY 2018. 

Nonetheless, ASCP reiterates its disappointment that CMS opted to apply the value modifier to non-

physicians when it was not statutorily obligated to do so. The Society maintains that it was premature of 

the Agency to expand the application of the value modifier to non-physicians prior to assessing the impact 

and application of the value modifier on physicians.  

Program Alignment  

In the recently released 2015 Value-Based Payment Modifier Program Experience Report, CMS reveals 

that, of the 1,010 provider groups subject to the value modifier, 288 groups (~29 percent) were subject to 

a downward payment adjustment as a direct result of each TIN’s failure to register for a PQRS Group 

Practice Reporting Option (GPRO). Worse yet, the report reveals that roughly 46 percent of the groups 

subject to the value modifier in CY 2013 elected to participate via the administrative claims reporting 

option, which is no longer available. Given these statistics, ASCP appreciates that the Agency has 

proposed to expand available VBM program reporting mechanisms so that they align with all available 

PQRS reporting mechanisms for both groups and individual providers. 

Similarly, the Society is grateful that the Agency has proposed to eliminate the requirement that the TIN 

register as a group under the PQRS GPRO in order to qualify for an upward payment adjustment under 

the VBM program. However, following its announcement of this CY 2016 proposal, CMS acknowledged 

that finalization and implementation would be “contingent upon operational feasibility.” The Agency 

proceeded by disclosing its uncertainty regarding whether CMS’ systems would be able to utilize data 

reported through a mechanism other than the one through which a group registered to report under the 

PQRS GPRO. 

ASCP appreciates the Agency’s efforts toward program alignment, especially regarding acceptable 

certified quality reporting options. However, the Society reiterates that each of the existing quality 

reporting programs was developed separately and at different stages in CMS’ technological advancement 

and education in quality improvement. Accordingly, PQRS’s measures and optional reporting 

mechanisms are unique and distinct from the measures and reporting mechanisms available under both 

the VBM program and the EHR Incentive Program. As such, while it is nice to offer the availability of 

one program’s measures and/ or reporting mechanisms for use under another program, the Agency should 

first consider and enable the operational feasibility underlying any program alignment proposals.  

Also noted upon review of CMS’ recently released 2015 VBM program results,
 
of the 1,278 groups of 

100+ providers in a single TIN in CY 2013, 268 (~21 percent) groups were not subject to the value 
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modifier due to their participation in the Medicare Shared Savings Program (MSSP).

4
 Perhaps in response 

to this statistic, CMS expanded application of the value modifier to EPs participating in Accountable Care 

Organizations (ACOs) under the MSSP beginning in CY 2015. CMS plans to classify the group or solo 

EP’s cost composite as “average” and calculate the quality composite using quality data submitted by the 

ACO. Additionally, beginning in CY 2016, the Agency will further expand value modifier application to 

non-physician EPs participating in ACOs.  

As mentioned, ASCP appreciates thoroughly vetted program alignment options prior to CMS’ official 

proposal. Thus, the Society appreciates that the Agency took the time to consider appropriate application 

of the value modifier to ACO participant TINs that don’t bill for primary care services and thus are not 

exclusive to one ACO. Accordingly, ASCP supports the following CY 2016 proposal: “TINs that 

participate in multiple Shared Savings Program ACOs in the applicable performance period would 

receive the quality composite score of the ACO that has the highest numerical quality composite score.” 

ASCP is also grateful that CMS has proposed to waive application of the value modifier for groups and 

solo practitioners if at least one EP in the group/ the solo practitioner participated in the Pioneer ACO 

Model or CPC Initiative during the VBM program performance period. In the CY 2016 PFS Proposed 

Rule, the Agency justifies its proposal as follows: “We believe a waiver is necessary to test these models 

because their effectiveness would be impossible to isolate from the confounding variables of quality and 

cost metrics and contrasting payment incentives utilized under the VM.”  

ASCP urges CMS to apply the above justification the next time the Agency wishes to propose to further 

align any of the other quality reporting programs with each other, especially in the case of the only 

recently applied value modifier program. Accordingly, ASCP does not understand why CMS continues to 

overcomplicate EPs participation in the current quality reporting programs through the aggregation and 

overlapping of program measures and reporting requirements. In example, the Society does not believe 

that the rest of the VBM-ACO proposals in this year’s Proposed Rule efficiently streamline or align 

program requirements. Rather, they appear to complicate and increase program requirements while 

expanding multi-program eligibility sans accumulative reward. 

 

X. The Merit-based Incentive Payment System (MIPS) 

 

ASCP appreciates that CMS has slowed advancement of the aforementioned programs in anticipation of 

the Agency’s impending implementation of the new Merit-based Incentive Payment System (MIPS). 

Authorized by the recent passage of the Medicare Access and CHIP Reauthorization Act of 2015 

(MACRA), the MIPS is intended to consolidate and streamline CMS’ current quality reporting programs 

into one compulsory quality improvement program.  

ASCP is looking forward to the implementation of several key MIPS provisions, which the Society 

believes will aid the transition of the current quality reporting programs to a single quality improvement 

program. For example, ASCP appreciates the planned transition from a “tournament model” to 

“threshold-based rewards.” The Society is also looking forward to the replacement of the current “all or 

nothing” performance assessment approach with the implementation of a more reasonable “sliding-scale: 

approach. However, given that pathologists are unable to participate in the EHR Incentive Program and 

that both the VBM program and PQRS remain largely inapplicable to the pathology practice, ASCP is 

most looking forward to the development and offering of clinical practice improvement activities – the 

fourth quality performance category in addition to the aforementioned current quality reporting programs. 

                                                           
4
 https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/PhysicianFeedbackProgram/Downloads/2015-VM-Program-Experience-Rpt.pdf  

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeedbackProgram/Downloads/2015-VM-Program-Experience-Rpt.pdf
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeedbackProgram/Downloads/2015-VM-Program-Experience-Rpt.pdf
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Accordingly, the Society is particularly curious regarding how CMS will allow for adjustments to the four 

performance category weights to reflect applicability to each specialty provider’s unique clinical practice.  

Though ASCP understands that CMS will not release a draft plan for MIPS implementation until next 

year’s rule-making cycle, the Society appreciates the opportunity to provide feedback on the clinical 

practice improvement activities’ subcategories and their potential application to pathologists. As such, 

ASCP has listed the categories and its relevant category-specific input in the chart below: 

 

Clinical Practice Improvement Activity Category Feedback and/ or Applicable Examples 

1.) Expanded practice access, such as same day 

appointments for urgent needs and afterhours access to 

clinician advice. 

N/A to pathologists; Potentially 

encourages harmful self-referral 

arrangements involving pathology 

services 

2.) Population management, such as monitoring health 

conditions of individuals to provide timely health care 

interventions or participation in a qualified clinical data 

registry. 

Length of stay; Effectiveness of 

pharmacotherapy 

3.) Care coordination, such as timely communication of 

test results, timely exchange of clinical information to 

patients and other providers, and use of remote monitoring 

or telehealth. 

Test result turnaround time; Turnaround 

time from diagnosis to appropriate 

medication administration; Clinical 

follow-up correlations 

(4) Beneficiary engagement, such as the establishment of 

care plans for individuals with complex care needs, 

beneficiary self-management assessment and training, and 

using shared decision-making mechanisms. 

N/A to pathologists 

(5) Patient safety and practice assessment, such as 

through use of clinical or surgical checklists and practice 

assessments related to maintaining certification. 

Adherence to appropriate use criteria/ 

clinical algorithms; Adherence to 

appropriate utilization rate; Discrepancy 

rate 

(6) Participation in an alternative payment model CMS should credit an EP for MIPS if they 

fall below the minimum threshold. 

 

ASCP encourages CMS to allow for provider-driven development of a diverse list of clinical practice 

improvement activities for the MIPS so that all specialty providers have the opportunity to participate. 

The Society recommends the development of broad, system-level activities in addition to specialty-

specific activities. ASCP also urges the Agency to consider that some activity recording may involve a 

qualitative (yes or no) assessment while others may be quantitative. It’s important that QCDRs, EHRs, 

and any other systems imagined for processing the clinical practice improvement activities are able to 

handle their transmission. Similarly, it’s important to consider the source of the activity, both by location 

and health information technology. For example, it’s important that CMS includes activities that can be/ 

are already gathered and recorded in a laboratory information system (LIS) and are typical in the 

laboratory setting, just as it is important that the Agency do the same for radiologists, anesthesiologists, 

and other unique specialties who have faced challenges with the current quality reporting programs. 

 

Accordingly, ASCP understands that MACRA requires low-volume thresholds for qualifying providers to 

participate in the MIPS. The Society urges CMS to do everything possible to maximize provider 

participation in the MIPS. Thus, we encourage the Agency to first test and/or model the impact of setting 

low-volume thresholds for participation by number of services, patient volume, and Medicare Part B 

charges on overall provider participation.  
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XI. Alternative Payment Models 

 

Following the establishment of increased funding and requirements pertaining to Alternative Payment 

Models (APMs) in MACRA, ASCP appreciates that CMS has begun to look for ways to broaden the 

scope of these models to be more inclusive of specialty providers, including the pathology and laboratory 

community. 

 

As such, the Society directs the Agency to ASCP’s comment letter in response to the SGR Repeal and 

Medicare Physician Payment Reform Discussion Draft.
5
 In addition to lowering beneficiary thresholds for 

ACOs, ASCP addresses a main concern pertaining to payment bundle models. In particular, the Society 

stated the following:  

“In its purest form, bundling maintains the same financial incentive for referring physicians to 

increase volume and will enable them to pass the bundled payment “efficiency discount” on to 

referral-dependent physicians—such as pathologists. And, similar to self-referral arrangements, 

the clinician will likely be able to profit on their referral as well. This could allow referring 

clinicians to earn significant sums on their referrals as is the current case under FFS. Moreover, 

given that such patient protections as the Stark law, anti-markup rules, etc. would appear to have 

fewer teeth than under a FFS environment, we can envision even more providers being able to 

engage in potentially abusive self-referral arrangements.” 

Additionally, ASCP directs CMS to its comment letter in response to the Center for Medicare and 

Medicaid Innovation (CMMI)’s Request for Information (RFI) on Specialty Practitioner Payment Model 

Opportunities. In that letter, the Society noted why pathologists are uniquely positioned to drive quality 

and cut costs within APMs. In particular, the Society noted pathologists’ unique opportunity to guide 

efficient and effective decision-making from the start of an episode of care, given the pathology specialty’s 

position at the forefront of the patient care continuum. Accordingly, ASCP asserted that pathologists are 

uniquely positioned to guide appropriate utilization for all other specialty type services with high variances 

of service volume. The Society suggests pathologists’ important role in the development and 

implementation of appropriate, testing algorithms, and evidence-based treatment protocols. 

 

Also in ASCP’s comment letter in response to CMMI’s RFI, the Society asserts that, “Truly effective 

bundled payment initiatives should create an accountability infrastructure that promotes care coordination 

across the entire episode while recognizing the evidence-based, condition-specific variance in the 

standard time spent, services rendered, and resources consumed within each of the episode’s three 

separate service delivery segments: diagnosis, treatment, and care management.
6
 ASCP continues by 

explaining that a fair bundled payment model would be two-tiered and involve payment distribution at the 

episode segment-level in addition to the episode-level. The Society suggests that the first payment be 

based on cost-savings at the episode segment-level (e.g. diagnostic bundle), following assessment of the 

actual versus ideal cost of service(s) provided within each segment. The second payment would then be 

based on cost-savings at the episode level. However, the episode’s total accrued savings/penalty incurred 

would be distributed at the segment-level and weighted to reflect condition-specific variance in the 

standard time spent, services rendered, and resources consumed within each segment. 

                                                           
5
 http://www.ascp.org/PDF/Advocacy/ASCP-Final-Comments-on-SGR-Repeal-Proposed-Framework.pdf  

6
 http://www.ascp.org/PDF/Advocacy/ASCP-RFI-Response-Specialty-Payment-Models.pdf  

http://www.ascp.org/PDF/Advocacy/ASCP-Final-Comments-on-SGR-Repeal-Proposed-Framework.pdf
http://www.ascp.org/PDF/Advocacy/ASCP-RFI-Response-Specialty-Payment-Models.pdf
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ASCP appreciates the opportunity to present these comments. If we can be of further assistance, please do 

not hesitate to contact me or Kaitlin Cooke, Senior Manager for Advocacy and Public Policy, at (202) 

347-4450. 

Sincerely, 

 
William G. Finn, MD, FASCP 

President, ASCP 

 


