
The Protecting Access to Medicare Act (PAMA) includes the most extensive reform of the Medicare Clinical Laboratory Fee 
Schedule (CLFS) since it was established in 1984. As a leader and trusted source of hospital and independent laboratory 
reimbursement data, XIFIN participates in and closely follows PAMA activity and discussion. Led by industry leader and 
XIFIN CEO Lâle White, the company applies its expertise in revenue cycle management to educate laboratories about the 
financial ramifications of the PAMA exercise and resultant CLFS, and to ensure that XIFIN clients are armed with the tools 
they need to optimize financial performance, report accurately, and respond to audits effectively.

CMS projects Medicare laboratory test fee cuts to total $670 million in 2018 alone; 
severity of cuts threatens laboratory livelihoods and continuity of patient care
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Signed into law on April 1, 2014, the Protecting Access 
to Medicare Act (PAMA) is intended to introduce market-
based pricing to Medicare and represents a complete 
overhaul of the Medicare Part B Clinical Laboratory Fee 
Schedule (CLFS). Under PAMA, “applicable laboratories” 
must report their private payor rates on a test-by-test 
basis along with associated test volumes; CMS uses 
this data to calculate weighted 
medians for each CLFS billing 
code, which then become the 
new Medicare payment rates. 
These rates apply to all Part 
B Medicare fee for service 
claims. A cap structure spreads 
the impact of large cuts out over a period of years. 
Originally, the new weighted median fee structure was 
slated to go into effect January 1, 2017, but was delayed 
to January 1, 2018. These rates are valid for every 
entity that bills Medicare Part B for tests on the CLFS. 
Market rate data collection repeats every three years. 
PAMA gives special treatment to advanced diagnostic 

laboratory tests (ADLTs), including unique billing codes, 
Medicare payment at their list price at launch, and 
annual rate changes. 

The data reporting process used for the 2018 fee 
schedule has drawn ire throughout the industry, and 
is the basis for a lawsuit filed by the American Clinical 

Laboratory Association 
(ACLA) in December 2017, 
which has yet to be resolved. 
The CMS-mandated process 
exempted many hospitals and 
physician office laboratories 
(POLs), which resulted in 

skewed market rates. In addition, the exclusion of 
hospitals has led to a misperception that hospitals 
are not subject to the new Medicare fee schedule. In 
fact, there is no difference in Medicare reimbursement 
submitted under a hospital’s national provider identifier 
(NPI) vs. a submission under any other entity’s NPI.

ALL Part B Medicare fee for service lab billings 
are subject to pricing determined by PAMA, even 
if the laboratory was not required to participate 
in the reporting effort.

BACKGROUND

PAMA TIMELINE

Time period of 1st PAMA data 
collection

Review period (submitting 
labs review for accuracy and 
completeness)

1st PAMA data reporting period 
(for CLFS 2018 - 2020)

Preliminary 2018 CLFS 
published by CMS

2018 CLFS finalized 
by CMS

ACLA files lawsuit contesting 
PAMA data collection 
methodologies

2018 CLFS goes 
into effect

Time period of 2nd PAMA 
data collection

2nd PAMA data submission 
period (for CLFS 2021-2023)

PAMA signed 
into law

APRIL 1, 2014

January 1 - June 30, 2016

July 1 - December 31, 2016

January 1 - March 31, 2017

Reporting period 
extended

May 30, 2017

September 22, 2017

November 17, 2017

December 11, 2017

January 1, 2018

January 1 - July 30, 2019

January 1 - March 31, 2020
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The reporting requirements for PAMA are complex and can be burdensome for organizations without adequate systems 
in place. When CMS issued reporting guidance in mid-2017, many laboratories discovered their billing systems did not 
have the financial integrity necessary to ensure accurate detailed reporting. One laboratory reported needing three full 
time data analytic specialists for three to four months to parse information from source documents to collect the PAMA 
data. The task was made even more difficult for hospitals, where laboratory billing is typically not carved out and bundling 
is common. Penalties for mis-reporting are substantial, up to $10,000 per day per line item, and senior officials must 
personally attest to their labs’ submission accuracy.

Laboratories deemed “applicable” were required to report under PAMA, starting January 1, 2017, for a retrospective 
period. In 2015, the OIG projected that about 5% of US labs would be required to report, or an estimated 12,437 labs. 
However, in a controversial move, CMS determined only laboratories that bill Medicare Part B under their own NPI would 
be required to report. This effectively released hospital labs from the reporting requirement. For the most part, exempted 
labs did not argue the point, given the difficulties involved in data gathering and the fines associated with erroneous 
reporting, 

THE PATH TO “PAMA-GEDDON”

FOUR FUNDAMENTAL ISSUES UNDERMINE THE PAMA PROCESS

On December 11, 2017, ACLA filed a suit against the US Department of Health and Human Services, charging that CMS 
ignored congressional intent and instituted a flawed data reporting process. While this case is still pending, it did not 
prevent the 2018 fee schedule from going into effect on January 1, 2018. 

The ACLA complaint asks the court to set aside the regulations and order CMS go back to the drawing board to conduct 
a more truly market-based reporting process. ACLA is expected to file a motion for summary judgement in February 2018, 
which amounts to a request for the judge to rule on the case without going to trial. The parties have agreed to a briefing 
schedule, and the last filing date on the schedule is April 13, but it is unknown how long it will take for a decision after that. 
In the meantime, the 2018 CLFS with fees based on the disputed PAMA exercise remains in effect.

Narrow definition of applicable labs that excluded nearly all hospital laboratories, which represent almost half of 
the laboratory industry. With hospitals almost universally excluded, reported pricing skewed lower than actual 
market pricing. For many reasons, hospital lab rates are generally higher than those at independent labs. One 
study put hospital rates for private insurance companies at 176% higher than Medicare. Without these rates 
represented in the mix, the market analysis mandated by Congress became compromised.

Establishment of data submission guidelines subsequent to the data collection period. Decision to impose a 
retrospective data collection period through rulemaking did not allow labs to make arrangements to collect data 
accurately or in totality.

Legislated requirement to use weighted median methodology to calculate price averages, instead of a mean 
average, which skews collected data to the highest volume rather than averaging all prices paid.

Lack of a clear and transparent mechanism to determine the quality of submitted data.
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THE COMING MARKET DISRUPTION
Deep cuts pose financial harm to several segments of laboratories. Nursing home labs have a billing mix of greater than 
50% for Medicare/Medicaid payors and will experience a 12% reduction in total revenue over a three-year period; most 
have margins well below 10%. Rural labs also have a higher Medicare/Medicaid mix and cost of doing business and are 
also likely to see profit margin erosion. By contrast, sole source labs control their market pricing and thus weren’t affected 
by price averaging methodologies or lack of lab representation, which helped stabilize their prices.

Nursing home patients could see loss of service, longer turnaround time for lab results, and exposure to harm from 
being moved for testing elsewhere, all leading to increased overall costs.

Community and rural hospitals will have to improve their cost structure or collections processes to offset PAMA 
reimbursement losses.

With laboratories threatened, there is real potential for a loss in continuity of care, as it becomes harder for beneficiaries 
to get access to medical testing, particularly in remote rural areas and in nursing homes.

PAMA pricing has the potential to impact other payors’ rates, as many private payors and state Medicaid programs base 
their reimbursement levels on Medicare rates.

Hospital contributions 
to total Medicare 
laboratory spend.

HOSPITAL LABORATORY PHYSICIAN OFFICE

% of hospitals 
participated

% of US clinical labs 
that reported

POL contributions to 
PAMA

POL share of Medicare 
CLFS

26% 0.3% <1% 7.5% 18%

ONLY 0.7% OF US LABS SUBMITTED DATA:

Independent Labs 3,211 1,398 658 20.5%

POLs 235,928 11,928 1,106 0.5%

Hospital Labs 6,994 0 21 0.3%

Total 246,133 12,547 1,785 0.7%

CATEGORY TOTAL LABS # REQ’D TO 
REPORT

# ACTUALLY 
REPORTED % REPORTED
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Of the 1155 HCPCS codes that were on both the 2017 National Limit Amount (NLA) and the 2018 CLFS, 1013 slotted 
a decrease under PAMA; only 142 codes gained an increase under the new schedule. Following are the tests with the 
largest reductions and increases (by percentage) in pricing from 2017 NLA to CMS’ weighted median calculation, along 
with actual CLFS 2018 rates, which take into account the 10% cap. 20 tests with the largest declines and increases.

TESTING: BIGGEST WINNERS AND LOSERS

Weighted Median vs. NLA Reflects 10% / yr Cap

HCPCS 
Code HCPCS Code Description 2017 NLA Weighted 

Median
Payment 

Difference
% Change in 

Payment
2018 CLFS 

Rate
2019 CLFS 

Rate
2020 CLFS 

Rate

81341 Trb@ gene rearrange dirprobe $68.02 $0.01 -$68.01 -99.99% $61.22 $55.10 $49.59

81435 Hereditary colon ca dsordrs $802.33 $37.99 -$764.34 -95.27% $722.10 $649.89 $584.90

81214 Brca1 full seq & com dup/del $1,446.02 $74.95 -$1,371.07 -94.82% $1,301.42 $1,171.28 $1,054.15

87592 N.gonorrhoeae dna quant $58.76 $3.89 -$54.87 -93.38% $52.88 $47.60 $42.84

81432 Hrdtry brst ca-rlatd dsordrs $931.48 $136.47 -$795.01 -85.35% $838.33 $754.50 $679.05

82045 Albumin ischemia modified $46.56 $7.08 -$39.48 -84.79% $41.90 $37.71 $33.94

81437 Heredtry nurondcrn tum dsrdr $602.10 $93.27 -$508.83 -84.51% $541.89 $487.70 $438.93

0008M Onc breast risk score $3,443.36 $900.00 -$2,543.36 -73.86% $3,099.02 $2,789.12 $2,510.21

86806 Lymphocytotoxicity assay $65.28 $19.78 -$45.50 -69.70% $58.75 $52.88 $47.59

86155 Chemotaxis assay $21.93 $7.05 -$14.89 -67.88% $19.74 $17.76 $15.99

G9143 Warfarin respon genetic test $165.59 $56.48 -$109.11 -65.89% $149.03 $134.13 $120.72

89331 Retrograde ejaculation anal $26.87 $9.58 -$17.29 -64.35% $24.18 $21.76 $19.59

80439 Trh stimulation panel $92.20 $33.07 -$59.14 -64.14% $82.98 $74.68 $67.21

87540 Legion pneumo dna dir prob $27.51 $10.29 -$17.23 -62.61% $24.76 $22.28 $20.05

86835 Hla class ii semiquant panel $443.02 $167.51 -$275.51 -62.19% $398.72 $358.85 $322.96

85547 Rbc mechanical fragility $11.80 $4.50 -$7.30 -61.86% $10.62 $9.56 $8.60

86834 Hla class i semiquant panel $490.48 $188.90 -$301.58 -61.49% $441.43 $397.29 $357.56

87332 Cytomegalovirus ag ia $16.44 $6.53 -$9.91 -60.28% $14.80 $13.32 $11.98

87633 Resp virus 12-25 targets $571.72 $229.16 -$342.56 -59.92% $514.55 $463.09 $416.78

87277 Legionella micdadei ag if $16.44 $6.67 -$9.77 -59.43% $14.80 $13.32 $11.98

AVERAGES $467.40 $99.66 -73.58%

20 Largest Reductions
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PAMA FACTS
ALL Part B Medicare fee for service lab billings are 
subject to pricing determined by PAMA, even if the 
laboratory was not required to participate in the 
reporting effort. This includes the 99% of hospital 
outreach and physician office laboratories that did 
not report under PAMA.

Single source labs and specialty genetic labs fare 
the best with PAMA. Molecular labs for instance 
are projected to have a 0.03% increase in 2018.

CMS now estimates the new fee schedule prices 
will save Medicare Part B $670M in 2018 alone, 
nearly double the original OIG estimate of $390M 
in fee cuts.

ACLA identified 3.7 million PAMA reported data 
points that are likely inaccurate unidentified 
outliers.

While CLFS prices were cut nearly 30% overall, 
yearly caps are in place for each test, leading to 
a potential total cut of 75% across six years for 
those tests that yielded market rates greatly below 
the 2017 CLFS rates.

2018 - 2020: Cap at 10% from the prior year
2021 - 2023: Cap at 15% from the prior year

Reported PAMA data is skewed lower than actual 
market rates.

10% of codes on the CLFS will increase.

2.4 million $0.00 prices were submitted.

Nursing home labs hardest hit with 12% reduction 
in total revenue over three year period.

Weighted Median vs. NLA

HCPCS 
Code HCPCS Code Description 2017 NLA Weighted Median 

(CLFS Rate) Payment Difference % Change in 
Payment

83006 Growth stimulation gene 2 $30.17 $75.60 $45.43 150.58%

81296 Msh2 gene known variants $130.25 $337.73 $207.48 159.29%

80190 Assay of procainamide $22.98 $60.00 $37.02 161.10%

86805 Lymphocytotoxicity assay $71.73 $189.51 $117.78 164.20%

87187 Microbe susceptible mlc $14.22 $40.17 $25.95 182.49%

87477 Lyme dis dna quant $58.76 $170.79 $112.03 190.66%

88165 Cytopath tbs c/v redo $14.49 $42.22 $27.73 191.34%

88147 Cytopath c/v automated $15.61 $50.56 $34.95 223.89%

85175 Blood clot lysis time $6.25 $20.37 $14.12 225.92%

81323 Pten gene dup/delet variant $88.08 $300.00 $211.92 240.60%

81442 Noonan spectrum disorders $602.10 $2,143.60 $1,541.50 256.02%

87283 Rubeola ag if $16.44 $60.80 $44.36 269.83%

81215 Brca1 gene known fam variant $93.75 $375.25 $281.50 300.27%

81217 Brca2 gene known fam variant $93.75 $375.25 $281.50 300.27%

81412 Ashkenazi jewish assoc dis $602.10 $2,448.56 $1,846.46 306.67%

86185 Counterimmunoelectrophoresis $12.28 $56.15 $43.87 357.21%

87582 M.pneumon dna quant $57.28 $302.62 $245.34 428.31%

88154 Cytopath c/v select $14.49 $86.80 $72.31 499.03%

85366 Fibrinogen test $11.82 $80.46 $68.64 580.71%

81007 Urine screen for bacteria $3.52 $29.98 $26.46 751.70%

AVERAGES $98.00 $362.32 297.00%

20 Largest Increases
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STRATEGIES FOR THE FUTURE
One way a laboratory can strengthen its position is to diversify its testing menu and expand specialty testing capabilities. 
These tests overall have demonstrated resiliency in their pricing, and can serve to offset the higher price cuts seen in 
many of the routine clinical tests. 

A key requirement for all laboratories is a financial system in place that a) enables accurate data capture both to satisfy 
PAMA reporting needs and b) enables optimized management of the laboratory business, including negotiating contracts, 
billing the correct amount, and ultimately, collection of monies owed. 

Many labs fail to collect between 5-20% of their revenues simply due to their billing systems’ deficiencies. A strong 
financially-grounded system will not only deliver the detail needed for PAMA reporting, but will also automate and optimize 
billing for maximum reimbursement and efficiency. Capturing revenues that are left on the table is a laboratory’s best 
defense against 10% per year cuts to Medicare. 

Many hospital and health system outreach labs have the potential to emerge from PAMA in a strong position. While 
they face the same fee schedule cuts, hospital outreach labs often have contracts that are “a percentage of billed” and 
accordingly can establish their own market pricing with private payors.  If these labs begin to run their labs as a revenue 
center with financial controls and manage their contracts well, they will not only have better margins than commercial labs, 
but they will have an opportunity to gain market share in regional areas where smaller labs will be disadvantaged.

One reason to upgrade financial systems sooner rather than later is that the next PAMA reporting period is nearly upon us. 
Labs need to prepare now, by aggressively reviewing all their contract pricing for adequacy and working to ensure they 
are getting paid at the right price.

Stay up-to-date on all things PAMA at
www.XIFIN.com/AllThingsPAMA

Lâle White is a nationally recognized expert in the field of medical financial management and 
regulatory compliance, with over 35 years of experience in information systems development and 
medical billing. She lectures extensively on these topics and has consulted for major laboratories 
and laboratory associations throughout the US. She worked with HCFA and the US Office of the 
Inspector General to develop the first OIG Model Compliance Program. Lâle was previously Vice 
President - Finance of Laboratory Corporation of America (NYSE: LH), one of the largest clinical 
reference laboratories in the US, and its predecessor National Health Laboratories (NYSE: NHLI), 
where she led the software development of several accounts receivable, inventory, cost accounting 
and financial management systems for the laboratory industry. Lâle has a BA in finance and an MBA 
from Florida International University. She sits on the Board of Directors for CombiMatrix Corporation.

XIFIN is a health information technology company that helps hospitals and laboratories unleash the power of their 
diagnostics. Powered by XIFIN’s advanced cloud-based technology platform, XIFIN RPM 9 is a comprehensive, highly 
automated revenue cycle management solution for diagnostics providers that maximizes efficiency, improves cash 
collection, and increases financial accuracy.

ABOUT XIFIN

Lâle White
Executive Chairman & CEO

XIFIN, Inc.
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