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“I’m from the Government, and I’m here to help.”
Across the nation, clinical laboratories struggle to correctly inter-
pret and follow the new National Correct Coding Initiative (NCCI) guidelines 
that took effect on Jan. 1. A financial disaster lies ahead for many labs. 

As you will read on pages 7-10, “The denials are very high right now and 
those denials are nationwide,” stated Kyle Fetter, Executive Vice President and 
General Manager of Diagnostic Services for San Diego-based XIFIN. “Even 
if we consider only molecular tests in tier 1 and tier 2, there are many labs 
that are not getting paid for these tests. I would estimate that the effect of the 
changes NCCI made is anywhere from 40% to 100% of the revenue for these 
clinical labs.”

This negative development is not getting wide play in the lab industry. It 
is one more financial hit to clinical labs. Moreover, this is one more example 
of federal government ham-handedness in how it handles coding/billing and 
reimbursement for clinical lab tests. Many of you know about these past events: 
• Jan. 1, 2013: New molecular test CPT codes are introduced. Medicare 

administrative contractors (MACs) were unprepared to process claims. 
Some labs got no payments for these tests until May and June of 2013. (See 
TDR, Apr. 15, 2013.)

• Apr. 1, 2014: The Protecting Access to Medicare Act (PAMA) includes 
specific steps CMS is to take to grant coverage for new advanced diagnostic 
laboratory tests (ADLTs) and establish a market price. Effective steps to 
implement this section of PAMA and timely action have often been lacking. 

• 2017-18: First PAMA-mandated reporting of private payer lab test price 
data. Critics charge that CMS created a final rule that games the incoming 
data so as to skew the results in a manner that would generate a much lower 
Medicare Part B Clinical Lab Fee Schedule than would result from a true 
and accurate market study consistent with the language of the PAMA law. 

• Jan. 1, 2019: New NCCI guidelines that are confusing and conflict with 
existing federal laws/regulations and coding requirements of the American 
Medical Association. 
Maybe this is what President Ronald Reagan meant when he often said, 

“The nine most terrifying words in the English language are, ‘I’m from the 
government, and I’m here to help.’” TDR
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UHC Sets July 1 Launch 
for New Preferred Network
kUnitedHealthcare gives “preferred” status to seven 
large lab firms while retaining 300 in-network labs 

kkCEO SUMMARY: UnitedHealthcare will launch a new pre-
ferred laboratory network with seven lab companies on July 1. 
In an April 22 announcement, UHC said physicians and consum-
ers may continue to use its existing network of more than 300 
labs currently in-network. One goal is to give patients a choice 
of labs based on price with preferred labs offering the lowest 
costs. Another goal is to have clinical laboratories and anatomic 
pathology groups support the triple aim of improving patients’ 
experience and population health, while reducing cost of care.

Seeking lower costs, shorter 
wait times, and improved patient 
outcomes from clinical labora-

tories and anatomic pathology groups, 
UnitedHealthcare (UHC) named seven 
laboratories to a new preferred lab net-
work. In an announcement on April 22, 
the nation’s largest health insurer also said 
physicians and consumers may continue 
to use its network of more than 300 legacy 
clinical laboratory providers. 

Saying it wants “more affordable 
procedure costs, shorter wait times, and 
higher quality” from its providers, UHC 
will ask the preferred labs to follow the 
triple aim of improving the patient experi-
ence of care and the health of populations 
and reducing the per capita cost of care. 

“The preferred lab network is 
an advanced way for us to work with 

selected lab partners to deliver on 
UnitedHealthcare’s triple aim in the lab 
space,” said Linda Simmons, UHC’s Vice-
President, National Lab Program. 

“By following the triple aim, we aim 
to improve healthcare value by mak-
ing healthcare more affordable, and by 
improving patient outcomes and satis-
faction for our patients and their phy-
sicians,” commented Simmons. (See 
sidebar, “Triple Aim Established to Drive 
Improvement,” page 6.) 

In a departure from the way most 
health insurers contract with clinical labs 
and anatomic pathology groups, UHC 
will track patient outcomes among those 
members who use the preferred laborato-
ries to understand how labs can improve 
patient outcomes. Doing so will take sev-
eral years, Simmons said. 
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In its news release announcing the 
preferred lab network (PLN), UHC said, 
“The creation of the PLN is an advanced 
way to work with selected lab providers to 
deliver care that places a greater emphasis 
on patient outcomes and the total cost 
of a person’s care.” (See sidebar, “Seeking 
Improvements in Patient Outcomes, 
UnitedHealthcare Will Monitor Labs’ 
Data,” page 5.)

kRigorous Quality Criteria 
The seven preferred laboratories were 
selected based on a “rigorous quality 
review process,” UHC said. The seven 
labs that will begin serving UHC members 
on July 1 are:

• AmeriPath/DermPath (a subsidiary 
of Quest Diagnostics), 

• BioReference Laboratories,
• GeneDx (a subsidiary of BioReference 

Laboratories), 
• Invitae, 
• Laboratory Corporation of America, 
• Mayo Clinic Laboratories, and
• Quest Diagnostics. 

For consumers, UHC said there is no 
change in lab access because members 
can continue to use any of the more than 
300 laboratories currently in its network 
of legacy labs. Depending on which lab 
a member chooses, costs may increase as 
follows:

• Preferred labs (seven) are the lowest 
cost labs. 

• In-network (or legacy) labs (more 
than 300 nationwide) cost a bit more.

• Out-of-network labs (thousands 
nationwide) cost the most.
UHC explained that the cost of testing 

will differ for each type of laboratory a 
consumer would use, noting that preferred 
labs will have shorter wait times, online 
scheduling at patient service centers, higher 
quality of care, and lower costs. 

“Services accessed through the PLN 
are at a lower average cost than other 
lab providers,” UHC said. “For example, 
pathology services for a biopsy in the 
PLN would cost about $90. Consumers 

could still choose a lab not in the PLN, 
but the cost would increase to about $150. 
An out-of-network lab would cost even 
more.”

By including all of the more than 300 
of its in-network labs along with the pre-
ferred labs, UHC aims to serve all mem-
bers, Simmons said. “Regarding access to 
testing, we’re looking for each laboratory 
to be able to provide services to all of our 
members in all lines of business with an 
emphasis on convenience,” she added.

Those physicians who refer patients 
to a preferred lab should expect to see 
improved service, the health insurer said. 
Physicians will “notice prompt turn-
around times for lab results, ease-of-use 
when ordering lab [tests] electronically, 
as well as easy access to physician-to-lab 
medical director consultations to support 
patient care,” UHC added. 

“[Physicians] will not need to do any-
thing different to access services from 
these providers. The seven labs participat-
ing in the PLN will be designated as such 
in UnitedHealthcare’s provider directo-
ries,” said UHC.

UHC wants physicians to choose labs 
based on quality and costs. Physicians 
often order clinical laboratory tests based 
on habit or historical practice and may not 
realize that more affordable and higher 
quality options are available, UHC said.

kChoosing Among Labs 
In the interview, Simmons offered some 
detail about how UHC selected the labs 
for the PLN. “The preferred lab network is 
based on differentiated criteria for access, 
cost, and quality,” she said. “Also, it serves 
as a way for us to differentiate among the 
many labs in our network, including the 
more than 300 labs that are currently in 
network nationwide. We invited those 
laboratories to apply to be in the preferred 
lab network, and of those 300, we received 
more than 90 applications.”

Many of the in-network legacy labs 
are independent laboratories and several 
are based in hospitals and health systems, 
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One factor to watch closely in the coming 
years is how well UnitedHealthcare’s 

preferred laboratory network succeeds 
in tracking patient outcomes with the 
goal of improving them. This aspect of 
the network separates what UHC is doing 
with clinical laboratories from what most 
health insurers do when contracting for 
clinical and anatomic pathology testing.

“In the preferred laboratory network, 
we will be measuring back to the goals 
of the triple aim,” said Linda Simmons 
UHC’s Vice-President, National Lab 
Program. “This will be done by assess-
ing how preferred labs impact service 
and by measuring the impact on patient 
outcomes. 

“The information on patient outcomes 
will take a few years to collect in order to 
actually demonstrate improvements or 
changes in outcomes,” Simmons added.

By asking the preferred network labs 
to focus on the triple aim, they will be 
required to take a holistic approach to 
patient care, Simmons commented. “The 
laboratory is a key component in helping 
physicians to provide evidence-based 
care,” she said. 

“This preferred laboratory network is 
less about cutting lab test utilization and 
more about supporting and enhancing a 
patient care model that includes following 
certain care pathways, so that physicians 
and consumers have the right information 
at the right time,” noted Simmons. 

“In the preferred lab network, we 
will collect data to ensure compliance 
with the triple aim and will measure the 
impact on the patient outcomes,” she 
added. “Then, we will share that data 
with our external constituents, such as 
employers and other purchasers.”

Seeking Improvements in Patient Outcomes, 
UnitedHealthcare Will Monitor Labs’ Data

although Simmons would not say how 
many are in each category.

Each clinical laboratory seeking to 
participate in the PLN needed to com-
plete a proprietary application that UHC 
prepared. “From those 90 applications, 
we then applied the criteria we used to 
select the labs for the PLN,” she said. “To 
be clear, those applicants that weren’t 
selected still remain in network. In fact, 
any in-network lab that didn’t apply still 
remains in network. 

“That’s because we wanted to continue 
to offer our preferred lab network and our 
broad base of in-network labs,” she noted. 
“At the same time, we also wanted a way 
to differentiate within the network those 
providers that have met the higher stan-
dards UnitedHealthcare set for preferred 
laboratory providers.

“This is important for consumers for 
several reasons,” continued Simmons. 
“First, there is no change in lab access for 
our members. Everyone still has access 

to all of the network laboratories that we 
have, and we want it that way. 

“Second, for our members, there 
should be broad access, but also, we can 
now highlight those lab providers that 
meet the additional criteria to be pre-
ferred laboratories, because using one of 
those labs can lead to a better experience 
for consumer service, online scheduling 
for patient service centers, and we have 
other higher quality service standards as 
well,” added Simmons, “In addition, labs 
in the PLN will offer lower average costs 
than other lab providers,” she said.

kQuarterly Reports Required
Each quarter, UHC will require the pre-
ferred labs to report performance data. 
“All participants in the PLN will be mea-
sured annually on their performance to 
ensure our doctors and patients receive 
great care at the lowest cost,” UHC said. 

Simmons explained in general terms 
what data UHC wants from the PLN 
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labs. “We will do an annual evaluation 
for labs in the preferred lab network,” she 
commented. “For that evaluation, quar-
terly reporting of certain measures will 
be required to ensure that preferred labs 
meet UHC’s standards.

“Laboratories in the PLN will be 
required to submit various pieces of infor-
mation about access, quality, and service,” 
stated Simmons. “There are criteria in 
each of those areas.

“Regarding access, we’re looking for 
the preferred labs, and all in-network labs, 
to provide services to all of our members 
in all lines of business and to have an 
emphasis on convenience,” she added.

Saying its standards are proprietary, 
Simmons declined to elaborate on what 
data preferred labs would need to submit 
to demonstrate compliance with UHC’s 
standards. She did add, however, that the 
standards are designed “to create a more 
efficient user-oriented service model. In 
addition, we look for enhanced member 
protection through different standards 
that measure clinical, financial, and data 
quality.” 

kPerformance Reports 
One reason to submit the data UHC wants 
each quarter is to ensure that patients 
and physicians get what they want from 
the preferred labs. “For physicians, we 
expect the labs will focus on the quality 
and service standards of the triple aim,” 
Simmons commented. “For physicians 
using the preferred labs, we want them 
to get prompt turnaround time, ease of 
use when using preferred labs, and direct 
consultation with a lab medical director 
for patient care.” 

In addition, UHC has standards the 
preferred labs will need to meet to help 
the health insurer to improve patient 
care through enhanced data sharing, she 
explained. 

UHC is not focused so much on reduc-
ing test utilization as it is on ensuring 
patients get the appropriate care for their 
needs. “Our patient care model is actually 

not about just reducing lab test utiliza-
tion,” she said. “It’s about ensuring that, 
for selected care pathways, each member 
gets the appropriate care at the appropriate 
time and for that, laboratory test results are 
very valuable. Lab test results drive so many 
of the diagnostic decisions that physicians 
use for patient management and to develop 
treatment plans.”

Although LabCorp is one of the 
seven preferred labs, UHC did not add 
LabCorp’s subsidiary, BeaconLBS, to its 
preferred network. When asked about 
BeaconLBS, Simmons said only that it 
remains in place serving physicians and 
patients in Florida.   TDR

—Joseph Burns
Contact Linda Simmons at 952-979-6690 
or linda_m_simmons@uhc.com.

Triple Aim Established 
to Drive Improvement
In 2007, the institute for healthcare 

improvement (ihi) in cambridge, mass., 
established the triple aim. The idea 
was to pursue the goals of improving 
the patient care experience while also 
improving patient outcomes and lower-
ing healthcare costs. 

To achieve these goals, the institute 
challenged hospitals, physicians, and 
other providers to develop new ways to 
deliver care to pursue three dimensions 
of care simultaneously. Those aims are:
1. Improve the patient experience of care 

(including quality and satisfaction),
2. Improve the health of populations,
3. Reduce the per capita cost of care.

Providers should use “a change pro-
cess that includes: identification of target 
populations; definition of system aims 
and measures; development of a port-
folio of project work that is sufficiently 
strong to move system-level results 
along with rapid testing, and scale up 
that is adapted to local needs and condi-
tions,” the institute said.
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Labs Get High Denial Rates 
Under New NCCI Rules
kBilling expert says guidelines affect labs running 
molecular tests and assays requiring multiple steps 

kkCEO SUMMARY: Under guidelines the National Correct 
Coding Initiative issued last year, many clinical laboratories 
are not getting paid for some tests. The rates of denial for labs 
running mostly molecular tests could range from 40% to 100% 
of revenue, one billing expert said. Implemented Jan. 1, the 
guidelines apply to labs running tests in multiple steps on one 
patient sample, including next-gen sequencing assays and rou-
tine lab testing for Medicare and Medicaid beneficiaries.

Many clinical laboratories 
report high rates of denials 
for lab tests ordered on behalf 

of Medicare and Medicaid patients as a 
result of changes the National Correct 
Coding Initiative (NCCI) made late last 
year, according to Kyle Fetter, Executive 
Vice President and General Manager of 
Diagnostic Services for XIFIN. 

The new NCCI guidelines were issued 
three weeks before they took effect on 
Jan. 1 and were implemented without 
notice to or comment from stakeholder 
labs. Since then, the guidelines have been 
problematic for labs running clinical and 
molecular tests because they conflict with 
previous NCCI policy manual instruc-
tions and with coding guidance from the 
AMA. (See TDR, April 8, 2019.)

In an effort to resolve these con-
flicts, the American Clinical Laboratory 
Association (ACLA) and eight other lab 
industry associations sent a letter to the fed-
eral Centers for Medicare and Medicaid 
Services (CMS) urging the agency to with-
draw the NCCI guidelines and work with 
labs to address the problems. In the letter, 
the associations said the NCCI guidelines 

are confusing for labs submitting claims 
for such tests to Medicaid and to any of 
the nation’s Medicare Administrative 
Contractors (MACs).

In a separate letter, ACLA raised similar 
complaints with NCCI. (See “ACLA: NCCI 
Guidelines Are a ‘Step Backwards’,” page 
11.) As of April 24, ACLA had not received 
a formal response from NCCI or CMS in 
regard to the issues raised in the letters.

kLabs Have Three Concerns
In an interview with The Dark Report, 
Fetter said clinical laboratories that run 
molecular and other tests in multiple steps 
have three areas of concern regarding the 
new NCCI guidelines. They are:

1. Labs are not getting paid for many 
procedures when multiple lab proce-
dures are performed on one patient 
specimen for one date of service and 
laboratories do not know how to bill 
for the tests even though they are cov-
ered under existing NCCI guidelines or 
other applicable association guidelines.

2. The changes will degrade the informa-
tion that Medicare collects on these 
medical laboratory tests.
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3. Private payers could make similar 
changes.
Among these concerns, the last one 

may be the most significant. “Now that 
Medicare has made this change to the 
NCCI guidelines, one of the problems that 
could result is that all commercial payers 
could do the same thing,” warned Fetter.

“In other words, this problem could 
spread industrywide, meaning laboratory 
and genetic services that are the standard 
of care for many different types of patients 
are no longer payable without extensive 
efforts from the provider and patient,” 
he added. “Even the use of modifiers and 
other tools that are available to providers 
to manage these edits aren’t going to work 
at some point.” 

As of early April, XIFIN did not have 
data showing that other payers were 
following Medicare’s lead, but XIFIN’s 
cross-industry analysts were monitoring 
payment trends and watching for denials 
from other payers, Fetter said.

“For large laboratories that do a lot of 
molecular testing and for those labs that do 
molecular testing only, this change could 
affect a significant source—or all—of their 
revenue,” continued Fetter. “Any clinical 
lab that runs tests in multiple steps—such 
as next-generation sequencing assays—
may need to follow the new guidelines.” 

kOverlapping, Contradictory
Given that the guidance from NCCI and 
the AMA are overlapping and contradic-
tory, the ACLA said specific requirements 
for labs remain unclear, and so ACLA has 
urged CMS to provide clarification.

For clinical labs and pathologists, pay-
ment denials and delays are significant 
concerns. “The denials are very high right 
now and those denials are nationwide,” 
Fetter commented. “Even if we consider 
only molecular tests in tier 1 and tier 2, 
there are many laboratories that are not 
getting paid for these tests. I would esti-
mate that the effect of the changes NCCI 
made affects anywhere from 40% to 100% 

of the revenue for these types of specialty 
clinical labs.” 

ACLA’s Joan Kegerize, JD, was con-
cerned about payment for other lab tests. 
“In addition to molecular and genetic 
tests, the NCCI guidelines apply to 
HCPCS and CPT codes for more routine 
lab testing that require multiple steps 
on one patient specimen,” said Kegerize, 
Vice President of Reimbursement and 
Scientific Affairs. She offered the example 
of what happens when a physician orders 
routine creatinine and protein tests. (See 
sidebar, “NCCI Guidelines Affect Even 
Routine Lab Tests,” page 9.)

kConcerns about Other Tests
“The codes apply to a laboratory proce-
dure that produces multiple reportable 
test results for a single specimen,” she 
explained. “That means that when two or 
more tests are ordered on the same spec-
imen, the laboratory shall select a code 
that most accurately describes the test, or 
the test would have to be submitted as an 
‘unlisted chemistry procedure’ or, in the 
case of a pair of genetic tests, an ‘unlisted 
molecular pathology procedure.’”

Coding tests as unlisted procedures 
could cause confusion in lab billing 
departments, and because many labs may 
be unclear about how to bill, they cannot 
file claims with confidence. If they submit 
claims incorrectly, they might not get paid 
or the payer could demand repayment 
months later. 

Asked how any lab would know how 
to comply with these new instructions, 
Kegerize said, “Individual labs would 
need to consult their legal and compliance 
teams. We have urged CMS to provide 
clarification and not to implement with-
out engaging relevant stakeholders.”

Concerns about payment could cause 
healthcare costs to rise, in part because 
molecular tests are becoming more wide-
spread every day, Fetter commented. 

“Molecular and genetic tests are among 
the fastest-growing areas of diagnostics, 
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because we’ve learned over time that they 
help identify genes that cause disease and 
impact how patients respond to different 
treatments,” he added. “And these diseases 
are extremely costly to the Medicare pro-
gram and to the entire healthcare system.”

In 2018, Concert Genetics, a company 
in Franklin, Tenn., that tracks such test-
ing, estimated that about 75,000 genetic 
testing products were in use and labs were 
introducing more than 10 new genetic 
tests each day. Concert Genetics defines a 
testing product as an individual gene test 
or multiple gene panels.

“Many of these tests use next-gen-
eration sequencing and these tests are 
becoming more affordable,” Fetter 
explained. “But now some laboratories 
are talking about the possibility of going 
back to different methodologies that they 
used earlier and those types of tests may 
be more expensive in some cases.

kUse of Misc. Procedure Code
“In addition, physicians order many 
molecular tests quite often,” he added. 
“Take, for example, EGFR or KRAS tests 
run for patients with certain types of 
cancers. A busy oncology practice orders 
these tests every day and the idea that a 
lab would need to submit a miscellaneous 
procedure code to get paid for these tests 
is a very big problem. 

“Today, a growing number of tests are 
done on next-gen sequencing platforms 
because they offer a combination of effi-
ciency and reliability, and these machines 
have become better, faster, and more accu-
rate over time,” noted Fetter. As those 
machines have become more efficient, the 
cost of such testing has declined, he added. 

While some clinical laboratories are 
not getting paid, others may have a work-
around. “We work with many laborato-
ries that have participated in the Medicare 
MolDx program for several years,” Fetter 
said. “As a result, some of those labs may 
have miscellaneous codes for some of 
their procedures already. If they do, then 

it’s likely that they are using those miscel-
laneous codes and getting paid.” 

NCCI Guidelines Affect 
Even Routine Lab Tests 
Most of the focus on the changes 

medicare made to the National 
Correct Coding Initiative (NCCI) has 
been on the effect the changes have 
on molecular and genetic tests. But 
the changes also apply to any labs 
that run more routine tests on one 
patient specimen, said Joan Kegerize, 
JD, Vice President of Reimbursement 
and Scientific Affairs for the American 
Clinical Laboratory Association. 

“The codes apply to a laboratory pro-
cedure that produces multiple reportable 
test results for a single specimen,” she 
explained. “Let’s say a senior is having a 
regular check-up with her primary care 
doctor, and based on a health evaluation 
the physician orders and performs a urine 
protein and creatine test. According to 
longstanding CPT guidelines, the billing 
should document the individual tests per-
formed, 82570 (creatinine) and 84156 
(protein). 

“But, if we are to interpret the new 
NCCI manual guidelines literally, labs must 
now bill for an unlisted chemistry code 
(84999) any time two or more chemistry 
analytes are ordered at the same time,” 
she added. “Billing this way reduces trans-
parency and places a significant burden 
on MACs and state Medicaid programs, 
which will now have to adjudicate a vast 
number of claims with miscellaneous and 
unlisted codes.” 

“Ultimately, this means that patient 
claims for medically necessary tests may 
be inappropriately denied,” Kegerize said. 
“It’s worrisome that the sweeping new 
language violates long-standing American 
Medical Association CPT guidance, which 
dictates that labs should use the most spe-
cific codes when billing tests. In our view, 
these hastily released changes require 
further clarification from CMS.”
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MolDx is a classification system that 
MACs use to identify molecular and genetic 
tests. Under MolDx, CMS groups tests 
into tier 1 and tier 2, genomic sequencing 
procedures, molecular multianalyte assays 
(MAAA), MAAA administrative codes, 
and proprietary laboratory analyses. 

kLack of Coding Detail
The downside of using miscellaneous codes 
is a lack of specificity about which tests, 
or lab procedures, labs are running for 
patients. That lack of specificity is particu-
larly troubling for any payer collecting data 
on which tests physicians are ordering for 
which patients and how much Medicare 
and Medicaid pay for these tests. 

“That use of miscellaneous codes 
will be particularly troublesome for labs 
reporting their private payer lab test price 
data to CMS under the Protecting Access 
to Medicare Act (PAMA),” said Fetter.

Under PAMA, CMS requires what 
it calls “applicable labs” to report data 
on the prices commercial health insurers 
pay for the tests they run. CMS uses that 
data to set payment rates. If the data are 
inaccurate, labs can be fined and CMS’ 
payment rates could be based on bad data. 

“Over time, and particularly since CMS 
introduced the MolDx program, we’ve 
developed a coding system for molecular 
and genetic tests,” he said. “But under the 
NCCI guidelines, those codes have pretty 
much been completely circumvented. 
Consider, for instance, testing for lung 
cancer or colon cancer. The specificity 
of testing for those diseases is hugely 
important for any physician trying to 
decide whether patients will respond to 
the different therapies that are available.

“Under the new NCCI guidelines, labs 
are told to use miscellaneous codes to iden-
tify what are typical and fairly normal tests 
and test procedures, which then makes it 
impossible to identify which specific tests 
are being used and for which tests Medicare 
is paying,” he added. “That greatly increases 
the burden on the MACs administering the 

MolDx program, because now they have to 
do an assessment on every test that comes 
through on every claim.”

Kegerize agreed. “This troubling 
change reduces transparency about test-
ing,” she wrote in an email. “Using miscel-
laneous and unlisted codes rather than the 
individual codes places an unnecessary 
administrative burden on laboratories, 
the MACs, and state Medicaid programs.

“It means that when two or more tests 
are ordered on the same specimen, the 
laboratory shall select a code that most 
accurately describes the test, or the test 
would have to be submitted as an ‘unlisted 
chemistry procedure’ or, in the case of a 
pair of genetic tests, as an ‘unlisted molec-
ular pathology procedure,’” she explained. 

“This then puts the burden on MACs 
and state Medicaid programs to adju-
dicate a vast number of lab test claims 
with miscellaneous and unlisted codes,” 
continued Kegerize, “which will no doubt 
require collecting additional documenta-
tion, and may lead to medically necessary 
tests being inappropriately denied.”

One way to avoid confusion over what 
ACLA called contradictory guidance 
would be for CMS to withdraw the guide-
lines and work with labs and their asso-
ciations to address their concerns about 
billing practices, she said.

kMore Specificity is Needed
“Insurers, clinical labs, and physicians 
all argue for more specificity rather than 
less,” concluded Fetter. “In that sense, 
it seems as if the ramifications of the 
changes CMS made in the NCCI guide-
lines were not fully understood.”

CMS replied on April 26 to The Dark 
Report’s request for comment. The 
organization is preparing a response to  
the concerns lab groups raised, which we 
will include in a future issue. TDR

—Joseph Burns
Contact Kyle Fetter at KFetter@XIFIN.com  
or 858-793-5700 or Joan Kegerize at  
202-637-9466.
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ACLA: NCCI Guidelines 
Are a ‘Step Backwards’
kLab association critiques new rules, identifies 
multiple problems that confuse labs and create risk

kkCEO SUMMARY: In a letter to the National Correct Coding 
Initiative, the American Clinical Laboratory Association (ACLA) 
raised significant concerns about new language in the policy 
manuals for Medicare and Medicaid. ACLA said the new NCCI 
guidelines for molecular and other tests requiring multiple steps 
for one specimen reduce transparency, increase the administra-
tive burden on clinical laboratories and payers, and contradict 
long-standing coding guidance from both the AMA and CMS.

Two days after the National Correct 
Coding Initiative (NCCI) announced 
changes to the coding guidelines for 

certain lab tests, the American Clinical 
Laboratory Association (ACLA) charged 
that the changes would be impossible for 
clinical laboratories and the Medicare and 
Medicaid programs to implement.

The ACLA also said the changes would 
result in less transparency in lab testing, 
and the guidance would make it diffi-
cult to know which lab tests physicians 
were ordering, labs were performing, and 
Medicare and Medicaid were covering. 
(See “Labs Get High Denial Rates Under 
New NCCI Rules,” page 7.)

kACLA’s Letter to NCCI
In a letter dated Dec. 14 to NCCI’s 
then-Medical Director Niles R. Rosen, 
MD, Sharon L. West, ACLA’s Vice 
President, Legal and Regulatory Affairs, 
wrote that the changes were a step back-
ward in transparency about testing, and  
“...put laboratories in a position of vio-
lating long-standing coding guidance set 
forth plainly in the American Medical 
Association (AMA) CPT Professional 

Edition codebook, [and also that] the new 
policies run counter to the way physicians 
order and laboratories perform analyses.” 

ACLA sent copies of the letter to exec-
utives at the federal Centers for Medicare 
and Medicaid Services (CMS). In the let-
ter, ACLA said NCCI should not imple-
ment the changes for several important 
reasons including:

• The guidelines are confusing and 
inconsistent in how NCCI uses the 
word “procedure.”

• The molecular pathology section of 
the guidelines contradicts long-stand-
ing coding guidance when clinical 
laboratories use next-generation 
sequencing (NGS) to evaluate mul-
tiple genes, such as when NCCI said 
labs should use a single code to report 
when a “laboratory procedure” pro-
duces multiple reportable test results.

• The guidelines are counter to the sci-
entific basis labs use when performing 
and reporting some tests. 
Effective January 1, the new NCCI 

guidelines have far-reaching effects 
because they affect lab billing for molec-
ular and genetic tests, and more rou-
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tine tests, on one patient specimen for 
all Medicare and Medicaid beneficiaries, 
according to Joan Kegerize, JD, ACLA’s 
Vice President of Reimbursement and 
Scientific Affairs.

kDefining a ‘Lab Procedure’
How CMS and NCCI define the term 
“procedure” in the new guidelines lacks 
clarity, West said. In a clinical and molec-
ular laboratory, a procedure is generally 
considered any process that requires mul-
tiple steps to complete testing on a patient 
specimen. 

“It is imperative—first and foremost— 
that NCCI explain to stakeholders what 
is meant by the term ‘procedure’ in the 
context of the new language added to 
the manuals,” West wrote in the letter to 
Rosen. “In common usage, a ‘procedure’ 
describes a series of steps taken in a cer-
tain order, without regard to results. In 
the context of NCCI procedure-to-pro-
cedure edits, a ‘procedure’ is represented 
by a single specific CPT or HCPCS code.”

But NCCI’s definition is unclear 
because the word ‘procedure’ is used dif-
ferently in different sections of the new 
NCCI policy manuals for Medicare and 
Medicaid, she added. 

“In one instance, the word appears to 
be used in the same way as in the proce-
dure-to-procedure edits context (referring 
to a ‘tier 1 or tier 2 molecular pathology 
procedure CPT code...’),” she explained. 
“In another instance, the meaning is not 
clear at all,” she wrote, citing this wording 
from the NCCI manuals, “If a laboratory 
procedure produces multiple reportable 
test results....” 

West added, “For any provider to 
comply with policies in the NCCI man-
uals, their meaning must be clear and 
definitions consistent and not defined in 
terms of reportable test results.” 

The NCCI guidance on coding for 
molecular pathology testing also was 
problematic. In that section, the NCCI 
guidelines say, “If one laboratory proce-

dure evaluates multiple genes utilizing a 
next-generation sequencing procedure, the 
laboratory shall report only one unit of ser-
vice of one genomic sequencing procedure, 
molecular multianalyte assay, multianalyte 
assay with algorithmic analysis, or propri-
etary laboratory analysis CPT code. 

“If no CPT code accurately describes 
the procedure performed, the laboratory 
shall report CPT code 81479 (unlisted 
molecular pathology procedure) with one 
unit of service....” 

This wording contradicts long-stand-
ing coding guidance, West charged, add-
ing that following this wording would 
increase the administrative burden on labs, 
Medicare Administrative Contractors 
(MACs) and state Medicaid agencies, and 
reduce the information Medicare and 
Medicaid collect about which tests are 
being performed for which patients. 

kCPT Codes for Genetic Tests
Given that the CPT Professional Edition 
codebook includes CPT codes for individ-
ual genes, labs submit claims using those 
appropriate codes to describe each gene 
evaluated using NGS, she wrote. 

“Requiring a laboratory to bill an 
unlisted code, rather than use the avail-
able CPT codes that describe the specific 
genes evaluated and the specific analyses 
performed, runs counter to CPT and CMS 
guidance and would result in an unnec-
essary administrative burden for labo-
ratories, the MACs, and state Medicaid 
programs,” she added. 

To show how the guidelines could 
inconvenience patients and potentially 
increase healthcare costs, West provided 
an example. “Physicians seeking to deter-
mine whether their patient has a variant 
in a gene must receive both the sequenc-
ing and the duplication/deletion analysis,” 
she explained. 

“Under the new [NCCI] policy, a phy-
sician would be required to bring the 
patient back for a subsequent office visit 
to collect a subsequent sample in order to 
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receive the complete gene analysis,” noted 
West. “This would contribute to hard-
ships and burdens on patients that are 
surely counter to CMS goals.” Although 
ACLA did not mention it in its letter, hav-
ing patients return for a subsequent visit 
to collect a second specimen could incur 
additional costs to the healthcare system. 

kScientific Basis Lacking
At the end of the letter, West addressed 
changes in the NCCI guidelines regarding 
procedure-to-procedure edits in which a 
lab bundles together two tier 1 CPT codes 
for a molecular pathology procedure. The 
changes appear to indicate a failure to 
understand the scientific basis for how 
labs run molecular tests.

Here is the wording in question 
from the NCCI guidelines: “Procedure-
to-procedure edits bundling two tier 1 
molecular pathology procedure CPT codes 
describe procedures that should not rou-
tinely be performed and reported together.”

In her letter, West said, “There is no 
scientific basis for stating that these proce-
dures ‘should not routinely be performed 
and reported together;’ rather, they are 
commonly performed together. And, 
although ordered and reported together, 
they are separate and non-overlapping 
analyses performed by laboratories.

kDifferent Analyses
“These analyses are not subsets of one 
another, or duplicative; rather sequencing 
variants and duplication/deletion variants 
require different analyses to determine 
their presence,” she added. 

On April 26, CMS’ media relations 
department responded to a request for 
comment from The Dark Report, saying 
it was preparing a response to the issues the 
lab groups have raised and that it expected 
to send that response sometime during the 
week of April 29. We will include CMS’ 
comments in a future issue. TDR

—Joseph Burns
Contact Sharon West at 202-637-9466.

CMS Puts Its Focus  
on Bundled Lab Tests
Twice since last year, the federal 

Centers for Medicare and Medicaid 
Services (CMS) focused closely on bun-
dled tests for clinical and molecular lab 
testing. And each time, the lab industry 
questioned the logic behind this focus on 
bundled tests. 

In November, the Government 
Accountability Office (GAO) issued, 
“Medicare Laboratory Tests: 
Implementation of New Rates May Lead 
to Billions in Excess Payments.” In the 
report, GAO said CMS stopped paying a 
bundled-payment rate for certain panel 
tests that could result in paying as much 
as $10.3 billion from 2018 through 2020, 
compared to estimated Medicare expendi-
tures using lower bundled-payment rates 
for panel tests.

U.S. Senator Chuck Grassley (R-Iowa), 
Chairman of the Senate Finance Committee, 
questioned what he said was “the potential 
for a striking increase in costs to Medicare 
for laboratory services.” (See, “Senator 
Asks: Are Lab Test Payments Too High?” 
TDR, Feb. 4, 2019.)

To many, the GAO report was puz-
zling because Medicare’s National Correct 
Coding Initiative (NCCI) requires labs to 
report the CPT code for a panel (not 
the individual tests) if the laboratory per-
forms all tests included in the panel, as 
the American Medical Association (AMA) 
defines such panels. In fact, labs gener-
ally do not unbundle tests included in the 
AMA’s organ and disease testing panels. 

In the latest instance of its focus on 
bundled tests, the NCCI issued changes at 
year-end to its coding guidelines regarding 
procedure-to-procedure edits in which a 
lab bundles together two tier 1 CPT codes 
for a molecular pathology procedure. The 
changes appear to indicate a failure to 
understand the scientific basis for how 
labs run molecular tests, the ACLA said in 
a letter it sent to NCCI in December.
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When discussing their earn-
ings with Wall Street analysts in 
February, executives from both 

Laboratory Corporation of America 
(LabCorp) and Quest Diagnostics 
explained that the lab test price cuts from 
the Protecting Access to Medicare Act of 
2014 (PAMA) were not only reducing rev-
enue, but that many state Medicaid plans 
are following Medicare’s lead and cutting 
their lab test prices. 

LabCorp executives said they expect 
the company’s lab-testing revenue would 
be lower this year by about 1.6% as a result 
of two factors:
1. Lower direct Medicare payments of 

some $85 million; and, 
2. An indirect effect from PAMA will 

reduce other payments, primarily from 
Medicaid-related plans, by $30 million.

kMedicaid Cuts Lab Prices
Both fee-for-service and managed 
Medicaid plans have cut what they pay, 
and the rate reductions were consistent 
with the cuts Medicare made, LabCorp’s 
executives said,

“This was not anticipated as part of 
the PAMA statute,” commented LabCorp 
Chairman and CEO David King. “It 
was not contained within the statutory 
language, which specifically applied to 
Medicare. But it has exacerbated the 
impact of PAMA.” 

Later, King characterized the reduc-
tion in Medicaid payments as “adminis-

tratively reducing rates,” and said, “These 
are not negotiated rate decreases.” As 
previously reported, the PAMA statute 
addresses Medicare reimbursement only 
and does not address the consequences 
of those cuts in reimbursement from any 
other payers, including Medicaid. 

Executives from Quest also discussed 
lower payments from Medicaid plans but 
were less certain if the lower payments 
resulted from PAMA. Some Medicaid 
programs have reduced what they pay 
and those cuts in payment may be related 
to PAMA, said Quest CFO Mark Guinan.

“It’s hard to know whether these 
Medicaid rates are directly tied to PAMA,” 
he commented. “You can look across all 
the states, there seems to be potentially 
some direct relationship. Not all of them 
have changed the rates.”

While lower payments should con-
cern all clinical laboratories, smaller and 
regional labs may feel the effects most 
keenly because they tend to get a higher 
percentage of their revenue from Medicare 
and Medicaid, the executives commented. 

Conversely, large labs have a wider 
mix of payments from commercial and 
government payers. They generally do 
not feel the effects of lower payments as 
acutely. King said labs under pressure 
from reduced payments may consider 
partnering with larger lab companies “or 
find other ways they can optimize the cost 
side of their business.”   TDR

—Joseph Burns

PAMA Price Cuts Now Delivering  
One-Two Punch to Labs’ Revenue

First punch is less revenue from Medicare; 
Second punch are Medicaid lab test price cuts

Market Updatekk
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Improve Your AP Group’s 
Financial Performance 
kAdditional revenue can be collected by use 
of several essential key performance indicators 

kkCEO SUMMARY: Across the nation, health insurers are 
paying less for anatomic pathology services. This shrinks 
pathology group revenue and reduces pathologist compensa-
tion. Savvy pathology groups are responding to this trend by 
reviewing long-standing processes in their coding, billing, and 
collections department. Their goal is to update these billing and 
collections processes in ways that allow the pathology group to 
collect more of the money legally due it from payers.  

Part Two of a Series

Private pathology groups face 
their most serious revenue chal-
lenges since Medicare introduced 

diagnosis-related groups in 1983. Since 
then, the federal Centers for Medicare 
and Medicaid Services and commercial 
insurers have cut deeply into what they 
pay pathologists for the technical compo-
nent and professional component of their 
services. Therefore, it’s imperative that 
pathology groups pay close attention to 
coding, billing, and collections. 

kGet the Most from Billing
Part one of this series about anatomic 
pathology billing and collections included 
an overview of how AP groups can get the 
most from their coding, billing, collec-
tions, and financial reporting systems. (See 
“Anatomic Pathology Groups Can Protect 
Both Revenue, Pathologist Compensation,” 
TDR,” April 8, 2019.)

To improve the financial management 
of any AP practice seeking to maximize 
revenue and pathologist compensation, 
Al Sirmon, co-founder along with Chappy 
Manning, of Pathology Practice Advisors, 

of Columbia, S.C., advise pathologists and 
their practice administrators to look more 
closely into the financial performance of 
their practices to get an inside look at the 
opportunities for improvement that may 
not be obvious otherwise. 

Using data from a group’s billing 
software, he plugs those numbers into 
a spreadsheet to identify problems and 
trends. Among the most useful data are 
key performance indicators (KPIs) that 
include net collections, bad debt, and days 
in accounts receivable (AR).

“Most billing software programs allow 
easy access to the data we need and have 
useful analytical tools,” Sirmon said. 

“One useful function is the ability to 
download data into a spreadsheet,” he 
noted. “I then create a pivot table from 
that spreadsheet. 

“Once the pathology group puts its 
data in a pivot table, it can slice and dice 
the numbers in a variety of ways to gain 
insight into that particular part of its prac-
tice,” he explained. “For instance, one KPI 
is the net collection percentage.

“For decades, we told pathologists that 
net collections should be above 90% and 
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bad debt should be less than 10%,” he 
said. “But today, those benchmarks are 
difficult for pathology groups to reach 
and sustain.

“In addition, days in AR should be 
around 40,” he added. “But getting AR 
days to about 40 is more difficult today 
than ever before because of high-deduct-
ible health plans (HDHPs). 

kHigh-Deductible Health Plans
“Some patients have deductibles of more 
than $7,000 a year, which means these 
people need to be handled like self-pay 
patients,” said Sirmon. “When patients’ 
responsibility levels are high, collection 
processes slow down and that affects the 
pathology group’s financial targets. 

“Not only is it difficult for the typical 
pathology group to get its AR days to 
40, but it’s also hard to hit 90% in net 
collections,” he commented. “Currently, 
we recommend that good targets for col-
lections and bad debt are about 88% and 
12%, respectively. For days in AR, we rec-
ommend somewhere between 40 and 50. 
These numbers vary based on payer mix.

“Sometimes, despite considerable 
billing efforts, it remains difficult for a 
pathology practice to hit its goals due to 
the economics of the region,” Sirmon 
said. “But with effort, it’s still possible to 
make worthwhile progress. Recently, we 
saw a practice that had net collections 
above 90% because their billing team 
looked closely at the data before they 
turned claims over to a collection agency.

kData Mining, Pivot Tables
“When trying to identify the source of 
problems, data mining and pivot tables 
can make a big difference to an AP prac-
tice,” Sirmon suggested. “Many practices 
look only at their income and expenses 
on the P&L. If they have enough cash 
to cover expenses and salaries, then they 
devote their time to all the many other 
problems of running a pathology practice. 

“But that ignores the opportunity 
to collect a larger proportion of money 

legally due the practice,” he continued.  
“I recommend pathology groups go  
much deeper and do a more complex 
analysis by looking first at patient revenue 
in detail.

“This should include a thorough exam-
ination of the complete revenue cycle, 
including gross charges minus contract 
adjustments (which equals net charges),” 
explained Sirmon. “Next, review gross 
collections minus refunds to get net col-
lections, bad debt, and AR.

“We use the same principle with 
patient revenue,” he said. “To do that, 
we start with the pathology group’s 
beginning-accounts receivable plus gross 
charges. We then subtract contract adjust-
ments, gross collections, refunds, and bad 
debt to get to ending-accounts receivable.

kKey Performance Indicators
“Once we have these numbers, we can 
compute the key performance indicators,” 
he said. “That’s your pathology group’s 
entire billing cycle simplified down to 
seven numbers. Those numbers show 
your pathologists everything that happens 
in the billing department. 

“Remember, each time a pathologist 
signs out a case, it generates a gross 
charge,” he noted. “That gross charge is 
paid by the insurance company or the 
patient. If it’s not paid, the group will 
write it off as a contract adjustment or as 
a bad debt. If it’s not paid and not written 
off, it remains in your data as a receivable. 

“After following all these steps, it then 
becomes relatively simple to follow the 
numbers to see if a pathology group has a 
problem and find the source of that prob-
lem,” he recommended. 

“With these numbers, your pathology 
group can review all the data on acces-
sions for a month, a quarter, or a year,” 
advised Sirmon. “It is now possible to 
break this information down by CPT 
code, by payer, and by place of service—
meaning whether the work was done for a 
hospital inpatient, outpatient, physician’s 
office, or ambulatory surgery center.
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Practice consultants often will use the 
terms “key performance indicators” 

and “practice benchmarks” interchange-
ably. But in fact, the two phrases are 
distinct, according to Al Sirmon, founder 
of Pathology Practice Advisors.

“For any pathology practice, we typi-
cally analyze three key performance indica-
tors (KPIs),” he commented. “Sometimes, 
we refer to these KPIs as external bench-
marks because we use them to compare 
one practice against another.

“One KPI is net collection percent-
age,” he explained. “We compute the net 
collection percentage by comparing net 
collections to net charges. Net charges 
are gross charges minus contract adjust-
ments. Net collections are gross collec-
tions minus refunds. 

“Once calculated, these metrics tell 
us how much the pathology group col-
lected, compared to what the practice 
was allowed to collect—meaning the 
allowed amount in payer contracts,” he 
said. “At one time, we would shoot for 
90% or more in net collections. However, 
today, patients are responsible for a 
larger share of bills and so 88% may be 
more reasonable for net collections.

kBad Debt Percentage
“We calculate the bad debt percentage 
by dividing bad debt by net charges,” 
he explained. “This number shows how 
much the pathology group could collect 
compared with what it actually collected. 
In past years, we tried to keep this num-
ber at 10% or less. Currently, with patient 
responsibility so high, 12% or less is 
acceptable.

“At the end of a period—such as a 
month, quarter, or year—we will review 
the net collection percentage plus the 
bad debt percentage. These two numbers 
should equal 100%,” he recommended. 

“For example, 88% for a net collection 
percentage, plus 12% in bad debt equals 
100% of the allowable.”

Another common KPI is days in 
accounts receivable (AR), which is com-
mon in businesses that carry accounts 
receivable. “We calculate days in AR by 
dividing AR by average daily sales,” he 
said. “Once again, due to rising levels 
of patient responsibility, this number 
has increased. At one time, we targeted 
around 40 to 45 days as a good number. 
Now 50 days is the norm. 

“These KPIs vary among pathology 
groups, depending on the payer mix and 
the economy of the region,” he said. “If 
any KPI is not what we expect, we will 
then compute that KPI for each health 
plan, CPT code, location, and place of 
service. This level of detail helps us iden-
tify any issues involving the pathology 
group’s revenue. 

kUseful Benchmarks
“After KPIs, the following benchmarks 
also are useful, if used cautiously,” added 
Sirmon. “That’s because these KPIs may 
not be comparable from one pathology 
group to another,” he explained. “In other 
words, they are most useful as internal 
benchmarks.

“One is the gross collection percent-
age, which is gross collections divided 
by gross charges,” he said. “This bench-
mark is useful to compare results from 
one period with another. For example, 
you may compare the gross collection 
percentage for 2018 to 2017. 

“You should not, however, use the 
gross collection percentage to compare 
one practice to another because one 
practice will have different fees (charges 
per CPT coded) and insurance contract 
allowables than another,” concluded 
Sirmon.

To Improve Financials, Pathology Groups Can 
Use Key Performance Indicators, Benchmarks
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“It is also useful to break it out by 
location—meaning which hospital was 
involved,” he added. “Some of our groups 
have pathologists in multiple hospitals. 
Once a group follows these steps, it will 
see problems that need to be addressed. 

kPathology Group’s Analysis
“Here’s an example: We had an assign-
ment for a big practice,” he recalled. “For 
this practice, we placed all their data by 
accession for the year on a worksheet. We 
used a pivot table to analyze all the differ-
ent ways of looking at those numbers.

“Because this pathology practice had 
so many different locations, we could see 
how that group might bill each one either 
globally or for the professional component 
only,” he explained. “For an AP practice, 
this factor is critical for two reasons. First, 
you need to know how to bill for each par-
ticular hospital patient. Second, you need 
to know if your group is billing correctly. 

“For one hospital, if your group is bill-
ing only for the professional component, 
but instead you bill it globally, then you’ll 
be overpaid,” he warned. 

“The opposite might be true if your 
group is supposed to bill for the global 
amount, but instead you bill only for 
the professional component. In this sec-
ond example, the group would be leaving 
money on the table.

“These reports provide a quick way 
to identify those different kinds of dis-
crepancies,” Sirmon advised. “And, your 
team can pick any combination it wants 
to analyze to identify problems that might 
be impossible to locate otherwise.” 

kGlobal Billing Approach
Sirmon provided a second example from 
an AP group that does a considerable vol-
ume of cases for two ambulatory surgery 
centers (ASCs). “The pathology group 
may need to bill one ASC globally and bill 
the other ASC for the professional com-
ponent only,” he explained. 

“Depending on the payer, it could 
be either way, which would be compli-

cated for the billing department to know 
without looking at the payer’s contract. 
Therefore, a well-run pathology group 
will monitor that data closely to confirm 
that it is billing correctly. 

“In cases where a pathology group’s 
billing company does not provide the data 
needed for such a deep analysis, the group 
can download its Medicare accession data 
in a spreadsheet format from the billing 
software,” he said. 

“In this spreadsheet data, there’s a 
column for each of these items: CPT code, 
payer, pathologist, place of service, and 
location. There are also columns for the 
charge, contract adjustment, paid amount, 
bad debt, and receivable. Using these data, 
the group can build a pivot table and pick 
any two or three variables for analysis. 

kUse of Random Sampling
“A pathology group can analyze all the 
data from the download, or it can take a 
random sample of 100 cases—as we do,” 
he said. “When we do this type of analy-
sis, we load the data into a worksheet and 
then use a pivot table to generate multiple 
ways to view the data. Whether the sam-
ple consists of 100 cases or 100,000 cases, 
the same principles apply.

“What you’ll find is that if your sam-
ples are truly random, you will see that 
even small samples are amazingly accu-
rate,” he said. 

“Once the analysis is complete, it’s 
important to validate the findings by 
comparing results for each segment of 
the pathology group’s data to the whole 
universe of data,” he concluded. 

“You can do this by adding up each 
segment of data to see if it totals the whole 
for the month, quarter, or year. If any-
thing looks out of whack, you’ll need look 
back to see where the analysis may have 
gone wrong.” TDR

—Joseph Burns
Contact Al Sirmon at al@pathologyprac 
ticeadvisors.com or 843-319-0605; 
Chappy Manning at chappy@pathology 
practiceadvisors.com or 803-553-8717.
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That’s all the insider intelligence for this report. 
Look for the next briefing on Monday, May 20, 2019.

Investor interest in 
digital pathology (DP) 
and the use of artificial 

intelligence (AI) to ana-
lyze digital pathology images 
seems to be at a fever pitch 
recently. In the last three 
weeks, investors poured 
almost $85 million of capital 
into just three digital pathol-
ogy companies, as noted 
below. This activity may be a 
sign that certain DP and AI 
companies may be close to a 
product that can obtain FDA 
clearance for use by patholo-
gists in patient care. The three 
recipient companies have 
products and systems that can 
be used to digitize and ana-
lyze pathology images, and 
identify cancer patients at the 
time of diagnosis for enroll-
ment in clinical trials. 

kk

PATHAI RAISES 
$60 MILLION
On April 17, Boston-based 
PathAI announced it closed a 
series B funding of $60 million. 
Private equity investors were 
General Atlantic and General 
Catalyst. Pathologist, Founder 
and CEO Andrew H. Beck, 
MD, PhD, stated these funds 
would be used to enhance 
PathAI’s existing offerings, 
improve its platform, and fund 

ongoing research into new 
tools and devices. PathAI was 
founded in 2015 and “supplies 
AI-powered research tools and 
services for digitizing and ana-
lyzing pathology images.” 

kk

$14 MILLION GOES 
TO DEEP LENS
Just two days earlier on April 
15, Deep Lens of Columbus, 
Ohio, stated that it had com-
pleted a series A financing 
round that totaled $14 million. 
Lead investor Northpond 
Ventures. Existing investors 
Rev1 Ventures, Sierra Ven-
tures, and Tamarind-Hill 
Partners also participated 
in the round. Deep Lens has 
made VIPER, its primary 
product, “available free-of-
charge to pathology groups 
worldwide, as we work to 
identify patients at the time of 
diagnosis for available clinical 
trials,” said T.J. Bowen, PhD, 
Co-Founder and Chief Sci-
ence Officer. 

kk

ISRAEL-BASED IBEX 
GETS $11 MILLION
In a press release issued on 
March 26, Ibex Medical Ana-
lytics of Tel Aviv-Yafo, Israel, 
announced the closing of a 
series A funding round that 

totaled $11 million. Investors 
included: aMoon Fund, Kamet 
Ventures, 83North, and Dell 
Technologies Capital. The 
company’s website says it has 
an “AI-driven diagnostic system 
which delivers efficient, met-
ric-driven and accurate cancer 
diagnoses for tissue biopsies. 
It combines AI, data science, 
image analysis, and deep-learn-
ing technologies, and applies 
them to cancer diagnostics in 
digital pathology.”

DARK DAILY UPDATE
Have you caught the latest  
e-briefings from DARK Daily? 
If so, then you’d know about...
...findings by researchers at 
the University of Nebraska-
Lincoln (UNL) and the Ocean 
Road Cancer Institute in 
Tanzania that support the pos-
sibility that the cervical micro-
biome could be used by medical 
laboratories as a biomarker in 
determining womens’ risk for 
cervical cancer.
You can get the free DARK 
Daily e-briefings by signing up 
at www.darkdaily.com.
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kk   First Report from the 24th Annual Executive War College: 
Best of What the Record-Breaking Crowd Learned!

kk   Latest Successes with Clinical Lab 2.0 Collaborations 
That Target Diabetes, Sepsis, Opioid Patient Management.

kk  What Every Lab Manager Must Know about EKRA Law  
and Paying Sales Commissions on Provider Referrals. 

UPCOMING...

For more information, visit: 
kkk 

www.darkreport.com

Sign Up for our FREE News Service!
Delivered directly to your desktop,  

DARK Daily is news, analysis, and more.

Visit www.darkdaily.com

October 15-16, 2019
Hyatt Regency Hotel • Atlanta, Georgia

Two days devoted exclusively to quality management techniques  
at the lab industry’s biggest quality gathering!

Lean—Six Sigma—ISO 15189 • Powerful Case Studies!
Master Classes on Quality Methods • Hands-on Learning 

Lessons from Innovative Labs • Access Experts, Vendors 
• Exhibition Hall & New Products • Clinical Lab 2.0

It’s everything about quality and management  
in clinical laboratories and pathology groups!

For updates and program details,
visit www.labqualityconfab.com

New 
this year!

Adding Value  

with Lab Services
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