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Expect Significant Disruption during 2019
Each time a new year approaches, it is natural to look ahead and 
think about what the next 12 months will bring. My bet is that certain sectors of 
the clinical laboratory industry are soon to experience substantial disruption. 

This disruption will come in two forms. First, federal regulators will be 
tougher on labs that violate the Anti-Kickback Statute and other fraud and 
abuse regulations. Passage of the Support for Patients and Communities 
Act (H.R. 6) in October, for example, now makes it against federal law for 
providers (including labs) to pay commissions to sales reps for generating 
referrals from physicians. The law covers referrals for both governement and 
private health plans. Lab industry attorneys and associations are scrambling 
to get Congress and the federal government to address the conflicts in this law 
versus the long-standing safe harbors in the Anti-Kickback Statute. However, 
until that happens, labs that pay sales commissions are at risk of enforcement 
action by the government and whistleblowers. (See TDR, Dec. 3, 2018.)

Second, in the final Medicare Rule for 2019 PAMA reporting of private 
payer lab prices, the federal Centers for Medicare and Medicaid Services 
(CMS) defines hospitals that use the CMS-1450 14x claim form as “applicable 
labs” that must report their private payer lab test price data to CMS. Many 
hospitals with billing for Medicare Part B lab tests lack the capability to easily 
and accurately assemble, assess, and report their private payer lab prices and 
test volumes. 

Yet, failure to report, or to report inaccurate and/or incomplete data, puts 
every applicable lab at risk of federal fines of as much as $10,000 per day. Thus, 
a substantial number of hospitals and health systems will find themselves either 
unable or unwilling to devote the manpower and financial resources needed to 
collect and report this data. Assuming this is true, then this will be disruptive. 

The lab industry knows, from the first data reporting cycle in 2017, that 
many labs required to report failed to submit any data to CMS. Other labs 
submitted data that were obviously inaccurate or incomplete. That experience 
is likely to be equally true for hospitals during this reporting cycle. This raises 
the possibility of many hospitals choosing to sell their lab outreach programs 
during 2019 to avoid the need to report this PAMA data (and avoid the pos-
sibility of federal fines). If that happens, it will be disruptive to the clinical 
laboratory industry.� TDR
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Several Big Surprises in 
2018’s Top 10 Lab Stories
kActions by federal government, judges, payers 
require attention from every lab to stay compliant

kkCEO SUMMARY: This year’s list of the Top 10 Lab Industry Stories 
for 2018 is dominated by new directives from Medicare and private 
health insurers, as well as significant decisions by federal courts. 
Collectively, these developments create new compliance risks for all 
clinical laboratories and anatomic pathology groups. What is more 
notable about these top 10 lab industry stories is that, during 2018, 
several long-standing lab business practices may now be illegal, 
based on one new federal law and several federal court decisions.

Iin more than two decades of pre-
paring The Dark Report’s list of the 
Top 10 Lab Industry Stories for the year, 

there has never been a list that was over-
whelmingly dominated by government 
and private payer actions. 

That changed in 2018. Of the 10 sto-
ries selected for this year’s list, six stories 
involved one of three things: 

1)	 Actions of the federal government;
2)	 Decisions in federal courts; and,
3)	 Tougher audits by private payers. 

There is another major difference in 
the stories that make up this year’s Top 10 
list. To a greater degree than ever before, 
multiple stories on this list will directly 
create new audit, compliance, and legal 
risks—and a need to respond—for every 
clinical laboratory and anatomic pathol-
ogy practice in the United States. 

Two factors are among those used to 
identify the stories selected to make each 
year’s list of the Top 10 lab industry stories. 
One factor is whether the story affects the 
larger proportion of clinical labs and ana-
tomic pathology groups in this country. 

A second factor is if the immediate 
the consequences of a story will require a 
response by a majority of labs. For exam-
ple, in this year’s story number one, CMS 
now defines hospitals using the CMS-1450 
14x claim form for outreach lab test billing 
as applicable labs. These hospitals will be 
required to submit private payer price 
data as of Jan. 1, 2020. That is one way that 
story number one requires an immediate 
response by hospitals meeting this criteria.

By contrast, story number three, which 
describes how pharma and private equity 
companies want to acquire and hold pro-
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pietary diagnostic biomarkers that will be 
companion diagnostics for specific ther-
apeutic drugs, is a development that will 
take a number of years to play out. 

Lab executives and pathologists should 
assess each of these developments and 
craft an appropriate strategy and com-
pliance policy to protect their lab from 
enforcement actions by the federal gov-
ernment and tougher audits by private 
health insurers.

One issue of concern to all clinical 
laboratories in the United States is how 
the Centers for Medicare and Medicaid 
Services uses the coming reporting period 
for private payer lab test prices to set the 
Medicare Part B Clinical Laboratory Fee 
Schedule for 2021, 2022, and 2023. This is 
why the American Clinical Laboratory 
Association’s (ACLA) lawsuit against 
the Department of Health and Human 
Services is on this year’s list at number 
five. However, it is unlikely that this lawsuit 
will produce a timely judgement in ACLA’s 
favor, which addresses the critical flaws in 
how CMS is defining and implementing 
the requirements of the PAMA law. 

kRamifications of Fraud
One interesting theme that emerged from 
compiling the 2018 list of the lab industry’s 
Top 10 stories was the ramifications of 
fraud and abuse among certain sectors of 
the clinical lab industry. At least four sto-
ries are related in some way to the efforts 
of government and private payers to curb 
fraud and abuse.  

The quick overview is tougher compli-
ance requirements (Support Act and fed-
eral court rulings: stories one and eight); 
rigorous audits that use extrapolation and 
statistical sampling (story four), and more 
private payer lawsuits filed against hospi-
tals and labs using pass-through billing 
schemes (story 9). 

Most pathologists and lab administra-
tors in hospital and health network labs 
are unaware of the extent of fraud and 
abuse, particularly in lab testing sectors, 

such as toxicology, pain management, 
and specialty testing, like cardiology. Both 
government and private payers have found 
themselves paying substantial amounts of 
money for medically-unnecessary testing, 
often billed at prices that are 10 times or 
more greater than the competitive price 
of any lab company that is an in-network 
provider for most major health plans. 

kLimited Tools, Resources
To stamp out this fraud, payers have 
limited tools and limited resources. Thus, 
it is much easier to implement restrictive 
coverage guidelines and slash reimburse-
ment for the lab tests that are most often 
involved in fraud and abuse schemes. 
However, that punishes those long-estab-
lished lab organizations that are diligent 
with compliance and truly deliver value 
to the physicians and patients they serve.  

A comparison of the 2018 list of the 
lab industry’s Top 10 stories to the 2017 
list shows that the issues of compliance  
and fraud are not new developments. 
Several stories relating to payers’ efforts 
to control fraud and excessive utilization 
of lab tests made the 2017 list. 

In 2017, the FDA’s decision to 
approve the first digital pathology system 
for use in primary diagnosis was number 
three on the list. (See TDR, Dec. 11, 2017.) 
However, 2018’s list has no comparable 
example of new diagnostic technology. 
The closest example to a new technology 
advance is story number 6, how several 
pioneering health networks are first to 
use genetic tests in primary care settings.

kUnfolding Industry Trends
When viewed collectively, The Dark 
Report’s list of the Top 10 Lab Industry 
Stories for 2018 reflects the current state 
of the profession. It is under stress. Some 
stress is from declining reimbursement for 
lab tests. Other stress comes from tough 
compliance requirements and audits. 
These are signs that the times will remain 
challenging for labs going forward.	  TDR
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Labs, Pathology Groups Face More
Challenges with Federal Compliance

As 2018 comes to an end, three seri-
ous new compliance threats confront 
the nation’s clinical labs and anatomic 
pathology groups. All three emerged in 
the last quarter of the year. 

The first threat is a federal judge’s 
ruling on Sept. 21 that claims involving 
a lab’s payment to physicians for pack-
aging specimens, and the lab’s waiver of 
patient co-pays and deductible, are viola-
tions of the federal Anti-Kickback Statute 
and could go forward to trial. (See TDR, 
Oct. 1, 2018.)

The second threat emerged on Oct. 24, 
when the President signed the “Support for 
Patients and Communities Act.” This new 
law makes it illegal for providers—includ-
ing labs—to pay commissions to sales reps 
for generating referrals from physicians. 

Lab industry lawyers were quick to point 
out that this law conflicts with the safe 
harbors in the federal anti-kickback law. It 
is uncertain whether any federal agency will 
issue guidance about conflicts between the 
two federal laws. (See TDR, Dec. 3, 2018.) 

The third threat is the final rule 
for PAMA lab test reporting. Issued by 
Medicare officials on Nov. 2, the rule 
includes a requirement that hospitals 
using the CMS-1450 14x claim form to 
bill Medicare must submit their private 
payer lab test data to Medicare officials. 
Few hospitals have the information sys-
tems required to gather this data and may 
have to do it manually. Federal penalties 
are $10,000 per day for failure to submit 
data, or to submit inaccurate or incom-
plete data. (See TDR, Nov.13, 2018.) 

k1
TOP  TEN

2018

UHC, Aetna, Horizon Sign Deals to
Have Both Quest, LabCorp in Network

This year marked the end of a decade-
long strategy by three of the nation’s 
major health insurers to only include one 
national lab company in their respective 
networks. 

For UnitedHealthcare, Aetna, and 
Horizon BCBS of New Jersey, it means that 
both Laboratory Corporation of America 
and Quest Diagnostics will be network 
providers for all three insurers, effective Jan. 
1, 2019. (See TDR, July 20, 2018.)

For the past 10 years these three 
health insurers liked the strategy of 
including one national lab in their net-
work and excluding the other. It is a 
significant development that all three, 
within a period of weeks, announced that 
they were ending that strategy so as to 
contract with both national lab firms. 

Certainly competitive forces were 
one factor in this development. But 
regional labs and hospital lab outreach 
programs will be watching closely to 
see if the three health insurers decide to 
exclude more labs from their networks. 
In recent weeks, UnitedHealthcare began 
sending notices to regional labs that their 
network status with the insurer will not 
be renewed. (See pages 11-13.) 

Another reason why these three 
health insurers restored both national 
lab companies to network status is likely 
to be access to lower prices for lab test-
ing (compared to existing regional lab 
network providers) and the ability to get 
more complete and uniform sets of their 
benefiaries’ lab test data from the two 
national lab companies. 

k2
TOP  TEN

2018
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Pharma, Private Equity Want Control 
of Diagnostic Technologies, Lab Tests

For decades, pathologists and their 
allies generally controlled the develop-
ment and ownership of new diagnostic 
technologies and laboratory tests. After 
all, they were closely involved in much of 
the research that identified and validated 
new biomarkers and assays. 

That is no longer true. The Dark 
Report was first to analyze and describe 
the emerging trend of pharmaceutical 
companies and private equity investors 
taking ownership of new diagnostic tech-
nologies and lab tests. (See TDR, Mar. 
26, 2018.)

This is a development that has seri-
ous long-term strategic consequences for 
the entire clinical laboratory industry. 
For example, if a pharma company has 
the patents for the diagnostic biomarkers 
that go with its therapeutic drug, might 

be that pharma company license only 
one lab to perform those companion 
diagnostic tests? Or would that pharma 
company be willing to allow a larger 
number of labs to perform that compan-
ion diagnostic test?

Seen from this perspective, if pharma 
and private equity were to end up con-
trolling most of the intellectual prop-
erty and patients for valuable diagnostic 
markers, it may be that they choose to 
only license these technologies to the very 
largest lab organizations in the United 
States. Were that to happen, it would 
be another negative factor for regional 
and independent clinical laboratories. 
This trend involves a strategic shift in 
the market that will take years to gather 
momentum. That gives regional labs time 
to develop an effective response.

k32018

CMS, Private Insurers Expand Use of 
Audits with Extrapolation, Sampling

government and private payers 
increased their use of extrapolation and 
statistical sampling as tools during audits 
of the nation’s clinical labs and pathology 
groups. This is a major problem, for sev-
eral reasons. 

First, in recent years, at least three 
genetic testing companies went out of 
business following federal audits that 
used extrapolation and then hit each of 
these labs with substantial recoupment 
amounts of tens of millions of dollars. 
This shows the dangers to a lab when 
auditors sample a small number of lab 
test claims, then extrapolate those audit 
findings across a large proportion of the 
audited lab’s total claims. 

Second, attorneys with experience 
representing labs that challenged audits 
that used extrapolation and statistical 
sampling say these methods are fre-
quently not done correctly by the payers’ 
auditors. They recommend that clinical 
lab executives and pathologists retain 
experts who understand extrapolation 
and statistical sampling. These experts 
can help ensure that the auditors sent by 
payers correctly understand and apply 
these methods. (See TDR, Sept. 10, 2018.)

Attorneys also advise that use of 
extrapolation and statistical sampling is 
established for the Medicare and Medicaid 
programs. But that is not yet true when 
private payers use these methods. 

k4
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Federal Judge Rules Against ACLA, 
ACLA Files Appeal in PAMA Case

On Dec. 11 of last year, a lawsuit 
against the federal Department of Health 
and Human Services (HHS) was filed 
by the American Clinical Laboratory 
Association (ACLA). 

The primary claim by ACLA was 
that HHS, and its Centers for Medicare 
and Medicaid Services (CMS), failed 
to comply with the requirements of the 
Protecting Access to Medicare Act of 2014 
(PAMA). In particular, ACLA claimed 
that CMS disregarded the requirement 
that CMS have all applicable laboratories 
report relevant market-rate data. 

The clinical lab industry has much 
riding on this lawsuit. It has repeatedly 
pointed out to CMS and to members of 
Congress the many flaws in how CMS is 
interpreting and implementing PAMA 
requirements.

One criticism is how CMS defined 
“applicable laboratories,” the term used 
in the PAMA statute. Less then 2,000 of 
the nation’s tens of thousands of labs pro-
vided data in the first collection period.

However, on Sept. 21, the judge issued 
a ruling against ACLA. Judge Amy Berman 
Jackson wrote that ACLA’s claims lacked 
“subject matter jurisdiction.” But she also 
noted that the “plaintiff’s arguments on 
the merits raise important questions.” (See 
TDRs, Jan. 22, and Oct. 1, 2018.)

The next chapter in this unfold-
ing story came on Dec. 4, when ACLA 
filed an appeal in its case against HHS. 
Attorneys representing ACLA believe 
that the federal court needs to review the 
merits of the plaintiff’s arguments that 
were not addressed by Judge Jackson in 
her earlier ruling.  

k5
TOP  TEN

2018

Important Steps for Genetic Testing 
to Be Used in Primary Care Settings

This is the first year that at least two 
nationally-respected health network offi-
cially made genetic testing part of their 
primary care offerings. It is a sentinel 
event in the acceptance and use of genetic 
testing by family practice physicians. 

Of course, two health networks does 
not represent a broad trend. But it is an 
important development for every clinical 
lab and anatomic pathology group that 
wants to be an added-value contribu-
tor—and be paid for that added value. 

This spring, Geisinger Health of 
Danville, Pa., announced it would begin 
offering DNA sequencing to patients as 
part of routine preventive care. Such 

genetic testing services would commence 
during the summer. 

Also in the spring, Sanford Health of 
Sioux Falls, S.D., stated that its primary care 
clinics would offer patients a $49 genetic 
test panel. (See TDR, July 9, 2018.)

Geisinger’s program is a pilot and 
will target 1,000 patients in this first 
phase. Exomes will be tested at a cost 
of about $500, but patients will not be 
charged. Funding will come from grants 
and Geisinger. Sanford’s genetic test 
panel will include markers for 60 diseases 
and 30 prescription drugs. It is designed 
to be a practical test that generates clini-
cally-actionable results. 

k6
TOP  TEN

2018

40008 TDR DECEMBER 7 12_24_2018



8 k The Dark Report / December 24, 2018

New Examples of Laboratory Errors 
That Caused Significant Patient Harm

During 2018, systemic diagnostic errors 
were discovered at three locations. Two 
sites involved anatomic pathology errors 
and one site involved cytology errors.  

In February, officials from the fed-
eral Centers for Medicare and Medicaid 
Services (CMS) inspected 885-bed Wake 
Forest Bapitist Medical Center. The 
inspectors identified serious deficiencies 
in histopathology and put the hospital on 
notice that its Medicare license was about 
to be revoked. Errors in breast cancer 
diagnoses by a former chair of pathology 
had cased severe harm to several patients. 
(See TDR, Apr. 16, 2018.)

In Ireland, starting in March, there 
were news stories about multiple women 
whose cervical cancer screening results 
were inaccurate or never reported to their 
physicians. Each of these women had 

learned that they had cervical cancer that 
was untreatable, even though they had 
undergone cervical cancer screening in 
earlier years. Named in the news cover-
age were Quest Diagnostics and Sonic 
Healthcare, the two labs contracted by the 
Irish Health Service to perform all cervical 
cancer screening tests for the nation. Source 
of the errors has not yet been reported pub-
licly. (See TDR, July 9, 2018.)

Then, in early summer, a series of 
news stories reported on the discovery 
that the head of pathology at Veterans 
Health Care System of the Ozarks in 
Fayetteville, Ark., was believed to have 
misdiagnosed patients for several years. At 
least three patients died and 11 had seri-
ous consequences. The VA was reviewing 
33,000 cases that this pathologist had han-
dled. (See TDR, Oct. 1, 2018.) 

k7
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HDL’s Mallory, BlueWave, Lose 
Federal Case of Lab Fraud, Abuse 

If it was justice long overdue, it was 
justice, nonetheless. On Jan. 31, 2018, a 
jury in federal court found several prin-
cipals of the once-high-flying Health 
Diagnostic Laboratories, Inc. (HDL), of 
Richmond, Va., to be guilty of violating 
the federal False Claims Act (FCA). 

The jury found Tanya Mallory, the 
founder and former CEO of HDL, guilty 
of violating the FCA. Also found guilty 
of violating the FCA were Floyd Calhoun 
Dent III and Robert Bradford Johnson. 
Dent and Johnson had served as sales rep-
resentatives for HDL while working for 
their company, BlueWave Healthcare 
Consultants, which was HDL’s former 
marketing partner.  

In the sentencing phase, the judge 
ordered the three individuals to pay a 
total of about $54 million. This included 
restitution and treble damages, as allowed 
under the FCA. A portion of this amount 
was associated with BlueWave’s mar-
keting of lab test services for Singulex, 
another specialty heart testing lab. (See 
TDR, Feb. 12, 2018.)

The outcome of this trial was wel-
comed by many clinical lab executives, 
pathologists, and their attorneys. It was 
evidence that when federal prosecutors 
press charges against those individuals 
who operate lab testing companies in 
violation of federal law, they can recover 
substantial recoupment and penalties. 

k8
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Private Payers File More Lawsuits 
Against Tox Labs, Rural Hospitals

Pass-through billing schemes were 
a common theme of the many lawsuits 
filed this year by different private health 
insurers against small hospitals and the 
lab testing companies that used the hos-
pitals to bill for the toxicology and phar-
macogenomic tests they performed. 

During 2018, a growing number of 
health insurers filed lawsuits generally 
alleging fraud and overbilling in contrac-
tual arrangements where lab companies 
offering tox and PGx testing used agree-
ments with community hospitals as a way 
to access the hospital’s in-network contract 
status for submitting laboratory test claims 
to the payers. 

The Dark Report investigated one 
such scheme, based on the lawsuit that 
UnitedHealthcare (UHC) filed against 
Next Health, LLC, of Dallas. UHC claimed 

it had paid Next Health $100 million for 
what it said were fraudulent clinical labo-
ratory test claims. (See TDR, Jan. 22, 2018.)

During the year, TDR reported on 
similar lawsuits claiming fraud from pass-
through billing arrangements involving 
lab companies and community hospitals. 
The toxicology and PGx sector of clinical 
lab testing has seen widespread fraud and 
abuse in recent years. It seems that 2018 
was finally the year when a number of 
health insurers were ready to take legal 
action against these entities. (See TDRs, 
Mar. 5, May 7, and Aug. 30, 2018.)

This widespread fraud has conse-
quences. Payers often enact onerous cov-
erage requirements to stamp out fraud, 
or enact deep cuts in reimbursement for 
CPT codes involved in these scams. That 
makes it tough on compliant labs.

k9
TOP  TEN

2018

Theranos Goes Out of Business, 
Former CEO Faces Criminal Charges

This was the year that federal officials 
piled on to the now-defunct Theranos, 
a lab testing company that was once the 
darling of Wall Street and the media. 

On March 14, the federal Securities 
and Exchange Commission charged 
Theranos, ex-CEO Elizabeth Holmes, 
and ex-COO Ramesh “Sunny” Balwani 
with “massive fraud.” 

Next, on June 14, prosecutors from 
the federal Department of Justice 
announced criminal charges against 
Holmes and Balwani. Each faces two 
counts of conspiracy to commit wire 
fraud and nine counts of wire fraud. 

In what was the final curtain for the 
company itself, on Sept. 5, David Taylor, 

the firm’s CEO and General Counsel, 
announced that Theranos would be dis-
solved later that week and its remaining 
cash on hand of $5 million would be dis-
tributed to unsecured creditors. (See TDRs, 
Mar. 26, Jun. 18, and Sept. 10, 2018.)

All that remains is for federal regula-
tors and prosecutors to pursue their respec-
tive cases against Holmes and Balwani. 
Meanwhile, there are two last acts for 
Theranos yet to come. First will be a doc-
umentary of Theranos that will be shown 
at the Aspen Film Festival in January. The 
second is a movie about Theranos and 
Holmes, titled “Bad Blood.” The screen 
play is being written and production of the 
film will start when the script is ready.  TDR
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To shorten the time for cancer 
diagnoses, the United Kingdom’s 
National Health Service (NHS) will 

open five new digital pathology and imag-
ing centers that will use artificial intelli-
gence. The digital pathology and imaging 
centers will open in Coventry, Glasgow, 
Leeds, London, and Oxford. 

Last month, the UK government 
announced that it will invest £50 million 
($68.9 million) in the five centers. The 
money comes from a fund that aims to 
bring together representatives from aca-
demia, the charitable sector, and industry. 
Those involved in the project say the goal is 
to transform digital diagnostics in health-
care to benefit patients by streamlining and 
modernizing these processes.

The UK is suffering through a severe 
shortage of anatomic pathologists (which 
in the UK are called histopathologists). The 
shortage delays cancer diagnoses. iNews 
reported that in July, the National Health 
Service recorded its worst cancer treat-
ment waiting times when more than 3,000 
people had been waiting more than two 
months to start treatment for cancer. NHS 
has set a target for 85% of patients to begin 
such treatment within 62 days of getting a 
referral from a general practitioner.

Few patients in the United States would 
tolerate such long wait times to learn their 
cancer diagnosis and start treatment. 

It could be that the announcement last 
week to open five new digital pathology 
and imaging centers is one way to make the 
current number of pathologists more pro-
ductive at diagnosing cancer cases. If so, 

then the government is betting that com-
bining digital pathology technology with 
artificial intelligence can help reduce the 
backlog of cancer cases awaiting diagnoses. 

For pathologists in the United States, 
this experiment in the use of technology 
is worth watching to see if the use of such 
technology does in fact improve the speed 
of diagnosis and increase pathologists’ pro-
ductivity without compromising accuracy.

kInvesting in Digital Pathology
In the U.S., HealthITNews reported that 
companies working with the Northern 
Pathology Imaging Cooperative in Leeds 
said that, in addition to the £50 million 
investment from the UK government, 
the cooperative would invest £7 million 
($9.08 million) in the program. Dr. Darren 
Treanor, a pathologist with the Leeds 
Teaching Hospitals NHS Trust, is leading 
the initiative. 

“This new northern cooperative will 
allow us to use digital pathology to help 
patients across the region, and provide a 
platform on which we will develop artifi-
cial intelligence tools for pathology diagno-
sis to be used around the world,” Treanor 
said. 

The UK investment in these five  
centers could be an example of govern-
ment efforts to show UK citizens that the 
government is doing something to solve 
the problem of long delays for cancer 
diagnoses, even if these centers will not 
begin producing diagnoses for at least a 
year or more.� TDR

—Joseph Burns

UK’s NHS to Build Five New 
Digital Path and Imaging Centers

Facing a shortage of histopathologists, NHS may  
want to use digital systems and AI to speed diagnoses 

Pathology Updatekk
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UHC Reportedly Cutting 
Ties with Regional Labs
kIn past month, UnitedHealthcare sent notices  
to exclude independent labs from its networks

kkCEO SUMMARY: By cutting out smaller, regional labs, 
UnitedHealthcare appears to want to shift an unknown percentage 
of its lab test volume to Quest Diagnostics Inc., which it recently 
restored to its national provider network. Clinical lab directors 
should be concerned about this development because UHC is the 
nation’s largest health insurer and because other health insurers are 
likely to follow its lead. Another factor may be UHC’s goal of getting 
more accurate and complete lab test data from national labs. 

One of the nation’s largest 
health insurers is taking steps to 
jettison smaller and regional labo-

ratories from its network as it prepares 
to hand over a big part of its business to 
Quest Diagnostics, according to labora-
tory consultants. 

In the past few months, 
UnitedHealthcare (UHC) has been put-
ting its new partnership with Quest into 
place. On Jan. 1, 2019, Quest will become 
a preferred, in-network provider for 
approximately 49 million UHC members 
nationwide. Laboratory Corporation of 
America is already a national provider 
for UHC.

“We’re fielding some concerned calls 
from regional, non-national laboratories 
indicating that their UnitedHealthcare 
contracts are being terminated,” said 
Andrew Stimmler, Managing Partner of 
the Shipwright Healthcare Group, LLC, 
a lab consulting company in Greensboro, 
N.C. 

“Some labs getting these termination 
letters have been in-network UHC pro-
viders for a decade or longer,” added 

Shipwright Managing Partner Steve 
Stonecypher. 

Asked to comment, UnitedHealthcare 
said it was preparing a response to ques-
tions The Dark Report sent. As of 
press time, the health insurer had not yet 
responded.

Labs should be concerned about this 
development for two reasons, Stimmler 
and Stonecypher commented. First, with 
almost 49 million members, UHC is the 
largest health insurer in the United States, 
and second, other health insurers could 
follow suit. 

kAetna Culled Labs in Past Years
Years ago, Aetna underwent a similar 
culling of in-network labs and may do 
so again given that it has a new con-
tract it signed with LabCorp earlier this 
year. Both new lab contracts (Quest with 
UnitedHealthcare and LabCorp with 
Aetna) will be effective Jan. 1.

In 2007, both Quest and LabCorp 
locked up exclusive deals with the health 
insurers when LabCorp partnered with 
UHC and Quest joined forces with Aetna. 
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Since then, smaller, regional laboratories 
and some hospital lab outreach programs 
have filled the gaps in UHC’s network, 
particularly in geographic areas where 
LabCorp and Quest were not present. 
But now UHC appears to be moving  
its business toward the two largest lab 
companies, Stimmler and Stonecypher 
said.

“These moves potentially signal the 
first fallout of the pending addition of 
Quest Diagnostics to the UHC’s network,” 
Stimmler explained. “For labs that are los-
ing these contracts—some of which have 
been in place for longer than 10 years—
UHC is citing the need ‘to adapt to the 
ever-changing healthcare environment’ as 
the reason for terminations.”

kChanges at Aetna, UHC
In May, Quest announced that it will lose 
its exclusive contract with Aetna but will 
become a preferred provider for UHC. 
At the time, LabCorp also announced 
that its 10-year-old exclusive lab testing 
agreement with UHC was ending and 
that it would be an in-network provider 
for Aetna. 

When it announced the new deals, 
UHC said its lab services contracts “will 
include a broad range of value-based pro-
grams” and that it will use lab test data “to 
drive more personalized care support.”

“One obstacle for smaller and regional 
labs is that many cannot provide the data 
health insurers may soon demand in their 
efforts to succeed under value-based con-
tracts,” explained Stimmler. “But LabCorp 
and Quest can deliver consistent volumes 
of data to payers. 

“UnitedHealthcare has an increasing 
appetite for lab test data in part because 
it has a subsidiary—Optum Healthcare,” 
he added. “Optum is a health informa-
tion technology company that special-
izes in using data to manage costs and 
quality associated with certain disease 
states. This need for data is one reason 
UnitedHealthcare wants accurate and 

complete sets of lab test results on all of 
its beneficiaries.”

Stonecypher agreed, saying another 
reason UHC may be cutting labs from its 
network is the need to contain costs and 
promote quality initiatives. “These deci-
sions are not about any one lab’s capabili-
ties as much as they are about the volume 
that these two large lab companies bring 
to the table,” he explained. 

“Consider the New York City 
area, for example,” he added. “If you’re 
UnitedHealthcare, do you want data from 
30 different labs in 30 different formats? 
Or do you want most, if not all, of that data 
coming from larger labs, who can deliver 
everything you need in the correct format?” 

The decisions to cut certain labs could 
be an early signal that more changes will 
result from UnitedHealthcare contracting 
with both national labs for the first time 
in 11 years. “This may be the first round 
under the new contracts,” he commented. 
“And it shows that all—or at least most—
of the lab work is being promoted to the 
bigger labs. 

kStandardized, Complete Data
“From LabCorp and Quest, payers get 
large quantities of data in single files,” 
Stonecypher added. “Typically, smaller 
labs have trouble providing the data pay-
ers need in the normalized way that large 
health plans want. 

“The smaller labs have trouble match-
ing what LabCorp and Quest provide 
because labs and other healthcare pro-
viders are big data companies,” he com-
mented. “That’s essentially what labs are, 
data companies that do lab testing.” 

“Quest and LabCorp will have massive 
amounts of useful lab test utilization data 
that will be of great value to UHC versus 
the somewhat limited and disparate infor-
mation that regional labs might offer,” 
observed Stimmler. “That data proposi-
tion makes Quest and LabCorp far more 
attractive as network labs to larger health 
insurers than most regional labs, regard-
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less of how long they’ve been in business 
or how many years they have worked with 
UHC.”

Earlier this year, Quest Diagnostics 
and LabCorp characterized the new deals 
with UHC and Aetna as being about 
delivering value-based care, which for 
insurers means low costs, high customer 
service, and reams of data to help the 
insurers fill gaps in care.

kHorizon Includes National Labs
Not only did UnitedHealthcare and Aetna 
announce that they had entered into 
agreements with both LabCorp and Quest 
to be providers in their respective net-
works, but just weeks later, Horizon Blue 
Cross Blue Shield of New Jersey issued 
a press release stating that its network 
would now include LabCorp and Quest 
Diagnostics. (See TDR, July 20, 2018.)  

The fact that all three major health 
insurers—after excluding one of the 
national labs from their respective net-
works for more than a decade—took steps 
to restore that lab as a network provider is 
significant. As Stimmler and Stonecypher 
noted, two obvious reasons may have 
motivated these actions. 

One is the benefit from the lower test 
prices that the restored national lab offers, 
compared to regional labs. Second is the 
benefit of getting regular feeds of utilization 
data and lab test results that are more com-
plete and more uniform than what these 
health insurers get from regional labs.

But another reason behind these deci-
sions to include both national lab com-
panies to their provider panels may be 
the growing use of value-based payments 
to other providers. Payers may see that 
the national labs are better positioned to 
support physicians that have value-based 
payment arrangements� TDR

—Joseph Burns
Contact Andrew Stimmler at astimmler@
shipwrighthg.com or 267-297-0090; and 
Steve Stonecypher at 980-444-3296 or 
sstonecypher@shipwrighthg.com.

Do Non-Network Labs 
Have Alternatives?

When a health plan cuts labs from its 
network, there are steps the labs can 

take. “But it is best that labs prepare before 
a payer makes such a move,” said Steve 
Stonecypher of the lab consulting firm 
Shipwright Health Group.

“It is a smart strategy to identify the 
advantages your lab brings to a health plan,” 
he advised. “Your lab needs some signifi-
cant factor in its favor—something besides 
geography. 

“Does your lab do something different 
to control costs, for example? If so, then 
highlight that,” he continued. “Does your lab 
have a big specialty group or a large health 
system under contract? If so, that would be 
important to mention to payers. 

“Does your lab have key clinical opinion 
leaders on your side?” he asked. “If so, 
bring them into the discussion or have them 
at least write letters to the health insurer on 
your behalf. 

“It is essential to have already prepared 
an analysis of the strengths and weaknesses 
in your market,” noted Stonecypher. “This 
should be updated on an ongoing basis 
because UnitedHealthcare is not the only 
health plan that will look to eliminate high-
cost labs, even if they do good work.” 

Shipwright’s Andrew Stimmler agreed. 
“It’s a good idea to be pre-emptive with 
all of your lab customers. What are your 
pathologists doing to help reduce costs, 
for example, both within the lab and with 
referring physicians? What is your lab doing 
to support value-based care contracts? How 
does the role you play in your community or 
geography make you distinct or unrivaled?

“Your lab should consider your singu-
lar or unusual value proposition because 
LabCorp and Quest have largely complete 
service footprints nationwide and are more 
cost competitive than most smaller regional 
labs,” concluded Stimmler. 
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Boyce & Bynum Sells
to Quest Diagnostics
kReasons for the sale include Medicare fee cuts, 
less private payer reimbursement, more competition

kkCEO SUMMARY: With the year end approaching, lab buyers 
and sellers are working to finalize deals that may have been in 
discussion for months. The first big lab acquisition for this sea-
son came on Nov. 27, when Quest Diagnostics announced it was 
acquiring Boyce and Bynum Pathology Laboratories of Columbia, 
Mo. The pathologists will keep their private group practice and 
separately sold the Boyce and Bynum long-term care business to 
Gamma Healthcare of Poplar Bluff, Mo.

Once again, the end of the cal-
endar year is a time when acquisi-
tions become common. The first big 

acquisition announced this season was 
Quest Diagnostics’ purchase of Boyce and 
Bynum Pathology Laboratories (BBPL) 
in Columbia, Mo. 

Announced on Nov. 27, specific terms 
of the sale were not disclosed. Founded in 
1965, BBPL has been the major indepen-
dent clinical laboratory company in cen-
tral Missouri. Quest has a large regional 
laboratory facility in St. Louis, about two 
hours away from Boyce and Bynum in 
Columbia, Mo. Thus, it is probable that 
much of BBPL’s lab testing will be shifted 
to that and other Quest lab sites and the 
facilities in Columbia will be downsized. 

kCore Lab in Columbia, Mo.
BBPL employs 20 board-certified patholo-
gists and more than 350 medical, technical, 
and support staff. The clinical lab company 
does 95% of its testing in its core lab facility 
in Columbia and has 21 patient service cen-
ters in Missouri, Arkansas, and Oklahoma.

In the press release describing the 
transaction, it was stated that Quest 

was not purchasing Boyce and Bynum’s 
anatomic pathology division (Boyce 
and Bynum Pathology Professional 
Services), nor its long-term care (LTC) 
division, which serves hundreds of nurs-
ing homes and similar facilities. 

kPathologists Keep the Group 
It is common for the pathologists who 
own an independent clinical laboratory 
company to keep their professional group 
practice when selling the lab. Also, the 
fact that Quest did not want the long-
term care business is consistent with the 
actions of the two national lab companies 
since the mid-1990s.

The two billion-dollar lab companies 
do not want long-term care clients because 
of two factors: the costs of serving nursing 
homes are substantial, and many nursing 
homes are located in smaller communities 
or rural areas, which further adds to the 
expense for a lab to service them.

Thus, the interesting side note to the 
sale of Boyce and Bynum to Quest is the 
fact that, about one week prior to this 
sales agreement, BBPL sold its long-term 
care business to Gamma Healthcare. At 
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the time of this sale, BBPL was serving 
about 500 nursing homes and other long-
term care facilities. Gamma Healthcare, in 
Poplar Bluff, Mo., says it is a provider of 
laboratory and radiology services for long-
term care facilities in the Midwest.

BBPL has pathologists on staff at 26  
hospitals and clinics, although that part of 
the business will not go to Quest. Instead, 
those pathologists will remain in their 
positions, according to sources familiar 
with the deal Quest made.

Why a successful independent lab com-
pany would sell out to a large lab company 
after having annual growth rates of 10% to 
20% in recent years is a cautionary tale for 
all clinical laboratories. Sources told The 
Dark Report that the lab lost approxi-
mately $1 million in profit in its long-term 
care division this year due to changes 
Congress and the federal Department of 
Health and Human Services (HHS) made 
to Medicare Part B clinical laboratory fees 
under the Protecting Access to Medicare 
Act (PAMA). 

kPAMA Fee Cuts a Factor
Under PAMA, HHS cut what it pays labs 
for clinical lab testing by 10% from what it 
paid for those same tests in 2016. Further, 
BBPL anticipated similar reductions from 
Medicare lab price cuts in 2019, given the 
lack of interest at the federal legislative 
level to address the flawed implementa-
tion of PAMA data collection and pricing 
analysis.

In addition to the financial impact of 
PAMA to its LTC division, BBPL saw sev-
eral larger commercial payers seek similar 
reimbursement reductions as often hap-
pens when private health insurers tie their 
reimbursement to Medicare reimburse-
ment schedules. The state of Missouri fur-
ther sought a 30% reduction in Medicaid 
lab reimbursement without input from 
the laboratory community.

The Dark Report has been told that 
one factor in the decision to sell to Quest 
was that Quest was interested in bolstering 

its pathology resources in this region. One 
source said she believed that Boyce and 
Bynum Pathology will be the exclusive 
providers for Quest in the Missouri area 
and in the surrounding states. 

She added that Quest’s AmeriPath 
pathology group in Greater Kansas City 
recently “imploded.” The Dark Report 
has not yet verified that statement. 

kUnitedHealth Contract
Also mentioned was the opportunity that 
Quest may have because it is again a net-
work provider for UnitedHealthcare. 

“In Missouri, the fact that Quest will 
be in-network with UnitedHealthcare 
could benefit BBPL’s clinical lab busi-
ness directly, especially if Quest takes 
business away from LabCorp,” sources 
said. “If Quest scoops up much of the 
UnitedHealthcare business that has been 
going to Laboratory Corporation of 
America, the pathologists at Boyce and 
Bynum Pathology Professional Services 
(BBPPL) would get a substantial increase 
in tissue volume. 

“Plus, in Missouri, Quest has 45 sales 
people where BBPL has a limited sales force. 
Quest will be able to saturate the mar-
ket a bit better than BBPL has done sim-
ply because Quest has a much larger sales 
force,” sources added. For all these reasons, 
the pathologist-owners of BBPL decided to 
focus their efforts on professional services, 
which means that in some ways they are 
returning to their roots, sources concluded.

kClinical Trials Business 
“In addition, BBPPL has built a rela-

tively strong clinical trials book of business 
that it can continue to use to boost its reve-
nue,” said one source. 

“And now the pathologists at BBPPL 
will no longer need to worry about all the 
day-to-day problems associated with run-
ning a clinical laboratory in these challeng-
ing times.”� TDR

—Joseph Burns
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Sonic to Pay $540 Million 
to Buy Aurora Diagnostics
kAustralian lab company plans to integrate  
anatomic pathology with clinical pathology

kkCEO SUMMARY: Sonic Healthcare, Ltd., announced that it 
would pay $540 million—a multiple of 9.2 times EBITDA—to 
acquire Aurora Diagnostics, the anatomic pathology company 
based in Palm Beach Gardens, Fla. Sonic will gain 32 pathology 
practice sites and add 220 pathologists to its network of regional 
clinical and pathology laboratories. The transaction marks the 
end of a pathology company that struggled to achieve sustained 
financial success. 

In yet another year-end transac-
tion this month, Australia’s Sonic 
Healthcare Ltd. of Sydney, Australia, 

agreed to buy all of Aurora Diagnostics 
LLC, of Palm Beach Gardens, Fla., for 
$540 million. 

In an announcement Dec. 12, Sonic 
said it expects to complete the deal next 
year, pending antitrust and other reviews. 
It will mark the end of the independent 
life of Aurora Diagnostics, a company 
founded in 2006 to acquire and man-
age anatomic pathology group practices. 
Aurora says it has 220 pathologists in 32 
practices located nationwide.  

kStruggling Pathology Firm
Since its inception, Aurora Diagnostics 
has struggled to find an effective, prof-
itable business model. Observers noted 
that it often paid premium prices to 
acquire private practice pathology groups. 
Because many of these groups were serv-
ing community hospitals, it was difficult 
to generate the successive year-over-year 
increases in specimen volume and reve-
nue that would satisfy investors. 

For this reason, each time Aurora’s 
private equity owners attempted to sell 
the company over the past 10 years, there 
was little interest among potential buyers. 

Despite this history, the soon-to-be-new 
owners of Aurora Diagnostics are excited 
about this transaction. Sonic Healthcare 
considers this an opportunity to combine 
anatomic pathology services with its exist-
ing clinical laboratory capabilities in ways 
that will benefit its clients. 

“We see a convergence of anatomic 
pathology (AP) and clinical pathology 
(CP)—including molecular and genet-
ics—here in the United States,” stated  
Jerry Hussong, MD, Sonic’s Chief Medical 
Officer, who as of Jan. 1 will become the 
CEO of Sonic Healthcare USA. 

“We think pathologists have great value 
as members of the healthcare delivery 
team,” Hussong said in a written response 
to questions from The Dark Report. 
“Within Australia, Sonic Healthcare holds 
the number one market position in both 
AP and CP. It operates with anatomic and 
clinical pathologists residing in the same 
laboratories and practicing together.
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“In a similar way, we believe the acqui-
sition of Aurora Diagnostics will allow us 
to integrate the AP and CP markets and 
build upon these synergies within the 
United States,” he said. “Sonic does not 
plan to close any of the practices Aurora 
operates.”

If this synergy is successful, then the 
two companies might be a better fit than 
if another lab, or an investment company, 
acquired Aurora. That’s because any other 
acquiring company might struggle to get 
a return on its investment given Aurora’s 
recent financial problems.

kLosses in Recent Years
Last year, for example, Aurora reported 
that in 2016 it had a net loss of $29 million 
on revenue of $284 million. When added 
to the losses the company incurred since 
2012, Aurora lost a total of $401 million 
over five years. This included net losses of 
$83 million in 2015, $55 million in 2014, 
$73 million in 2013, and $161 million in 
2012. (See, “Aurora Diagnostics Acquires 
Pathology Groups, Posts Loss,” TDR, April 
17, 2017). These amounts were impacted 
by significant interest expense on debt 
and intangible asset impairments related 
to years of extensive acquisition activity, 
Sonic said in its written response. 

kAcquisitions Last Year
Despite these losses, Aurora continued 
to acquire pathology groups. Last year it 
acquired five pathology practices:

•	 University Pathologists in Warwick, 
R.I.; 

•	 Pathology Associates of Princeton in 
Plainsboro Township, N.J.; 

•	 Cleveland Skin Pathology 
Laboratory, Inc., in Cleveland; 

•	 CytoPath in Alabaster, Ala.; and,
•	 CBM Pathology in Gaithersburg, Md. 

Earlier this year, Aurora acquired 
Cascade Pathology Services in Portland, Ore.

From 2014 to 2016 Aurora’s acquisi-
tions helped the company increase its net 

revenue from $242.6 million to $284.0 
million, an increase of 17%, according to 
Randy Durig who wrote about Aurora for 
for the stock site, Seeking Alpha.

For pathologists and lab execu-
tives watching the valuation of clinical 
and pathology laboratories, the Sonic–
Aurora Diagnostics transaction provides 
an interesting insight about the current 
state of the laboratory marketplace. In its 
announcement about the deal, Sonic said 

Sonic’s CMO Lays Out 
Benefits of Acquisition

In an email to The Dark Report, Sonic 
Healthcare USA’s Chief Medical Officer 

Jerry W. Hussong, MD, explained 
that Sonic’s acquisition of Aurora 
Diagnostics will allow Sonic to add 
some 200 pathologists to its current 
team of pathologists. Sonic Healthcare 
USA has pathologists operating at 
CBLPath in Rye Brook, N.Y., at Sunrise 
Medical Laboratories on Long Island, 
and at Clinical Laboratories of Hawaii, in 
Honolulu, Hussong said. 

“We see pathologists as natural 
leaders in the laboratory space—as 
laboratory directors and team build-
ers—in addition to their professional 
roles in AP and CP,” he said. “They will 
become integrally involved with our 
lab operations and businesses. This 
will enable us to ‘keep our business 
medical,’ as has been done so success-
fully by Sonic Healthcare in Australia, 
Germany, Switzerland, and the United 
Kingdom.

“As one part of our overall strat-
egy, Sonic will continue to partner, as 
appropriate, with hospitals and health 
systems,” Hussong added. “These 
partnerships will be enhanced by our 
pathologists and strengthen us as a lab-
oratory company. We do not have any 
plans to consolidate or close practices; 
this is not the reason for our acquisition 
of Aurora.”
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that Aurora had revenue of about $310 
million for the fiscal year that ended on 
Sept. 30, and of that amount, $59 million 
was earnings before interest, taxes, depre-
ciation, and amortization (EBITDA).

It also said that the $540 million that it 
would spend on Aurora represented a mul-
tiple of 9.2 times EBITDA. After one year, 
Sonic said it expects its return on invested 
capital (ROIC) in Aurora would be in the 
range of 9% to 10%. Any return in this range 
would exceed that of Sonic’s fiscal 2018 
group ROIC, the company said. 

kMore Lab Acquisitions?
Also, Sonic expects to retain capacity for 
other acquisitions, in part by raising $600 
million in Australian dollars (or $427.3 mil-
lion in U.S. dollars) in what it called a fully 
underwritten institutional placement and 
by raising $100 million Australian ($71.2 
million in U.S. dollars) through a non-un-
derwritten share purchase plan to retail 
shareholders in Australia and New Zealand. 

So why would Sonic, a company that 
operates clinical laboratories in the United 
States, be willing to invest in a large 
anatomic pathology company? Hussong 
explained that Sonic recognizes the value 
of comprehensive care delivery that spans 
a range of diagnostic services including 
AP, CP, and molecular genetics in the era 
of precision medicine and value-based 
care. 

“As a medically-led company, Sonic 
Healthcare is excited about the signing of 
a binding agreement to acquire Aurora 
Diagnostics,” he wrote in the e-mail. “This 
acquisition will allow us to build upon 
our medical leadership model. By med-
ical leadership, we mean leadership that 
keenly has a deep understanding of physi-
cians and the healthcare profession.”

Hussong is referring to the fact 
that Sonic Healthcare’s CEO is Colin 
Goldschmidt, MD, a pathologist. It is the 
only billion-dollar lab company operating 
in the United States that has a board-cer-
tified pathologist as CEO. 

Some may speculate that Sonic was 
willing to pay a strong price to acquire 
one of the nation’s largest independent 
antomic pathology companies because 
it believes that the location and hospital 
affiliations of Aurora’s pathology prac-
tices complement the regions and scope 
where Sonic has coverage with its existing 
clinical laboratory facilities. 

Economies of scale also have a role in 
Sonic’s strategic planning. Toward that 
end, Sonic said it expects to use Aurora 
Diagnostics to transform its operations 
in the United States, saying, Aurora 
“adds significant scale” to the company’s 
existing AP practices, which operate as 
CBLPath in Rye Brook, N.Y., Sunrise 
Medical Laboratories on Long Island, 
and Clinical Laboratories of Hawaii in 
Honolulu. 

The price Sonic Healthcare will pay to 
acquire Aurora Diagnostics does bring it a 
substantial volume of anatomic pathology 
work. Sonic Healthcare USA said that 
Aurora’s pathologists process about 2.5 
million accessions each year. 

Those specimens come from more 
about 23,000 referring physicians. These 
pathology groups hold contracts with 
more than 100 hospitals and health net-
works nationwide. 

kMolecular Testing Center
One asset that may have been attractive 
to Sonic is the molecular testing center 
that Aurora Diagnostics developed and 
operates in Jacksonville, Fla. 

Another aspect of this acquisition also 
is notable. Aurora Diagnostics is a sizeable 
lab company that was not acquired by 
either Quest Diagnostics or Laboratory 
Corporation of America. That may be 
evidence that Sonic believes there are 
substantial synergies it can harvest from 
buying Aurora Diagnostics.� TDR

—Joseph Burns
Contact Jerry Hussong, MD, at jhussong@
sonichealthcareusa.com or 512-439-1600. 
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That’s all the insider intelligence for this report. 
Look for the next briefing on Monday, January 14, 2019.

Pathologists at the 
Houston Methodist 
health system created 

a website that tracks con-
firmed flu cases in real time. It 
is located at: https://flu.hous-
tonmethodist.org and uses 
epidemiology data from the 
eight hospitals in the health 
system. The system updates 
every morning by polling 
the previous day’s data in the 
laboratory information sys-
tem. Wesley Long, MD, an 
Assistant Professor of Pathol-
ogy and Genomic Medicine 
at the Houston Method-
ist Research Institute, told 
Health Data Management that 
one primary goal of the sys-
tem during a flu epidemic was 
to provide physicians with 
access to accurate regional 
laboratory observation data 
to help them develop a diag-
nostic and therapeutic strat-
egy for their patients. 

kk

MORE ON: Flu Tracking 
Website
The Houston Methodist 
pathologists used an open-
source library called Chart.is 
framework to plot the data 
into HTML5-based JavaScript 
charts for web applications. 
They initiated the project 
during the 2017 flu season, 

at a time when the Hous-
ton Metro was experiencing 
a steep rise in flu cases. This 
flu-tracking website demon-
strates how it is feasible for 
clinical laboratories to extract 
information from their lab-
oratory information systems 
and present it to clinicans and 
others in different and useful 
forms. 

kk

MOMENTUM TO FIX 
DIAGNOSTIC ERRORS
Earlier this fall, ACT for Bet-
ter Diagnosis was formed as 
a coalition of 41 major health 
systems. It is participating 
with the Society to Improve 
Diagnosis in Medicine. The 
shared goal is twofold. First is 
to identify the main sources 
of diagnostic errors. Second 
is to develop solutions to 
reduce and eliminate those 
diagnostic errors. Paul Epner, 
formerly of Abbott Labo-
ratories, is the CEO of the 
Society. Epner points out that 
research indicates that errors 
in diagnosis are involved in 
about 10% of patient deaths 
and between 6% and 17% of 
adverse events in hospitals. 

kk

TRANSITIONS
• Glympse Bio of Cambridge, 
Mass., appointed Stanley Lapi-
dus as its Chairman. Lapidus 
was the founding CEO of 
Exact Sciences, Helicos, and 
SynapDx Neogenomics, Inc., 

• PerkinElmer named Prahlad 
Singh, PhD, as President and 
COO. He had been President 
of Diagnostics at PerkinElmer 
and previously held positions 
at GE Healthcare, Philips 
Healthcare, Bristol-Meyers 
Squibb, and DuPont Phar-
maceuticals.

DARK DAILY UPDATE
Have you caught the latest  
e-briefings from DARK Daily? 
If so, then you’d know about...
...how the Gates Foundation 
and the Chan Zuckerberg 
Initiative Fund are creating 
an open-source global disease 
tracker and database that may 
prove to be a useful resource 
for microbiology labs and 
clinical laboratories.
You can get the free DARK 
Daily e-briefings by signing up 
at www.darkdaily.com.
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kk �How One Health Network Lab Advances Patient Care 
by Moving Tests from Core Lab to Doctor’s Clinics.

kk �New Developments with Point-of-Care Testing: 
What All Hospital Labs Need to Know.

kk �Lab Compliance, Payer Audits Are Changing in 2019: 
What’s Tougher and How Audits Will Be Different. 

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

UPCOMING...

CMS includes hospital labs in 2019 price data reporting..
What Your Hospital Lab Needs to Know
to Report PAMA Price Data, Avoid Fines
In 2019, nearly all hospital labs will be required by CMS 
to report lab test prices paid by private payers to meet  
the PAMA law. Failure to report, or to provide  
inaccurate data, or to provide incomplete data  
can trigger federal fines of up to $10,000 per day!
To help your hospital lab get it right, we’re schedul-
ing sessions by experts in lab billing/collections, LIS 
and informatics, compliance, and legal. Included  
will be a full-day workshop on Thursday, May 2,  
to prepare your lab team to successfully report your  
lab data to CMS. Register today to guarantee your  
place at this valuable session!
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