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HHS Says LDTs 

Don’t Require  

FDA EUAs!
(see pages 3-6)
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Labs Adjust to COVID-19 as a Regular Part of Care
One interesting new development not reported much by the 
national media is that the daily number of new COVID-19 cases in the 
United States has declined steadily in the past month. It is too early to 
understand the implications of this development, but clinical lab adminis-
trators and pathologists may want to follow a basic statistic. 

Here at The Dark Report, we monitor at the CDC’s chart of the daily 
number of new COVID-19 cases. All labs testing for COVID-19 are submitting 
their test results daily to the federal government, as directed in recent legislation 
and federal rules. In theory, the daily count of new COVID-19 cases posted 
on the coronavirus pages of the federal Centers for Disease Control and 
Prevention’s (CDC) website should be as accurate as any other source tracking 
such data, such as the Johns Hopkins University Coronavirus Tracking Center.

As presented by the CDC on its website, the seven-day moving average of 
daily new SARS-CoV-2 cases in the United States peaked at 66,960 on July 
24. Today, one month later, the seven-day moving average of new COVID-
19 cases has declined to 44,700. In those four weeks, the fall-off in daily new 
cases was 29%. It is unclear if this four-week decline will continue until the 
daily number of new COVID-19 cases in the United States drops to a small 
number, thus easing the restrictions on normal business and social activity. 

The opposite may prove true. After a month or more of decline, the daily 
COVID-19 case count could increase in what would be recognized as a third 
wave. Some experts predict exactly that. They point out that—in six weeks—
October will bring the start of the influenza season.

Regardless of scenario A: that daily COVID-19 case counts continue to 
decline in coming months; or scenario B: that the flu season triggers a surge 
in daily new infections, it will be true that patients, caregivers, and employ-
ers will continue to be concerned about SARS-CoV-2 infections. One solid 
conclusion is that COVID-19 concerns will be prominent in American soci-
ety for months, if not years, into the future. 

Thus, it would be timely for clinical labs and pathology groups to factor 
this probability into their clinical and business strategies. All labs need to 
adjust to the reality that COVID-19 is now part of regular care that every 
patient receives.� TDR
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HHS ‘Stands Down’ FDA 
on Its Oversight of LDTs

kWith a 252-word statement on Aug. 19, HHS said 
lab-developed tests are not required to obtain an EUA

kkCEO SUMMARY: A directive from the federal Department of 
Health and Human Services (HHS) may have long-lasting impli-
cations for the federal Food and Drug Administration’s efforts to 
assert regulatory oversight of laboratory-developed tests (LDTs). 
In a statement last week, HHS said that labs “are not required” 
to obtain an FDA emergency use authorization or FDA clearance 
of LDTs. Clinical labs welcomed the news and experts told The 
Dark Report that this change in policy could be a significant boost 
to labs seeking to meet the demand for COVID-19 testing.

There’s a new twist in the Food 
and Drug Administration’s (FDA) 
long-running claim that it should 

oversee and approve the use of labora-
tory-developed tests (LDTs). Last week 
the federal Department of Health and 
Human Services (HHS) said clinical lab-
oratories were not required to obtain an 
emergency use authorization (EUA) from 
the FDA for their LDTs.

The HHS’ action is a welcome devel-
opment for many in the clinical labora-
tory profession. For years, labs and their 
industry associations have complained 
that the FDA’s attempts to regulate LDTs 
have been egregious examples of federal 
regulatory overreach. 

Using only 252 words, HHS said that 
any laboratory seeking an EUA for an 
LDT, or approval or clearance from FDA 

for an LDT, is not required to do so. HHS 
cited two of President Trump’s executive 
orders as granting it the authority to, 
essentially, tell the FDA to stand down on 
its efforts to regulate LDTs.

If clinical labs wish to do so, HHS 
explained, they could submit a premarket 
approval application to the FDA, make 
a premarket notification, or request an 
EUA, and the FDA will adjudicate those 
submissions. 

Issued Aug. 19 on HHS’ website is a 
statement, titled, “Rescission of Guidances 
and Other Informal Issuances Concerning 
Premarket Review of Laboratory 
Developed Tests.” A key phrase in the 
statement about LDTs is that labs “are not 
required to” seek FDA review or approval 
for LDTs (See sidebar, page 5). HHS 
issued the statement to be consistent with 
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President Trump’s executive orders 13771 
(Executive Order on Reducing Regulation 
and Controlling Regulatory Costs, issued 
in February 2017), and 13924 (Executive 
Order on Regulatory Relief to Support 
Economic Recovery, issued in May), the 
agency said. Also, HHS issued the state-
ment as part of its, “review of regula-
tory flexibilities enacted since the start of 
COVID-19.” 

kIncreased Liability
While labs may welcome the loosening of 
FDA’s LDT regulations, the change comes 
with an increased risk of liability. Any 
lab choosing to use an LDT without FDA 
premarket review or authorization would 
not be eligible for immunity protection 
under the Public Readiness and Emergency 
Preparedness Act (PREP Act) unless the lab 
gets approval, clearance, or authorization 
from the FDA, the statement said. 

The PREP Act authorizes HHS 
Secretary Alex M. Azar II to issue a decla-
ration that would provide immunity from 
any liability resulting from claims of loss. 
Such protection from immunity would 
not apply, however, if willful acts of mis-
conduct are involved, the statement said.

For labs, immunity from liability 
goes only so far, said Michael A. Noble, 
MD, Chair of the Clinical Microbiology 
Proficiency Testing Program, and of the 
Program Office for Laboratory Quality 
Management, in the Department of 
Pathology and Laboratory Medicine at 
the University of British Columbia, in 
Vancouver.

Laboratory standard-setting organiza-
tions have made it clear that a lack of reg-
ulation that requires rigorous test review 
prior to a test being sold does not mean 
the lab that developed the test is free of 
liability, Noble said. “The more you leave 
open the question of verification and val-
idation of tests, the more variability you’ll 
get with your test results,” he commented. 
“That creates a higher risk of errant results 
and a higher risk of liability.

“What HHS did is a mistake because 
it’s inconsistent with the goal of developing 
tests in a rigorous manner with the under-
standing that the results of those tests will 
be used on hundreds of thousands or mil-
lions of people,” he said. 

However, according to Roger D. Klein, 
MD, JD, a former adviser to the FDA and 
a Faculty Fellow at the Center for Law, 
Science and Innovation at the Sandra Day 
O’Connor School of Law, the liability issue 
may not be a serious one for most labs.

“Lawsuits are extremely rare against 
clinical laboratories—particularly for labs at 
academic medical centers,” he said. “Those 
labs validate all such tests, meaning they 
won’t run these LDTs unless they work 
well. Therefore, the risk of a lawsuit is low.

“For big corporate lab companies that 
run large numbers of tests, this could be 
an issue,” he added. “But for them, liability 
would be more of a consideration than a 
real concern. For COVID-19 testing, these 
labs have typically been obtaining EUAs 
and thus fall under the protections of cur-
rent PREP Act immunity.” 

kStill Subject to CLIA
Regardless of whether a lab would pur-
sue an LDT, it would still be subject to 
the regulations of the federal Centers 
for Medicare and Medicaid Services 
(CMS) under the Clinical Laboratory 
Improvement Amendments of 1988, the 
HHS statement said. 

The point about how labs need to con-
tinue to comply with CLIA may have been 
an important consideration behind why 
HHS issued the statement when it did. 
Recent developments suggest that one 
reason COVID-19 testing has lagged in 
the United States is the FDA’s insistence 
that only those LDTs that the FDA has 
reviewed and approved can be used in 
clinical care under its EUA procedures for 
testing for the SARS-CoV-2 virus. 

Late last month, for example, legal 
scholars wrote an article in the Yale Law 
Journal forum about how the FDA’s 
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actions during the coronavirus pandemic 
slowed testing nationwide. Those schol-
ars are Barbara J. Evans, PhD, JD, LLM, 
the Stephen C. O’Connell Chair at the 
University of Florida Levin College of 
Law; and Ellen Wright Clayton, JD, MD, 
a Professor of Law Health Policy at the 
Vanderbilt University School of Law. 

Although CLIA-regulated labs tradi-
tionally have responded quickly to emerg-
ing epidemics, their response was slowed 
this year after the FDA published guidance 
suggesting labs need EUAs before they can 
use LDTs, Evans and Clayton wrote.

“Many labs viewed the FDA’s 2020 
guidance documents as having a practical 
binding effect even though the FDA lacked 
clear statutory authority to require EUAs 

for LDTs developed at CLIA-compliant 
high-complexity laboratories,” they added.

“The FDA’s guidance documents led 
to decreased availability of testing, partic-
ularly in the early stages of the pandemic, 
which contributed to the catastrophic 
course of the COVID-19 pandemic in the 
United States,” they wrote. 

Evans and Clayton then went a step 
further, explaining that the FDA lacks 
authority to require EUAs for COVID-
related LDTs. They also outlined how the 
FDA’s intervention replicates protections 
CLIA already provides, they wrote.

Bruce Quinn, MD, PhD, a consultant 
to clinical laboratories at Bruce Quinn 
Associates in Los Angeles, made a similar 
point. He noted that the HHS statement 

Here is the full statement about laborato-
ry-developed tests (LDTs) issued by the 

Federal Department of Health and Human 
Services (HHS) on Aug. 19:

The Trump Administration is com-
mitted to combating COVID-19, to 
ensuring that the American people are 
protected against future pandemics, 
and to keeping duplicative regulations 
and unnecessary policies from interfer-
ing with those efforts. 

Consistent with the President’s 
direction in Executive Orders 13771 
(Executive Order on Reducing 
Regulation and Controlling Regulatory 
Costs) and 13924 (Executive Order on 
Regulatory Relief to Support Economic 
Recovery), and as part of HHS’s ongo-
ing department-wide review of reg-
ulatory flexibilities enacted since the 
start of COVID-19, the department has 
determined that the Food and Drug 
Administration (“FDA”) will not require 
premarket review of laboratory devel-
oped tests (“LDT”) absent notice-and-
comment rulemaking, as opposed to 
through guidance documents, compli-

ance manuals, website statements, or 
other informal issuances. 

Those seeking approval or clear-
ance of, or an emergency use autho-
rization (“EUA”) for an LDT may 
nonetheless voluntarily submit a pre-
market approval application, premarket 
notification or an EUA request, respec-
tively, but are not required to do so, and 
FDA will adjudicate those submissions. 

Those opting to use LDTs in their 
laboratories without FDA premarket 
review or authorization may do so 
with the understanding that they would 
not be eligible for PREP Act coverage 
absent approval, clearance, or authori-
zation and would remain subject to reg-
ulation by the Centers for Medicare and 
Medicaid Services under the Clinical 
Laboratory Improvement Amendments 
of 1988, 42 U.S.C. § 263a, and its 
implementing regulations at 42 C.F.R. 
pt. 493. 

Those with an active EUA to use an 
LDT to detect the virus causing COVID-
19 or its antibodies are unaffected by 
this announcement.

HHS: Rescission of Guidances and Other Informal 
Issuances Concerning Premarket Review of LDTs
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came one day after the Wall Street Journal 
(WSJ) published an article showing how 
testing failed in the United States since 
February. “The HHS announcement fol-
lows within days of a scathing article in 
the WSJ about the administration’s han-
dling of COVID testing,” Quinn wrote in 
an email to The Dark Report. 

That article detailed problems that 
HHS, the FDA, and the federal Centers for 
Disease Control and Prevention (CDC) 
had when introducing LDTs to identify 
SARS-CoV-2 and how those problems, 
including the FDA’s requirement that labs 
needed EUAs for LDTs, slowed testing 
nationwide for three weeks. 

kHHS Statement
Quinn made three other important points 
about the HHS statement. First, he noted 
that HHS’ guidance appears on the HHS 
COVID website, but the wording of the 
guidance appears to apply to FDA review 
of any type of LDT. Some of the ini-
tial press coverage of the announcement 
noted that the statement covers COVID 
testing but, in fact, the statement is not 
specifically limited to COVID LDTs. 

Second, Quinn said all labs should note 
that some FDA actions involving LDTs 
were consistent with its role of ensuring 
lab-test safety. “There have been times when 
FDA acted with actual safety interests, such 
as restricting the worst-performing anti-
body tests for COVID last spring,” he said. 

But then he added a caveat. “Often, 
FDA has acted against LDTs by stating 
that collection devices or other parapher-
nalia were being used off-label. Since that 
isn’t part of the LDT itself, it’s unclear if 
FDA maintains the power to take those 
types of actions,” he said.

Third, FDA review is still required in 
some cases, he added. “HHS notes that 
other policy requirements for clearance 
and emergency use authorizations may 
still apply, for example, where they are 
already written into last spring’s coverage 
and payment laws for COVID tests.”

While some regulations remain in 
place, clinical labs are likely to welcome 
the new HHS action, Klein said. “What 
this statement does is confirm flexibility 
for labs, particularly for smaller labs and 
academic medical centers,” he noted. 

“Most labs often want to revise the tests 
that have EUAs to make them run more 
efficiently,” Klein added. “But the EUA 
requirements prevent tinkering. Now, labs 
will be able to adjust these tests as needed. 

“The HHS statement could have 
a significant effect on labs and this is 
really important, particularly if those labs 
want to subtly deviate from the proce-
dure specified in the EUA,” he explained. 
“Previously, they could not do that 
because, if they did, the test would no lon-
ger fall within the parameters of the EUA.

“In that way, the HHS statement will 
help labs that purchase tests which don’t 
fit into their workflows or for which they 
can’t meet the exact EUA specifications of 
a test within their laboratories,” he added. 

“For example, some labs might not be 
able to do the extraction method. In those 
situations, what commonly happens with 
FDA-cleared or approved tests is that the 
lab will fine-tune those tests either to meet 
their workflows or to make them perform 
better. The HHS statement allows that to 
happen,” he noted. 

kWelcome News from HHS
“Another example could be when a lab 
buys a test from an IVD manufacturer, but 
maybe there’s a reagent shortage for that 
test,” he said. “Under the previous rules, 
the lab would be unable to run that test. 
But now, they can use the same reagent 
from another manufacturer. 

“Plus, labs would have the ability to val-
idate that test independently and not have 
to submit it to the FDA for review, which 
is an enormous burden on labs using some 
tests, particularly smaller labs.” 	  TDR

Contact Bruce Quinn, MD, at 323-839-8637 
or bruce@brucequinn.com; Roger Klein, 
MD, JD, at roger@rogerdklein.com.
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Pass-through lab test billing 
schemes involving rural hospitals 
and $1.4 billion in fraudulent lab 

test claims are at the core of multiple 
indictments announced recently by the 
federal Department of Justice (DOJ). 

Ten individuals—including laboratory 
owners, billing company executives, and 
hospital administrators—were charged in 
an elaborate pass-through billing scheme 
using four rural hospitals in three states to 
submit fraudulent bills for laboratory test-
ing, federal officials announced June 29. 

k$1.4 Billion in Test Claims 
In a 40-page indictment, the DOJ alleged 
that from November 2015 through 
February 2018, the conspirators billed 
commercial insurance companies about 
$1.4 billion for fraudulent laboratory test-
ing claims and were paid $400 million. 

Filed in U.S. District Court for the 
Middle District of Florida in Jacksonville, 
the indictment named the conspirators as:

•	Jorge Perez, 60 
•	Ricardo Perez, 57 
•	Aaron Alonzo, 44 
•	Nestor Rojas, 45, and
•	Neisha Zaffuto, 44, all of Miami; 
•	Seth Guterman, 54, of Chicago 
•	Aaron Durall, 48, of Parkland, Fla.
•	Christian Fletcher, 34, of Atlanta
•	James Porter Jr., 49, of Ocala, Fla., and
•	Sean Porter, 52, of Crystal River, Fla. 

Through their attorneys, these defen-
dants have denied the charges when con-
tacted by the press for their comments.

Readers of The Dark Report may 
recall some of these names from previous 
coverage of this type of scheme in 2018. (See  
TDR, “Insurers Sue to Challenge Pass-Through 
Bill Schemes,” May 7, 2018; “Why Lab 
Companies Buy Bankrupt Rural Hospitals,” 
May 29, 2018; “Rural Hospital Group Says 
Lab Billing Model Is Legal,” July 9, 2018; and 
“Attorney Explains 70/30 Rule, Pass-Through 
Bill Arrangements,” July 9, 2018.)

kPass-Through Billing
Using management companies they owned, 
the conspirators took over small rural hos-
pitals that were struggling financially and 
then used those hospitals to submit fraud-
ulent lab-testing bills to commercial health 
insurers, the indictment alleged. 

The bills for millions of dollars of 
expensive urinalysis drug tests and blood 
tests were conducted mostly at outside lab-
oratories that the conspirators controlled 
or were affiliated with, court documents 
show. Most of the laboratory tests were 
medically unnecessary, the DOJ alleged.

It was after 2010 when fraudsters 
began to target financially-struggling 
rural hospitals. They would either obtain 
management contracts to operate the 
hospital or would purchase the hospital. 
Rural hospitals were the ideal platform for 
the pass-through billing scheme because 
private health insurers would reimburse 
nearly all clinical services at higher rates. 
This was because insurers knew the hos-
pitals were often the only local source of 
medical services in a community and that 

DOJ Indicts Ten Individuals for 
Pass-Through Lab Test Billing

Defendants alleged to have used rural hospitals to 
submit $1.4 billion of lab test claims to private payers

Legal Updatekk
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the rural hospitals had much higher costs 
to provide these services.  

The indictment describes how the con-
spirators also used billing companies they 
controlled to submit the bills on behalf of 
the hospitals. “While outside laboratories 
did most of these lab tests, the conspirators 
allegedly billed private insurance compa-
nies as if these laboratory tests were done at 
the rural hospitals,” the DOJ explained.

The four hospitals named in the 
indictment were: 

•	25-bed Campbellton-Graceville 
Hospital in Graceville, Fla.; 

•	40-bed Regional General Hospital in 
Williston, Fla; 

•	49-bed Chestatee Regional Hospital 
in Dahlonega, Ga.; and,

•	25-bed Putnam County Memorial 
Hospital in Unionville, Mo.
“The rural hospitals had negotiated 

contractual rates with insurers that pro-
vided for higher reimbursement than if 
the tests were billed through an outside 
laboratory,” court documents show.

kAllegations of Kickbacks
To obtain the urine and other specimens 
for clinical laboratory testing, the con-
spirators paid kickbacks to recruiters and 
healthcare providers, most of whom were 
affiliated with sober homes and substance 
abuse treatment centers. After collecting 
the proceeds, the conspirators engaged in 
a sophisticated money-laundering scheme 
to distribute the fraudulent proceeds, the 
DOJ alleged. 

Among the charges the DOJ listed in 
the 23-count indictment were conspir-
acy to commit healthcare fraud and wire 
fraud, substantive healthcare fraud, con-
spiracy to commit money laundering, and 
substantive money laundering. 

The indictment also includes seven 
pages listing the assets the defendants 
could be required to forfeit if found guilty. 
The list of assets includes millions of 
dollars in funds acquired through the 
scheme, jewelry, high-end automobiles, 
and real property.� TDR

Fraudsters Targeted 
Rural Hospitals

Rural hospitals made ideal vehicles for 
healthcare fraud because so many of 

them were—and continue to be—in dire 
financial straits. At the same time, the 
local communities they serve are looking 
for any solution that can keep their com-
munities’ only healthcare provider open 
and functioning. 

Thus, when a smooth-talking fraud-
ster showed up with a business plan that 
promised to bring in millions of dollars in 
profitable revenue, hospital boards and 
community leaders were all too eager to 
sign-up to keep their hospital open and 
providing care. 

Pass-through billing schemes are the 
most common way dishonest operators 
generate revenue. The other factor that 
enables this scheme is that rural hospitals 
typically are in-network for all health plans 
and paid much higher rates for all services, 
since a 25-bed rural hospital does not have 
the economies of scale as would a 500-bed 
hospital. Thus, not only did the fraudsters 
have an entity that could bill any health 
insurer, but they could bill at highly-inflated 
prices and be paid much more money 
per claim than would be true for larger 
hospitals. 

The scale of this fraud is astonish-
ing. The Dark Report wrote about Blue 
Cross Blue Shield of Mississippi suing 
29-bed Sharkey-Issaquena Community 
Hospital in Rolling Fork, Miss.; and four 
Texas-based toxicology lab companies for 
submitting $39 million in lab test claims 
(for toxicology tests) in just 120 days! 
(See TDR, June 5, 2017.)

The Dark Report also wrote about 
Aarron Durall’s pass-through billing 
arrangement with 37-bed Sonoma West 
Medical Center (SWMC) in Sebastopol, 
Calif. In 2018, Anthem, Inc. sued to 
recover $16 million for toxicology testing. 
(See TDR, Aug. 20, 2018.) 
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Specimen Volume Returns 
at Dallas-based ProPath
kDespite the pandemic, patient visits to doctors  
are increasing, generating more case referrals

kkCEO SUMMARY: Like other physician specialties, anatomic 
pathology saw a dramatic collapse in the number of daily 
procedures with a corresponding decline in cash flow as the 
COVID-19 pandemic hit with full force in March, April, and 
May. The good news is that the daily volume of tissue referrals 
is increasing steadily as patients decide it will be safe to visit 
their physicians. In Dallas, ProPath, a private practice with 50 
pathologists and 500 employees, reports that its daily flow of 
tissue cases is back to 95% of pre-pandemic levels.

As patients return to physicians’ 
offices and as hospitals in most 
regions again perform elective 

procedures, the daily volume of ana-
tomic pathology tissue referrals has been 
climbing back to pre-pandemic levels. 

This is a welcome development for 
the pathology profession, still attempting 
to recover financially from the extreme 
collapse in the volume of tissue referrals 
and cash flow from March through June.

As of July, many pathology groups 
reported increased volumes of daily test 
referrals after governors eased restrictions 
on social and business activities. Patients 
were encouraged enough to begin return-
ing to their physicians for normal screen-
ing and other preventive services. At 
ProPath in Dallas, the daily volume of 
case referrals has returned and so has 
revenue, said Cory A. Roberts, MD, the 
group’s President, Chairman, and CEO. 

In February, when the number of cases 
of COVID-19 were rising in the United 
States, Roberts told the ProPath team 
that some staff and some of the group’s 
50 physicians would be furloughed and 

that the group would need to conserve 
cash to survive the pandemic. (See, “To 
Stay Afloat, Dallas AP Group Cut Staff, 
Payroll,” TDR, May 11, 2020.) 

One of the nation’s largest physi-
cian-owned pathology groups, ProPath 
has almost 500 employees, including sales 
and support staff in 10 states. Its 50 
pathologists serve as medical directors in 
26 Texas hospitals. 

Earlier this month, Roberts told The 
Dark Report that specimen volume at 
ProPath had returned to about 95% or 
more of pre-pandemic levels, and revenue 
had risen as well. 

kCautious Confidence 
While cautiously optimistic about reve-
nue for the remainder of 2020, Roberts 
also had concerns about the many 
patients who put off screening tests in the 
spring due to COVID-19. 

“As some of these patients return to 
visit their physicians, they may be diag-
nosed with more advanced stages of dis-
ease and thus suffer worse outcomes and 
even death,” observed Roberts. 
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A study that researchers at Quest 
Diagnostics conducted confirmed his 
observations. In a study published in JAMA 
Network Open (JAMA), the researchers 
reported that Quest saw the number of 
newly-diagnosed cases of six major types of 
cancer decline by 46% during March. (See, 
“Quest Reports 46% Decline in New Cancer 
Diagnoses in March,” page 12-13.)

“After seeing this study in JAMA, I 
would suggest that the data on how much 
the volume of pathology case referrals 
dropped could be worse than what Quest 
reported,” Roberts said. 

“In that study, Quest compared data 
from January and February with data 
from the following months, and rightly 
so, because that was a comparison of pre-
COVID and post-pandemic numbers,” 
he said. “But in gastroenterology, for 
example, many people don’t get screening 
colonoscopies early in the year. People 
with high-deductible health plans typi-
cally defer screening colonoscopies and 
other diagnostic procedures until after 
they meet their deductibles. Otherwise, 
they might bear more of the cost. 

“That’s why office visits to gastroen-
terologists and other specialists in January 
and February are typically lower than they 
are at other times in the year,” he noted. 
“That reluctance could mean even more 
people may have missed their screening 
appointments during COVID than the 
article suggests.

kFewer Screening Tests
“Also, some people with less financial 
means may be more at risk for not getting 
care and screening tests,” he added. “For 
these individuals, screening visits might 
not have been a high priority even before 
the pandemic. Then, during COVID, 
screening tests are an even lower priority.

“It’s possible that some people delayed 
screening for a few months while others 
may put off screening visits for an entire 
year,” Roberts said. “When these delays are 
combined with other economic factors and 

a lack of income due to being unemployed, 
it’s likely that a lot of diagnostic work got 
pushed further down the road.” 

For these reasons, anatomic patholo-
gists could see a surge in specimen vol-
ume later in the year or into 2021, he 
added. “It’ll be interesting to see what 
happens as we go forward and if there is 
an increase in cases, worse patient out-
comes, or even morbidity due to missed 
patient visits,” he said. 

kIncome Stability Restored
Meanwhile, Roberts reported specimen 
volume at ProPath had returned to about 
95% of the group’s forecasted levels, which 
has helped to stabilize income. The group 
also supplemented cash flow by running 
COVID-19 molecular tests. In August, 
it was performing 800 to 1,500 poly-
merase chain reaction tests per day for 
the novel coronavirus, boosting revenue 
by about $2 million, he added. (See side-
bar, “Adding COVID Testing Cushioned 
Financial Blow,” page 11.) 

“Our volume of tissue referrals is back 
almost to the levels we expected, but it 
varies from day to day and week to week, 
of course,” he noted. “The outpatient sit-
uation is different from what’s happening 
with inpatients. Outpatient is largely back, 
while inpatient volumes depend on where 
those hospitals are located.

“If those hospitals are in a hotspot for 
infections, then specimen volume may 
still be at about 80% of where it was,” he 
said. “So, while outpatient volumes are 
effectively back, inpatient volumes are still 
lagging in North Texas, though variable, 
even within our region.

“Another factor that affects our 
group’s outpatient revenue—and this is 
not unique to us—is that some procedures 
are taking much longer than they did 
before the pandemic,” he noted. 

“Colonoscopies are a good example. 
These procedures take longer because 
of the need for extra personal protective 
equipment and for air-handling proce-
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dures in those rooms,” he added. “In some 
cases, gastroenterologists can’t let people in 
and out of the procedure room or have to 
wait longer in the room. Therefore, patient 
throughput is slower. Not being able to 
do as many cases as they did before in the 
same number of hours, they have extended 
hours and added days for scoping to try 
and offset that lower throughput.”

For Roberts, the COVID testing and 
the return to almost-normal AP specimen 
levels are positive signs, but his optimism 
was restrained. 

“We started to see our outpatient work 
return in the second half of May,” he 
reported. “Since then we’ve grown speci-
men volume gradually. At the end of July, 
our group was closer to 90% of forecasted 
volume. Now, in August, we’re closer to 
95%, exclusive of SARS-CoV-2 testing. 

k70% Decline in Specimens
“That’s a big improvement from the col-
lapse of specimen volume and cashflow 
back in March and April, when our work 
went down to about 30% of forecast,” he 
said. That 30% of volume is a result of 
comparing volume in the second quarter 
of 2020 with the company’s forecasted 
growth for 2020.

While volume in the summer was 
better than it was in the spring, the num-
bers were a reminder that without the 
pandemic, volume might have been even 
higher. “Our group specimen volume in 
the first quarter of 2020 was running 
about 11% above 2020 levels, slightly 
ahead of forecast,” he commented. 

“Now that we’re in August, it’s great 
that we’re back to 95% or better, com-
pared to forecast,” he noted. 

“But going forward for the balance 
of 2020, we view our current situation 
with extreme caution. I expect additional 
surges in viral infections when kids go 
back to school. And we’ll face the usual 
respiratory viruses in the fall.” 	  TDR

Contact Cory Roberts, MD, at 214-237-
1641 or Cory.Roberts@propath.com.

Adding COVID Testing 
Cushioned Financial Blow

One factor helping ProPath weather the 
economic storm from the SARS-CoV-2 

coronavirus is the COVID-19 testing the 
lab added to help its hospital partners test 
patients before surgery. 

“Our COVID testing has been a big 
help because that’s a whole new revenue 
source, said Cory A. Roberts, MD, the 
group’s President, Chairman, and CEO. 
“We collected about $2 million in COVID 
testing revenue through the middle of 
August, and we only started testing in 
late May.

“Testing protocol rules vary from 
hospital to hospital, but generally 
every hospital wants a pre-procedure 
or pre-op COVID test 48 to 72 hours 
before the procedure,” he added. “Our 
test turnaround time is 24 hours. 

“Right now, we average about 800 
PCR COVID tests per day, but that varies 
depending on patient demand and sup-
ply constraints,” he added. “We’ve done 
as many as 2,000 tests in one day. 

“We’ve had huge supply-chain prob-
lems and that currently caps us at 
800 tests per day,” he said. “Too often 
we don’t have enough consumables or 
reagents because every part of the sup-
ply chain has had problems.

“Our goal is to manage the demand 
for COVID-19 testing so that we can 
turnaround tests in 24 hours and avoid a 
huge backup,” Roberts explained.

“We run the PCR tests on the Hologic 
Panther platform and plan to introduce 
our own laboratory-developed test (LDT) 
for COVID by the end of August,” Roberts 
noted. 

“For our LDT, we anticipate the same 
supply chain constraints, specifically with 
pipette tips. Therefore, we’ll probably 
run about 200 of those tests each day. 
We also did some antibody testing, but 
demand has never been very high. 
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Once shelter-in-place orders 
were enacted in march because of 
the COVID-19 pandemic, the num-

ber of new diagnoses of cancer declined 
sharply in the United States. Newly-
published data confirms this fact. 

The data also support the warnings of 
anatomic pathologists that—because of 
the pandemic and shelter-in-place direc-
tives—fewer patients visited physicians’ 
offices, meaning many cases of cancer and 
other conditions could go undiagnosed. 

In new data published earlier this 
month in JAMA Network Open, research-
ers from Quest Diagnostics reported on 
the decline in new diagnoses for six com-
mon cancers: breast, colorectal, esopha-
geal, gastric, lung, and pancreatic cancer. 

kSystemwide Concerns 
Beginning March 1 and extending through 
the end of the month when the decline lev-
eled off, the number of diagnoses declined 
by more than 46% for the six cancers, the 
researchers wrote. The study, “Changes in 
the Number of US Patients with Newly 
Identified Cancer Before and During the 
Coronavirus Disease 2019 (COVID-19) 
Pandemic,” was published online on Aug. 4. 

During the pandemic, the weekly 
number fell 46.4% (from 4,310 to 2,310) 
for the six cancers combined, ranging 
from 24.7% for pancreatic cancer (from 
271 to 204) to 51.8% for breast cancer 
(from 2,208 to 1,064), researchers wrote. 

In an interview with The Dark 
Report, the study’s lead author, Harvey 
W. Kaufman, MD, Quest’s Senior Medical 

Director, said the data are significant by 
themselves and serve as a proxy for other 
diagnostic work AP groups and clinical 
labs have done during the pandemic. 

kPent-up Demand for Care 
“As much as our research applies to can-
cer—as it should because cancer carries 
more weight than other medical con-
ditions—the message from this work 
applies to everything else in healthcare,” 
he said. “It certainly applies to dental care, 
for example, but it also applies to lipid 
screens, diabetes screens, chronic kidney 
disease, and other conditions. 

“It applies to all other diagnoses because 
during the lockdown people were told not 
to go for routine care,” added Kaufman. 
“Doctors’ offices were closed and there was 
little normal care in emergency rooms.”

Other healthcare experts have said 
that the months of shelter-in-place direc-
tives created pent-up demand for care 
that will result in increased testing volume 
when those patients return to visiting 
doctors’ offices for screening tests and 
other diagnostic work. 

“That means everyone in healthcare 
needs to re-engage so that we can capture 
what was missed,” Kaufman commented. 

Some patients have returned to get care 
they missed, he added. “Our volume has 
bounced back, although not totally. In par-
ticular, it has not come back in Florida,” 
he explained. “But overall, we’ve had an 
excellent return of testing volume as more 
doctors’ offices opened and more patients 
see doctors and get screened for cancer.

Quest Reports 46% Decline in  
New Cancer Diagnoses in March

Data on six of the most common types of cancer;  
attribute drop to decline in patient visits to doctors

Pathology Updatekk
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“It’s comforting that more patients 
are getting screened, but there’s still a 
gap between what we had for test volume 
last year and what we see now because 
not everyone has returned,” Kaufman 
noted. “Clearly, people are concerned 
about going out in public, about traveling, 
and about going into healthcare facilities 
where there are other patients.

kPatients Still Have Concerns 
“Patients are concerned about going to 
doctors’ waiting rooms where there are 
likely to be patients who are asymptom-
atic or symptomatic with COVID-19,” 
Kaufman commented.

What does a decline in cancer screen-
ing visits mean for patients? The research-
ers answered that question, writing, 
“While residents have taken to social dis-
tancing, cancer does not pause.”

Therefore, the delay in diagnosis could 
cause patients to visit physicians at more 
advanced stages of disease, leading to 
poorer outcomes and death. “One study 
suggests a potential increase of 33,890 
excessive cancer deaths in the United 
States,” the researchers wrote. 

“To put that number in perspective, 
an estimated 34,000 excess cancer deaths 
would be 5% to 6% over and above the 
projected 600,000 deaths from cancer last 
year,” Kaufman commented. “That’s not 
on the same scale of more than 170,000 
excess deaths from COVID-19, but it’s a 
real number, and every life is significant.” 

kPossible Surge in Demand
For lab directors and anatomic patholo-
gists, the researchers suggested the data 
could indicate a need to plan for how to 
address a surge in demand for testing. 
Urgent planning to address the conse-
quences of delayed diagnoses may include 
a wider use of telehealth screening and 
more tools to allow patients to schedule 
screening visits with clinical specialists, 
the researchers wrote.� TDR

Contact Harvey Kaufman, MD,  at 201-213-
8452; harvey.w.kaufman@questdiagnostics.com.

Weekly Data Show 
Declines in All Cancer 

For a study published in JAMA Network 
Open on Aug. 4, researchers analyzed 

weekly changes in the number of patients 
with newly-identified cancer before and 
during the COVID-19 pandemic. 

The researchers included U.S. 
patients whom Quest Diagnostics tested 
for any cause and whose ordering 
physicians assigned them an ICD-10 
code associated with breast, colorectal, 
esophageal, gastric, lung, and pancreatic 
cancer from Jan. 1, 2018, to April 18, 
2020. 

The mean weekly numbers of 
patients newly diagnosed during the 
baseline period of Jan. 6 through Feb. 
29, 2020, were compared with the mean 
weekly number of patients diagnosed 
during the COVID-19 period of March 1 
to April 18, 2020. In the study, 258,598, 
or 92.8%, of the patients were from the 
baseline period, and 20,180, or 7.8%, 
from the COVID-19 period.

In the baseline period, the mean 
weekly number of newly-identified 
patients showed 2,208 were diagnosed 
with breast cancer, 946 had colorectal 
cancer, 695 with lung cancer, 271 with 
pancreatic cancer, 96 with gastric cancer, 
and 94 with esophageal cancer. 

During the pandemic, the research-
ers found significant declines in all can-
cer types. “The decrease had generally 
leveled beginning the week starting 
March 29, 2020,” they added.

The Quest findings are similar to that 
of researchers from other countries. 

The lead author of the study was 
Harvey Kaufman, MD, Quest’s Senior 
Medical Director. His colleagues from 
Quest were Yuri Fesko, MD, Medical 
Director of Oncology, and Senior Health 
Informatics Analysts Zhen Chen, MS, 
and Justin Niles, MA.
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ratories by assisting state health officials in 
responding to the coronavirus pandemic, 
which may be the most significant chal-
lenge the network has ever faced.

State officials and clinical lab scientists 
in Wisconsin have learned at least three 
important lessons from the close working 
relationship that the WCLN member labs 
have with the state health lab. 

kLessons Learned 
These lessons could be applied in other 
states seeking to coordinate SARS-CoV-2 
testing and infectious-disease data report-
ing to assist with surveillance and control 
of outbreaks. 

First, the network’s participating labo-
ratories regularly report test volume, test 
capacity, and which labs are unable to test 
because lab test supplies have run short. 
Using that data allows state officials to ask 
the manufacturers of lab test reagents (or 
kits) directly for more supplies. 

In some cases, even Wisconsin Gov. 
Tony Evers has intervened by writing 
to the manufacturers about the pressing 
need for more tests and more test sup-
plies, said Alana Sterkel, PhD, D(ABMM), 
SM(ASCP)CM, an Assistant Director of 
the Communicable Disease Division at the 
state lab.

Second, early during the pandemic, 
data from WCLN member labs helped 
WSLH recognize that certain supplies—
such as specimen-collection swabs and 
viral transport media—were needed in 
vast quantities. That information led to a 
contract with two Wisconsin companies, 
Gentueri and WVDL, neither of which 
made these supplies before state officials 
asked them to make enough supplies to 
support the testing statewide.

kLabs with Supply Shortages
Third, WSLH uses WCLN data to identify 
which labs have shortages and which labs 
have supplies or may soon run out.

“This information has allowed WSLH 
to facilitate trades between labs to optimize 
the limited resources we have available,” 
Sterkel explained.

Since the WSLH ran its first SARS-
CoV-2 test on March 2, data from the 
WCLN has helped state health officials to 
understand where the virus was spreading, 
how clinical laboratories were responding 
to the outbreak, and what those laboratories 
needed to increase and continue testing. 

“Having this regional laboratory net-
work allows us to develop a robust public 
health response that has been mutually 
beneficial, not only for state health officials, 
but also for the clinical labs themselves,” 
added Sterkel.

“As a subject matter expert in lab test-
ing, I’ve been embedded in the state’s 

If timely and detailed clinical lab 
test data is king during a pandemic, 
then the experience of the 138 labs in the 

Wisconsin Clinical Laboratory Network 
(WCLN) since the earliest days of the 
COVID-19 pandemic demonstrates the 
truth of that statement. 

This is also a story about how a 20-year 
history of interaction and collaboration 
between different hospital labs and their 
state’s public health laboratory enabled 
all participants to share ideas on where to 
get supplies, how to introduce new tests to 
identify infected patients, and ways to get 
the most from the lab-testing equipment 
they have. 

In most states, collaboration among 
clinical laboratories is mostly uncoordi-
nated. But not in Wisconsin where the 
Wisconsin State Laboratory of Hygiene 
(WSLH) at the University of Wisconsin-
Madison has fostered cooperation among 
the state’s 138 clinical labs for more than 
20 years through the WCLN. 

The network’s stated purpose is to 
provide communication and support to 
clinical laboratories to ensure timely and 
effective responses to public health needs, 
including emergency preparedness and 
disease surveillance.

In this way, the WCLN serves as a 
critical resource for the state’s clinical labo-

kk CEO SUMMARY: From the earliest days of the COVID-19 pan-
demic, the 138-member Wisconsin Clinical Laboratory Network has 
reported to the state health lab the number of COVID-19 tests, the 
number of positive results, as well as other data that includes data 
on lab testing supplies and capacity. Founded 20 years ago, the net-
work is a public-private partnership that allows participating labs 
to identify supply shortages, exchange test supplies when needed, 
and enlist state officials to ask vendors to boost supply shipments.

Clinical labs help coordinate state’s response to COVID-19

Wisconsin Lab Network 
Feeds Valuable Data 
to State Health Lab
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Emergency Operations Center (SEOC) 
and so have been in contact with the 
White House and federal agencies such 
as the Federal Emergency Management 
Agency,” Sterkel said in an interview with 
The Dark Report.

kSurvey of State’s Labs
Lab data posted on the state health web-
site is derived from a survey that WCLN 
member labs complete. The survey is used 
to provide information to state decision 
makers as often as needed and at any time, 
Sterkel explained.

“We ask that labs update their survey 
answers anytime there is a change, such 
as when they go live with testing, when 
they change testing, or to report supply 
shortages,” she said. “In a weekly report 
to WCLN member labs, we summarize 
lab surveillance data based on what the 
clinical labs report to us.” 

State officials and the public can moni-
tor testing trends on the DHS COVID-19: 
Wisconsin Summary Data page (https://
www.dhs.wisconsin.gov/covid-19), which 
updates daily at 2 p.m. Data from the last 
week of June provides a useful example. In 
that week, officials in all but five states saw 
a spike in COVID-19 cases and positive 
test results, while rates of infection due to 
the SARS-CoV-2 coronavirus had been 
dropping in Wisconsin. 

kEfforts to Manage Outbreak
“Those declining rates in Wisconsin came 
as a result of efforts to increase testing, 
institute stay-at-home orders, and con-
duct contact tracing,” she said. “Until 
recently, we’ve seen a drop in the number 
of COVID-19 tests. But, along with the 
spike in new cases we see testing increase 
again,” noted Sterkel. 

“For the week ending Aug. 14, labs 
reported running an average of 10,000 
test per day for a total of more than 1.08 
million by Aug. 19 and had a percent pos-
itivity of 6.2% overall for the whole state. 

“Also, we had a seven-day average 
of 7.7% positive results on Aug. 19,” she 

reported. “At the moment, our rate of 
positive results is concerning.”

“On the state Department of Health 
Services webpage, you can see that 
COVID-19 cases have risen and fallen in 
fits and starts,” Sterkel observed. 

“There is an interesting correlation 
between the rise in cases and how mobile 
Wisconsin residents are. A big part of 
how we’ve controlled the disease has been 
a combination of all public health efforts, 
and testing is a key part of the whole 
strategy.” 

WSLH went live with testing on 
March 2, using the initial CDC assay. In 
the following weeks, the number of labs 
running the molecular tests rose from two 
on March 2, to 50 on April 25, to 75 by 
June 27, and to 83 on July 13. 

kLab Test Capacity 
WCLN data show clinical lab capacity in 
a variety of ways. “We can see—and the 
public can see as well—which instruments 
those labs are using and which they plan 
to use in the future if they had the supplies 
they need,” she commented.

“Currently, 83 labs are actively testing, 
and 27 more plan to bring up testing, 
except they don’t have enough supplies,” 
Sterkel reported. As of Aug. 19, the net-
work-member labs had the capacity to 
run 27,211 molecular COVID-19 tests 
per day. 

“From that data, the clinical laborato-
ries can report when they’re experiencing 
shortages if they’re not getting certain 
kinds of supplies,” said Sterkel. “We can 
use that data to advocate on their behalf 
to get them the quantities of supplies they 
need to increase testing capacity.

“Most laboratories in Wisconsin 
are using the Cepheid GeneXpert sys-
tem,” Sterkel added. “Many more labs 
would like to use the Cepheid test, but 
the supplies have been slow to come to 
Wisconsin,” she warned. “This is an area 
the SEOC is focusing on so that we can 
increase supply allocations for the clinical 
laboratories that need them. 
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“The numbers tell us how many of 
the labs in the network are using the 
Cepheid GeneXpert and how many labs 
need supplies for that test,” she com-
mented. “Based on this information, we 
asked the governor to write to Cepheid to 
request more tests or other supply alloca-
tions. Or, the governor could ask how we 
could work with Cepheid to help them to 
meet our needs.

“Just seeing those needs allows us to 
monitor in real time when a lab is no lon-
ger able to test because they’ve run out of 
supplies,” she said.

“Even in my lab, we had a very limited 
supply of extraction reagents early on,” 
she noted. “Also, we had more plastics 
than liquids. At the same time, a clinical 

laboratory nearby had more liquids than 
plastics. Both of us were going to run out 
of testing supplies. So, we did a trade that 
allowed us to continue COVID-19 testing. 
This redistribution allowed both of our 
labs to keep going,” Sterkel reported. 

kCollaborative Approach 
The collaborative approach has worked 
well during the pandemic. “We have been 
building up testing in the clinical labs and 
in some commercial labs as well,” she 
noted.  

“The advantage of working with our 
clinical and commercial labs is that those 
SARS-CoV-2 tests are close to where the 
patients are. That means we can give peo-
ple the fastest turnaround time and the 

B   ecause of how Wisconsin’s Department of Health Services (DHS) collects data about 
COVID-19 testing, it is possible to see the number of labs using tests supplied by 

different in vitro diagnostics (IVD) manufacturers.  
Below is a chart produced from data that can be viewed on the DHS website. The chart 

shows “active test methods statewide” and shows the number of labs using COVID-19 
tests from different manufacturers. The chart indicates that just a handful of companies 
provide the largest proportion of COVID-19 tests to those labs that report to the DHS.

Active Test Methods
Company 	 # Labs

Cepheid GeneExpert......... 52

Abbott IDNow.................... 17

BD Max............................... 9

Hologic Panther.................. 7

BioFire  FilmArray............... 7

Diasorin LiasonMDx........... 5

All Others.......................... 23

Total all reporting labs....120

Data from Wisconsin Clinical Lab Network 
Shows the COVID-19 Test Methods Being Used

Source: Wisconsin Department of Health Services.
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closest connection to medical care that we 
can provide.” 

For COVID-19 tests that must be sent 
out, slower-than-usual turnaround times 
at national reference labs have frustrated 
Wisconsin’s pathologists and clinical lab 
directors. 

“It’s a constant problem for clinical 
laboratories in our state,” Sterkel said of 
the limited supplies and kits. “We’ve been 
monitoring the supply shortages as much 
as we can and we hoped that the supply 
constraints we saw earlier would be lifted 
by now. But some supplies are still com-
ing in at a trickle.

“The result is that our clinical labs 
have taken on diverse strategies by doing 
testing on multiple different platforms,” 
she reported. “Here at the state laboratory, 
we’ve developed COVID-19 testing on six 
different methods. This means that as the 
test supplies dry up on one method, we 
can switch to another without having to 
stop testing. 

kSend-Out Testing 
“Other lab facilities are trying to take that 
same approach,” she said. “If they don’t 
have another test to use, they have to send 
out COVID-19 tests to reference labora-
tories. Some labs are sending testing to 
two or three different places depending 
on availability, pricing, and turnaround 
times, among other factors. 

“But with some of the national refer-
ence labs, it can take seven to 10 days to 
get a result back, at least in the beginning,” 
she added. “Fortunately, that turnaround 
time seems a bit better now, but it’s still 
three to four days for a large out-of-state 
reference lab.” 

Among Sterkel’s concerns about 
the near future is how Wisconsin’s labs 
will respond when pressed to increase 
COVID-19 testing when schools reopen 
and during the flu season this fall.

“It’s inevitable that the influenza will 
come back this fall. What’s that going to 
look like?” she asked. “And how will we 
manage our COVID testing when people 

are symptomatic for COVID and other 
respiratory viruses?

“Here at the state laboratory, we’re 
working to bring on combined multiplex 
testing that can test for COVID and the 
flu at the same time,” she reported. “We’re 
also working with our clinical labs to help 
them develop strategies for how they’re 
going to manage these patients as well as 
the increased volume that we expect in 
the fall.” 

kPossible Multiplex Test 
One solution Sterkel and other lab pro-
fessionals have considered for multiplex 
testing is the Cepheid GeneXpert system 
because the manufacturer announced in 
June that it was developing the Xpert 
Xpress SARS-CoV-2/Flu/RSV four-in-
one test. “That could be a useful test,” 
commented Sterkel.

The company expects the assay to 
detect SARS-CoV-2, Flu A, Flu B, and 
respiratory syncytial virus (RSV) from a 
single patient sample. Patients with any 
of these infections have similar clinical 
presentations, Cepheid explained.

Many WCLN-member labs have run 
Cepheid’s Rapid SARS-CoV-2 test on the 
company’s GeneXpert systems. “That test 
is really fast in that it delivers a result in 
about 40 minutes, and it’s trusted and 
accurate,” Sterkel commented. 

kDemand for Lab Instruments 
“It’s available widely because Cepheid 
machines were already placed in many 
labs around the state, meaning it’s a great 
way to get testing done everywhere,” 
she added. State data show that other 
machines in high demand are BioFire and 
the Hologic Panther. 

Since March, the WSLH has been 
seeking to buy two Hologic machines but 
found demand outstripped supply. “We 
had to get in line behind 200 other labs 
that put in orders for these instruments,” 
she noted. “That shows there’s definitely 
a demand for the instrumentation associ-
ated with COVID testing.” 
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WCLN survey data show which labs 
are running which tests. As of Aug. 19, 
the top five tests were in use at 52 member 
labs running the Cepheid machines, while 
32 labs were planning to add testing from 
Cepheid. 

The data also showed: 18 labs were 
running the Abbott ID NOW and 16 
wanted to do so. The BD Max: nine now 
and none planning to add that test. The 
BioFire: eight now and 17 planning. And 
the Hologic Panther: eight now and 10 
planning to add that test.

“The BioFire test is a fairly fast, one-
hour assay that’s easy to use. But that test 
has been slow to come on the market. So, 
if the BioFire equipment is all they have, 
they can’t test until they get the assay,” 
Sterkel said.

“Wisconsin received some BioFire 
supplies, but 17 labs are still waiting to get 
these supplies,” she said. “So, there’s defi-

nitely a gap for getting the supplies where 
they’re needed.” 

The Cepheid GeneXpert is another 
example of a test for which supplies often 
run short. “Although we have 52 labs run-
ning that test now, some labs have had to 
stop testing because they haven’t received 
enough of those tests to keep up with the 
demand,” she said. 

kSupply Chain Challenges 
“Even labs that have received some testing 
cartridges have stopped getting the supplies 
they need, and so they’ve stopped testing,” 
explained Sterkel. “It’s difficult to bring on a 
test and then have to stop again. Physicians 
get accustomed to using that test, and they 
may prefer it because it’s fast and reliable. 
Another test may take longer and not have 
the same result profile.”� TDR

Contact Alana Sterkel, PhD, at 608-224-
4277 or Alana.Sterkel@slh.wisc.edu.

Leveraging the clout of the Wisconsin state 
government has helped the Wisconsin 

State Laboratory of Hygiene (WSLH) to 
address COVID-19 shortages of supplies 
and tests in two ways. One was to have the 
state contract directly with supply manu-
facturers. The other was for state labs to 
enlist the help of Gov. Tony Evers. 

“From the first days, supplies ran short 
and we had limited shipments coming 
from our normal commercial sources,” 
said Alana Sterkel, PhD, D(ABMM), 
SM(ASCP)CM, Assistant Director in the 
Communicable Disease Division of the 
Wisconsin State Laboratory of Hygiene.

“So, we worked out a relationship with 
two local businesses in Wisconsin that 
make specimen collection kits—although 
not necessarily kits for COVID-19 testing,” 
she recalled. 

“We asked them to switch over to pro-
ducing collection kits for COVID-19 testing 
and we helped them get up and running.

“One of our local companies—
Gentueri—could source FDA-approved 
swabs from China,” she said. “This  
was essential to the success of this 
endeavor.”

“The Wisconsin Veterinary Diagnostic 
Laboratory also stepped up to establish a 
new production system for collection kits.

This is not their normal type of busi-
ness, but they wanted to help,” she 
said. “We then partnered with the state’s 
Emergency Operations Center to get the 
supplies out to where they were needed 
most.”

The second way to improve the sup-
ply chain was to ask Evers to intervene. 
“The governor has worked with us to 
send letters about our requests to the big 
manufacturers and to HHS,” said Sterkel. 
“He’s written letters to all of the most-
used manufacturers. “We hope it leads 
to additional allocations. We’re trying 
everything we can.”

Wisconsin State Laboratory of Hygiene Asked 
Governor to Help Ease Supply Shortage
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IVD, DIAGNOSTICS & INFORMATICS UPDATE

Each time a major in vitro diagnos-
tics (IVD) company reports its quar-
terly earnings, clinical lab executives 

and pathologists gain useful new perspec-
tives as to how the COVID-19 pandemic is 
fueling demand for IVD instruments, tests, 
and lab consumables. 

In this round-up of the most recent 
quarterly earnings reports, we provide 
details about Thermo Fisher Scientific, 
Agilent Technologies, bioMerieux, Bio-
Rad, and Sysmex Corporation. 

IVD companies with products that are 
used in routine clinical care experienced 
a decline in orders and revenue for the 
second quarter, ending on July 31. IVD 
firms with products that support SARS-
CoV-2 testing reported strong increases 
in revenue. The IVD executives typically 
provide useful insights about how the lab 
testing marketplace is changing during 
their earnings calls with analysts. 

Thermo Fisher Scientific: Qaigen 
Acquisition Canceled, ‘Extraordinary 
Quarter’ Because of COVID Testing
Since the COVID-19 outbreak began 
spreading worldwide in February, it has 
been an interesting roller-coaster ride for 
ThermoFisher Scientific of Waltham, 
Mass. On March 3—amidst the earliest 
weeks of the SARS-CoV-2 outbreak—
Thermo and Qaigen NV of Venlo, 
Netherlands, announced an agreement 
for Thermo to pay $11.5 billion to acquire 
Qaigen. 

Qaigen, with sales of $1.5 billion in 
2019, is familiar to clinical lab admin-
istrators and pathologists because of its 
presence in molecular and genetic testing. 
It has product lines for specimen handling 
and preparation, diagnostic assays, and 
bioinformatics software. 

But this merger was stopped by some 
Qaigen investors who thought the company 
was worth much more than the approxi-
mately $46 per share that was the basis of 
the original agreement. Leading opposi-
tion to the acquisition was Qaigen investor 
Davidson Kempner Capital Management. 

Executives at ThermoFisher disclosed 
on Aug. 13 that the merger agreement 
between the two companies was canceled. 
Only 47% of Qaigen shares were tendered 
and this fell short of the number of shares 
required for the transaction to move to 
a closing. As part of the original merger 
agreement, Qaigen will pay Thermo $95 
million as a break-up fee. 

Earlier, on July 22, Thermo announced 
its second quarter revenue grew by 10% 
year-over-year to $6.92 billion, according 
to a news release. The financial perfor-
mance during the height of the corona-
virus pandemic came somewhat as a 
surprise to company leaders. 

“We were prepared for the most dif-
ficult quarter we’ve seen in the 18 years 
I’ve been with Thermo Fisher, and we 
successfully navigated the environment to 
deliver truly extraordinary performance,” 
Marc Casper, Thermo Fisher Chairman, 
President, and CEO, told investors during 
a Q2 earnings call in late July. 

Thermo–Qaigen Merger Stopped, 
More IVDs Report Q2 Earnings 

Quarterly earnings statements confirm ongoing 
and strong demand for COVID-19 supplies, tests 

IVD Updatekk
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“We met incredible demand for 
COVID-19 testing and were able to deliver 
growth of just over 70% in Q2. We’re pro-
viding customers with our proprietary 
diagnostic test kits, instrumentation, and 
viral transport media, as well as reagents 
used for laboratory-developed tests,” said 
Casper.

In its coverage of Thermo’s earnings 
report, Motley Fool wrote, “There was one 
primary factor behind Thermo Fisher’s 
Q2 success—COVID-19. The company 
said that it generated around $1.3 bil-
lion in revenue related to the COVID-
19 pandemic.” Thermo’s best-performing 
division was life sciences, with products 
used in SARS-CoV-2 testing. It saw Q2-20 
revenue of $2.6 billion, a year-over-year 
increase of 52%.

During the earnings call, Thermo 
executives disclosed that the company is 
developing a total antibodies serology test 
in collaboration with WuXi Diagnostics 
and Mayo Clinic. 

Agilent Technologies: Revenues 
Declined by 1% Overall, Diagnostics 
Down 8%
Based in Santa Clara, Calif., Agilent 
Technologies, Inc.’s third quarter ended 
on July 31. In a news release, the company 
announced Q3-20 revenue of $1.26 bil-
lion, down 1% compared to Q3 2019.

Agilent says it “serves the life sciences, 
diagnostics and applied chemical markets 
... and has three business segments: life 
sciences and applied markets business, 
diagnostics and genomics business, and 
Agilent CrossLab business.”

Because many of its molecular and 
genetics products are used in standard 
care, the dramatic fall-off in patient visits 
to hospitals and physicians’ offices follow-
ing the outbreak of SARS-CoV-2 in March 
and April was a major factor in the lack 
of revenue growth during Agilent’s third 
quarter. 

During the earnings call with finan-
cial analysts, Agilent President and CEO, 
Mike McMullen, shared insights on how 
the COVID-19 pandemic is evolving in 
different regions throughout the world. 
“In all regions, we see improvements in 
lab access for our customers and increased 
non-COVID-19 testing volumes. There 
are, however, regional market differences 
in the pacing of improvement,” he said. 
“Lab access improved through the quar-
ter, although still not at pre-COVID-19 
levels. Globally lab access was limited in 
academia, non-COVID-19 research, and 
[non-COVID] testing labs.”

bioMÉRIEUX: Pandemic Boosted 
Molecular Testing in Second Quarter
bioMérieux, based in Marcy-l’Étoile, 
France, issued a short statement about 
Q2-20 earnings on July 9 and will release a 
detailed Q2-20 earnings report on Sept. 2. 

The company, a major global player in 
infectious disease testing, reported sales 
of US$1.74 billion for the first six months 
of 2020, which is up 15.7% from 2019. “In 
the second quarter, bioMérieux recorded 
solid growth of nearly 11% compared with 
the same period of 2019,” said the press 
release. 

bioMérieux said that, during the sec-
ond quarter, lower patient traffic in hos-
pitals due to the pandemic contributed 
to an “adverse impact” in the year-over-
year performance of the microbiology  
and immunoassay product lines. Two 
high points in bioMérieux’s short state-
ment about Q2-20 earnings were that 
“the BioFire FilmArray syndromic test-
ing line made a major contribution to 
the Group’s solid performance, with 62% 
growth compared with the second quarter 
of 2019. Other molecular biology product 
lines related to COVID-19 epidemic saw a 
strong demand as well.”
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Sysmex Corporation: SALES DOWN 
12%, ANTIBODY MEASUREMENT 
TECHNOLOGIES DEVELOPED 
Sysmex Corporation, with its head office in 
Hyogo, Japan, said sales in the Americas fell 
12% compared to the same time last year. 

“In North America, instrument sales 
were up in the hemostasis field. However, 
sales in the region were down due to 
lower sales of instruments, reagents, and 
maintenance services in the hematology 
field mainly due to the spread of the 
COVID-19 pandemic,” company execu-
tives wrote in Sysmex’s financial results 
report released Aug. 5. 

Forbes called it a “rough” quarter for 
Sysmex as it experienced revenues falling 
12% or $569 million, while profit plunged 
33% to $42 million.

Sysmex also reported this news:
•	 Establishing four antibody technolo-

gies for IgG and IgM antibodies and 
launch of lab assay service using the 
testing technology.

•	 Launch of a lab assay service for 
research on cytokines and SARS-CoV-2 
treatment effects.
When Sysmex reported results for the 

full year 2019, the company posted rev-
enue of $2.77 billion. It also noted that 
there are 3,800 blood-analyzing instru-
ments in the United States.

Bio-Rad Laboratories: ROBUST 
PANDEMIC SALES MAKE UP  
FOR OTHER PRODUCT SLOWDOWNS 
Bio-Rad Laboratories, Inc., Hercules, 
Calif., reported net sales in Q2-20 of $536.9 
million, a decrease of 6.2% compared to Q2 
2019, a statement noted. 

“While sales of many of our core 
products across Life Science and Clinical 
Diagnostics were slow, sales of products 
associated with the coronavirus pandemic 
were robust and provided some counter-

balance,” said Norman Schwartz, Bio-Rad 
President and CEO in a news release.

“We estimate that the COVID-19-related 
sales were about $71 million in the quarter. 
Sales of the Life Science Group in the second 
quarter of 2020 were $252.1 million com-
pared to $212.4 million in Q2 of 2019, which 
is an 18.7% increase on a reported basis and 
a 20% increase on a currency-neutral basis,” 
said the press release. 

Bio-Rad’s statement called attention 
to an interesting application of their PCR 
(polymerase chain reaction) products, 
stating “the majority of the year-over-year 
growth in the second quarter was driven 
by our core PCR products—Droplet Digital 
PCR and Process Media.”

Ilan Daskal, Bio-Rad’s CFO, said in the 
statement, “During the current pandemic, 
these products are being deployed to mon-
itor SARS-CoV-2 prevalence in wastewa-
ter streams,” adding, “sales of the Clinical 
Diagnostics products in the second quarter 
were $283.2 million compared to $357.1 
million in Q2 of 2019, which is a 20.7% 
decline on a reported basis and an 18.7% 
decline on a currency-neutral basis.”

“During the second quarter, Clinical 
Diagnostics segment experienced weak-
ness across all of its product lines due 
to the reduced demand from lower non-
critical hospital and clinic visits,” contin-
ued Daskal. “On a geographic basis, the 
Diagnostics Group posted declines across 
all regions. We continue to execute on 
our new product development strategies 
as well.”

kUnderstanding IVD Marketplace
The Dark Report is now providing 
business intelligence about in vitro diag-
nostics (IVD) companies and lab infor-
matics firms to help lab administrators 
understand which companies are doing 
well and which may be struggling. This 
is to help inform buying decisions when 
labs and pathology groups purchase 
instruments, tests, informatics systems, 
and services.� TDR

IVD, DIAGNOSTICS & INFORMATICS UPDATE
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Medicare’s proposed Physician 
Fee Schedule (PFS) rule was 
announced on Aug. 4, 2020. The 

rule had one positive development for 
clinical laboratories and hospital labora-
tory outreach programs and a negative 
development for anatomic pathologists.

Clinical laboratories and hospital out-
reach labs will welcome the news that the 
proposed 2021 rule would delay the next 
Clinical Laboratory Fee Schedule (CLFS) 
reporting period by an additional year 
This means applicable laboratories would 
not need to report private payer lab test 
price data until Jan. 1, 2022. 

kNo Decrease in Lab Fees for 2021
The other positive element of the proposed 
2021 rule extends phased-in reductions to 
the CLFS through 2024, with a 0% reduc-
tion for 2021 and a 15% reduction cap for 
each of the next three years. These provi-
sions were part of the Coronavirus Aid, 
Relief and Economic Security (CARES) 
Act, passed on March 27. 

Anatomic pathologists will not wel-
come one significant change. Under the 
proposed PFS rule for 2021, pathologists 
may face a 9% cut to Medicare pay-
ment for pathology services. CMS also 
proposed to reduce technical component 
reimbursement for pathology labs by an 
average of 5%. (See page 26.)

For clinical laboratories and hospital 
outreach laboratories, the proposed 2021 
PFS rule modifies how federal officials are to 
implement certain sections of the Protecting 
Access to Medicare Act of 2014 (PAMA). 

As enacted, PAMA directed the fed-
eral Centers for Medicare and Medicaid 
Services (CMS) to conduct a study of pri-
vate payer lab test prices and use that data 
to establish a market-based payment sys-
tem under the CLFS, with Medicare rates 
set every three years based on laboratory 
reporting. The first round of reporting 
took place in 2017, and new payment rates 
began Jan. 1, 2018. 

In December 2019, under the Further 
Consolidated Appropriations Act of 2020 
(FCAA), the second PAMA private payer 
lab test price reporting period was delayed 
from 2020 to 2021, meaning that applica-
ble clinical laboratories would have had to 
report their private payer test price data 
to CMS beginning Jan. 1, 2021, through 
March 31, 2021.

However, the proposed PFS rule—in 
implementing the CARES Act—would 
further delay this second reporting period 
from 2021 to 2022, while also exempting 
CLFS laboratory tests from market-based 
payment reductions for 2021. Annual 
reductions would be capped at 15% from 
2022 through 2024.

kData Collection Period Unchanged
While the second collection period  
for PAMA private payer lab price report-
ing has been delayed until 2022, the 
CARES Act does not modify that collec-
tion period. Thus, the collection period 
dates of Jan. 1, 2019, through June 30, 
2019, remain the same. When collected 
and analyzed by CMS, this data will  
be used to set fees for the three years of 2022, 

CMS Publishes Proposed 2021 
Medicare Physician Fee Schedule

Clinical labs get a reprieve from PAMA reporting, 
pathology professional fees may be cut by 9%
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2023, and 2024. Fee cuts cannot exceed 15% 
for a test in each of these three years. 

The delay in reporting and implemen-
tation of the next round of fee cuts may be 
beneficial to the clinical laboratory indus-
try. “The primary value in this is if you 
keep kicking the can down the road, the 
chances are going to increase that before 
labs have to report again, the American 
Clinical Laboratory Association (ACLA) 
will prevail and perhaps get some signif-
icant changes made that will make the 
whole thing more palatable to labs,” said 
Karen Lovitch, chair of the Health Law 
Practice at Mintz in Washington, D.C.

kSome Benefit to Clinical Labs
Another lab industry expert, Mark 
Birenbaum, PhD, administrator of the 
National Independent Laboratory 
Association (NILA) ), believes that the 
reporting delay benefits clinical laborato-
ries, at least in the short run. “With labs 
still trying to increase COVID-19 testing, 
I think the delay in PAMA reporting will 
help relieve some of the strain labs are 
experiencing,” he said. 

“I’m also pleased that clinical labs get an 
extra year for reporting private payer lab test 
prices,” he added. “NILA still believes that 
PAMA is deeply flawed in the mechanism 
that CMS uses to calculate the weighted 
medians. NILA will continue to push for 
changes to address those problems.

“The fact that there are no additional 
cuts to the Medicare CLFS in 2021 means 
that Medicare payments will be status 
quo during the pandemic,” Birenbaum 
continued. “It keeps the flawed price cuts 
in place, which is not good. However, for 
planning purposes, clinical laboratories 
won’t have to deal with new lab test price 
cuts to the Medicare CLFS until 2022.”

Birenbaum also believes it is import-
ant for clinical laboratories to continue 
educating federal legislators and govern-
ment officials about how the Medicare 
price cuts undermine the financial sta-
bility of many community laboratories, 

which, in turn, means Medicare benefi-
ciaries lose access to high quality lab tests 
in their area. “Labs must convince either 
CMS to change the PAMA regulations or 
Congress to change the PAMA statute, 
but it’s difficult to predict how that will 
turn out,” he observed. 

kFewer Labs Today in the U.S.
“The COVID-19 pandemic is exposing 
major problems created by a long period 
of downsizing the nation’s laboratory 
infrastructure,” explained Birenbaum. 
“There are fewer labs today because of 
the constant reduction of payment rates 
for lab tests. It is increasingly difficult for 
community and regional labs to stay in 
business. As a national resource, clinical 
laboratories have been weakened over the 
past 15-20 years, and that is being exposed 
during the current pandemic when high 
quality community and regional laborato-
ries are really needed. 

“In fact, the national news media has 
rightly called attention to all the problems 
that have been created by lack of testing 
capacity, lack of instrumentation, and fewer 
labs able to perform essential SARS-CoV-2 
testing. LabCorp and Quest Diagnostics 
have struggled at times to keep COVID-19 
lab test turnaround times within the target 
range and some of NILA’s community labs 
have stepped in to help,” noted Birenbaum.

kRole of Community Labs
“The COVID-19 pandemic demonstrated 
that the United States cannot simply 
depend on a handful of billion-dollar 
lab companies—especially in times of 
emergency,” he added. “This really high-
lights the role of the community lab, not 
just during a pandemic, but also during 
other emergencies, like natural disasters. 
It is essential that the nation maintain and 
nurture an infrastructure of community 
and regional labs.”� TDR

Contact Karen Lovitch at kslovitch@mintz.
com or 202-434-7324; Mark Birenbaum at  
nila@nila-usa.org or 314-241-1445.
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Higher payments for COVID-19-related 
specimen collection fees and associated 

Travel allowance for clinical laboratories 
are being reconsidered with the proposed 
2021 Medicare Physician Fee Schedule 
(PFS) rule. 

On April 6, 2020, the federal Centers 
for Medicare and Medicaid Services 
(CMS) established that Medicare will pay 
a nominal specimen collection fee and 
associated travel allowance to indepen-
dent laboratories for the collection of 
specimens for COVID-19 clinical diagnos-
tic laboratory testing for homebound and 
non-hospital inpatients. 

To identify specimen collection for 
COVID-19 testing specifically, CMS estab-
lished two new level II HCPCS codes
•	Code G2023 (specimen collection 

for severe acute respiratory syn-
drome coronavirus (SARS-CoV-2) 
(Coronavirus disease [COVID-19], any 
specimen source); and,

•	Code G2024 (specimen collection 
for severe acute respiratory syn-
drome coronavirus 2 (SAR-CoV-2) 
(Coronavirus disease [COVID19]), 
from an individual in an SNF or by a 
laboratory on behalf of an HHA, any 
specimen source), for independent lab-
oratories to use when billing Medicare 
for the nominal specimen collection fee 
for COVID-19 testing during the public 
health emergency.
CMS is now requesting comment on 

whether it should delete those two HCPCS 
codes once the COVID-19 public health 
emergency ends. Specifically, it is seek-
ing public input on why these codes, and 
their corresponding payment amounts, 
which are higher than the nominal fees 
for specimen collection for other con-
ditions, would be necessary or useful 
outside of the context of the public health 
emergency.

kAdditional Changes: 
•	Conversion Factor. CMS is proposing a 

conversion factor of $32.36, a decrease 
from the CY2020 conversion factor of 
$36.09. This change would result in a 
10.6% reduction.

•	Non-Physician Supervision of 
Diagnostic Tests. The proposed rule 
would allow the following practitioners 
to supervise the performance of diag-
nostic tests subject to state scope of 
practice laws: nurse practitioners, clin-
ical nurse specialists, physician assis-
tants, and certified nurse midwives.

•	Medicare Telehealth Services. During 
the public health emergency, CMS 
added approximately 135 telehealth 
services for reimbursement under 
Medicare. CMS is proposing to perma-
nently allow some of those services to 
continue via telehealth and to extend 
payment for certain services, such as 
emergency department visits and home 
visits, through the calendar year in 
which the emergency ends.

•	 Direct Supervision through Telehealth. 
CMS proposes that practitioners be per-
mitted to supervise services virtually using 
real-time, interactive audio and video 
technology until the end of the calendar 
year in which the public health emergency 
ends, or Dec. 31, 2021, whichever is later. 
CMS noted this extension will allows clini-
cians and CMS time to consider whether 
to adopt this policy permanently, due to 
patient safety concerns.

Comments on the proposed rule are 
due by 5 p.m. on Oct. 5, 2020, and can 
be submitted electronically or by mail. 
Due to the COVID-19 public health emer-
gency, CMS says it likely will not be able 
to publish the final rule 60 days prior to 
the start of 2021 as it usually does. As a 
result, CMS expects to provide a 30-day 
delay in the effective date of the final rule.

Additional Proposed 2021 Medicare PFS Changes 
of Interest to Clinical Labs, Pathology Groups
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If the proposed Medicare 2012 
Physician Fee Schedule (PFS) 
rule—published by the Centers for 

Medicare and Medicaid Services (CMS) 
on Aug. 4—takes effect as currently writ-
ten, pathology professional fees will be cut 
by 9%, effective Jan. 1, 2021. 

This was not welcome news for the 
anatomic pathology profession. The pro-
posed 9% cut to Medicare payment for 
pathology services is the result of CMS 
deciding to change policy on evaluation 
and management (E/M) coding. 

kMore for Primary Care Docs
CMS is selectively applying this policy 
change to certain services. Effectively, CMS 
would pay primary care physicians more, 
but to comply with budget neutrality, the 
agency would shift funds from specialists, 
like pathologists, who do not bill E/M codes. 

The College of American Pathologists 
(CAP) was quick to respond to the publica-
tion of the proposed PPS rule. “These cuts 
come at a terrible time in light of COVID-19 
for pathologists and the laboratories they 
lead,” said President Patrick Godbey, MD, 
FCAP, President of CAP. “Reductions in 
Medicare payment, coupled with ongoing 
financial pressures of the COVID-19 pan-
demic, will have negative implications for 
pathologists—particularly those in rural and 
healthcare shortage areas.”

CAP called on Congressional leaders 
to delay the proposed non-E/M cuts in 
2021, and asked that the budget neutrality 
requirements for the E/M policy change 
be waived. This would allow CMS to 
implement increases in payment for E/M 
visits, while avoiding drastic payment cuts 
to other physician services to offset them. 

In fact, CAP already helped to secure the 
signature of 93 members of Congress on a 
letter to House leadership calling on them 
to include language waiving budget neu-
trality before the end of the year.

Mick Raich, owner of Vachette 
Pathology, a pathology practice man-
agement firm, notes that since the E/M 
changes were designed to offset increases 
in payment to primary care physicians, 
the current pandemic might render those 
increases unnecessary.

He points out that one consequence 
of the COVID-19 pandemic is that more 
patients and more primary care physi-
cians are using telemedicine for patient 
visits. “Telemedicine has become more 
acceptable and payable,” said Raich. “As 
the proportion of visits using telemedi-
cine increases, there are significant cost 
changes in primary care delivery. 

kLower Cost for Telemedicine
“The cost for a telemedicine visit is about 
half the cost of an actual visit. If this is 
taken into account, do primary care pro-
viders need a pay raise and lower over-
head at the same time?” he asked. “If I 
were CAP, I would work this angle.

“Also, should the pathology cuts be final-
ized as proposed, salaried pathologists are 
likely to take a pay cut, as they are employees 
of large health systems or corporations and 
these organizations will reduce pathologist 
compensation to offset the lower Medicare 
fees,” added Raich. “Private pathology 
groups have more options. To offset lower 
fees, they will look for ways to increase effi-
ciencies. That can include hiring pathology 
assistants and implementing better technol-
ogy, such as digital pathology.”� TDR

Proposed Medicare 2021 PFS 
Cuts Pathology Fees by 9%

Pathology Updatekk
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Currently at least 15 
veterinary laboratories 
in the United States per-

form COVID-19 tests. This 
fact was confirmed by Adm. 
Brett Giroir, MD, the Assis-
tant Secretary of the Depart-
ment of Health and Human 
Services (HHS), during an 
interview last month con-
ducted by CNN. Officials at 
HHS confirmed this develop-
ment and explained that these 
labs had received CLIA cer-
tification and that the federal 
agency is expediting its review 
of the applications submitted 
by other veterinary labs to 
obtain CLIA certification. 

kk

MORE ON: COVID Tests 
at Veterinary Labs
The urgent need for larger vol-
umes of COVID-19 tests is why 
veterinary labs are establishing 
SARS-CoV-2 testing capabili-
ties. But that will not greatly 
increase the available supply of 
such tested, as noted by Amesh 
A. Adalja, MD, a Senior Scholar 
at the Johns Hopkins Center 
for Health Security in Bal-

timore. In an interview with 
Healthline, he said, “ I think the 
issue is more about reagents 
and actually having lab space 
to process it. So, it may be that 
veterinary labs may be able to 
only marginally improve the 
situation because they still face 
the same reagent shortages that 
everybody is facing.”

kk

NFL TROUBLED BY 
FALSE POSITIVE 
COVID-19 RESULTS
Yesterday, news was breaking 
that the National Football 
League (NFL) was dealing 
with positive COVID-19 test 
results from players for teams 
in several cities. ESPN reported 
that BioReference Laborato-
ries, Inc., of Elmwood Park, 
N.J., was performing the SARS-
CoV-2 tests. ESPN said that 
the NFL was looking into the 
possibility of both false posi-
tive and false negative results. 
Pathologists understand why 
diagnostic technologies can 
generate false positive and false 
negative results. 

kk

TRANSITIONS
• Myriad Genetics of Salt 
Lake City appointed Paul Diaz 
as President and CEO. Diaz 
previously held positions at 
Cressy and Company, Kin-
dred Healthcare, and Mari-
ner Health Care Group. 

• Genomic Health of Red-
wood City, Calif., announced 
that Kim Popovits is its 
new Chairman, CEO, and 
President. Popovits joined 
Genomic Health in 2002. She 
previously served at Genen-
tech and American Hospital 
Supply. 

• Nancy Andes retired on 
Aug. 3 from ARUP Labora-
tories in Salt Lake City. Andes 
was Senior Vice President of 
Marketing and worked at 
ARUP for 43 years. 

• Also retired this month from 
ARUP is Anne Daley. Daley for-
merly served at Chi Solutions, 
Ascendium, Roche Diagnos-
tics, Laboratory Sciences of 
Arizona, and Maricopa Inte-
grated Health System.

That’s all the insider intelligence for this report. 
Look for the next briefing on Monday, September 14, 2020.
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kk �How a Texas company beat out clinical lab companies  
to win a $90 million federal contract to open and operate  
400 COVID-19 specimen collection centers nationwide. 

kk �Exploring revenue opportunities when labs provide 
COVID-19 screening services to employers: Do the risks  
outweigh the rewards?

UPCOMING...
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www.darkreport.com

COVID-19 is changing everything in healthcare 
and lab testing, which is why our virtual Executive War 
College on Lab and Pathology Management is delivering all 
that you need to keep your lab at the leading edge of clinical 
excellence during the SARS-CoV-2 outbreak. 
Equally important is how to restore your lab’s cash flow to 
prepandemic levels, and we have speakers and experts to 
show you ways to achieve that. 
Launched on August 4 and running over the following 

12 weeks, we present multiple hour-long live sessions each week. All sessions 
are recorded and available to you with on-demand access 24/7. You can 
also network at virtual receptions; meet the major vendors of COVID-19 
instruments, tests, and supplies; and work with consultants in billing and 
collections to help your lab collect more revenue. Here’s your opportunity to 
meet, interact, and learn from your peers proven ways to deal with COVID-19, 
and get paid for all your lab’s tests and services.

For program details and to register,  
visit www.executivewarcollege.com
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