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2021 Opens with a Major Story ... and It’s Not COVID!
On the pages that follow, you will learn about a major story in the 
clinical laboratory industry that has gone unreported and publicly unremarked 
by the lab profession at large. This story is how three large health systems that 
own 372 hospitals have switched to a different CLIA (Clinical Laboratory 
Improvement Amendments) accreditation organization over the past 18 months. 

In simplest terms, the Veterans Administration (170 hospitals), Ascension 
Health (151 hospitals), and Providence Health (51 hospitals) made The Joint 
Commission (TJC) their preferred CLIA accrediting body over the College of 
American Pathologists (CAP). Given the two-year cycle for CLIA lab inspections, 
it will take several years for these hospital labs to switch to TJC. CAP is expected to 
continue accrediting certain hospitals within these three health systems. 

On pages 3-6, you will learn important details about these developments, 
along with a statement from CAP. Following on pages 7-8 is an analysis of why 
this huge shift in market share of CLIA hospital lab accreditations is happen-
ing. Next, on pages 9-11, you will read a lab director describing the experience 
of his hospitals during the first CLIA lab inspections conducted by TJC. 

Each story draws open a curtain on this highly-significant development 
within the clinical laboratory profession. Every clinical laboratory in the 
United States must comply with CLIA 1988 requirements. Thus, if owners of 
372 hospitals are choosing to use a different CLIA accrediting body, owners 
and administrators of other labs will want to know why these hospital owners 
decided to move away from one accreditor and use a different one. 

The Dark Report is doing its job of delivering timely, actionable intelli-
gence on this major development in the clinical lab industry. The College of 
American Pathologists was first to organize lab quality activities dating back to 
the 1930s. It has been in the forefront of most advances in lab quality programs 
and is justifiably proud of this 80-year-long leadership. 

As to The Dark Report’s coverage of these developments, it is import-
ant for CAP members to remember Sophocles, who was first to be credited 
with the statement, “Don’t shoot the messenger. Don’t blame the person who 
brings bad news.” Instead, CAP and its membership would be best served by 
understanding these decisions, addressing the reasons why health systems are 
switching, and deliver an even better, more competitive CLIA accreditation 
service to the clinical laboratory profession. TDR
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CAP Loses Accreditation 
Clients to Joint Commission

kSeveral large health systems are moving their  
clinical laboratories’ CLIA accreditation services 

kkCEO SUMMARY: Over the past 18 months, several promi-
nent national health systems decided to shift their CLIA labora-
tory accreditation services away from the College of American 
Pathologists and to The Joint Commission. These shifts from 
one accrediting body to another will involve hundreds of hos-
pital laboratories. Such a shift in the market for CLIA accredi-
tation services has not happened since the Clinical Laboratory 
Amendments Act was enacted in 1988.

With little fanfare or notice to 
the clinical laboratory profession, 
three large health systems—rep-

resenting hundreds of hospitals—recently 
decided to use a different accrediting 
body to certify their laboratories to the 
requirements of the Clinical Laboratory 
Improvement Amendments (CLIA) of 
1988.

In September, The Joint Commission 
(TJC) issued a press release announcing 
that the U.S. Department of Veterans 
Affairs (VA) had selected the accrediting 
agency in Oakbrook Terrace, Ill., to pro-
vide laboratory accreditation services for 
the hospital laboratories of the Veterans 
Health Administration. 

The Joint Commission is considered 
to be the nation’s largest standards-setting 
and accrediting body in healthcare and has 
evaluated and accredited hospital-based 

laboratory services since 1979 and free-
standing clinical laboratories since 1995.

Since that announcement on Sept. 
14, The Dark Report has learned that 
at least two other large health systems 
have decided to switch to The Joint 
Commission for CLIA laboratory accred-
itation services. One is Ascension Health, 
in St. Louis, and the other is Providence 
Health and Services, in Renton, Wash. 

In the market for CLIA laboratory certi-
fication, this development is significant for 
two reasons. First, the College of American 
Pathologists (CAP) has enjoyed the largest 
share of the market for clinical laboratory 
accreditation services for decades.

Second, the shift in CLIA accredita-
tion business away from CAP and to TJC 
involves at least 372 hospitals: the VA has 
170 hospitals, Ascension Health has 151, 
and Providence Health has 51.
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Under the CLIA accreditors’ two-year 
inspection cycle, it will take several years 
to determine how many hospital labs 
actually have completed the move to have 
TJC do the next CLIA assessment at these 
clinical labs.

kVeterans Administration
As the largest integrated healthcare sys-
tem in the United States, the Veterans 
Health Administration serves more than 
nine million veterans annually at 1,243 
healthcare facilities, including 170 VA 
Medical Centers and 1,063 outpatient 
sites of care of varying complexity. 

In its Sept. 14 announcement, TJC 
said that, effective Sept. 15, it would pro-
vide laboratory accreditation services for 
the VA’s moderate- and high-complex-
ity clinical laboratories at VA Medical 
Centers and community-based outpa-
tient clinics. Those accreditation services 
would include education on the process, 
on-site and post-survey reviews, moni-
toring, and data and measurement activ-
ities. Left out of the announcement was 
the fact that CAP was the losing accred-
iting body after accrediting VA hospitals 
for many years.

The VA never issued a statement 
about the change and did not respond 
to repeated phone and email requests 
from The Dark Report for comment 
on why the agency shifted from CAP 
to TJC. When asked for its comments, 
CAP officials provided a statement that is 
reproduced in full on the sidebar at right. 

kChanges in Lab Accreditation
While the VA’s decision was announced 
publicly, other hospitals that have 
switched from CAP to TJC did not make 
such announcements. Despite that, The 
Dark Report has learned that at least 
two other large health systems decided to 
make similar changes in how their labora-
tories are accredited. 

Ascension Health will stop using CAP 
for accreditation and instead is contract-

ing with The Joint Commission to accredit 
its laboratories. 

Although no start date has been 
announced by Ascension, The Dark 
Report has learned that this change was 
discussed at the highest levels of manage-
ment and could be announced publicly at 
any time. Ascension did not respond to 
requests for comment. 

Ascension Health operates 145 hospi-
tals and more than 40 senior-care facilities 
and provides healthcare services in 19 
states and the District of Columbia.

Providence Health and Services 
(PHS) is the third large health system 
to switch its accreditation services from 
CAP to TJC. PHS operates 51 hospitals 
in six states: Alaska, California, Montana, 
Oregon, Texas, and Washington. Before 
this change, CAP was the primary organi-
zation providing accreditation services to 
Providence Health’s laboratories. 

kUsing Both Accreditors
Under a new arrangement, CAP and TJC 
will provide accreditation services to PHS 
laboratories, sources said. The addition 
of The Joint Commission as a lab-accred-
iting body for PHS was not announced 
but was referenced on the website of the 
Providence Portland Hospital in recent 
weeks.

In a comment to The Dark Report, 
a spokesperson for Providence St. Joseph 
Health said, “Our labs across the six states 
we serve have different accreditations. 
Many are Joint Commission accredited. 
Others are maintaining CAP or COLA, 
and still others are CMS inspected. This 
isn’t new. In Oregon, for example, many 
of our labs transitioned to The Joint 
Commission five years ago, while one 
maintained CAP. Our lab operations in 
our different states are at different stages 
and have various reasons for the decisions 
they have made or are contemplating.”

The Providence healthcare network 
includes:

• St. Joseph Health in Northern Calif., 



The Dark reporT / www.darkreport.com  k 5

In response to the decisions by sev-
eral large health systems to have their 

CLIA laboratory accreditation services 
provided by The Joint Commission (TJC), 
The Dark reporT asked the College of 
American Pathologists to comment. CAP 
provided the following statement from 
Richard M. Scanlan, MD, Chair of the 
CAP Council on Accreditation. Scanlan’s 
statement is reproduced in its entirety.

For nearly 60 years, the College 
of American Pathologists (CAP) has 
maintained its market-leading position 
as the most comprehensive provider of 
laboratory improvement and accred-
itation programs. In strong partner-
ship with our laboratories and member 
pathologists, we continue to lead and 
define laboratory quality standards, 
bolstering patient care and safety.

During the last year, two health 
systems have indicated their deci-
sion to move their CLIA laboratory 
accreditation services. While it might 
be tempting to evaluate alternative 
accreditors, we know that those pro-
viders lack the CAP’s specialization to 
meet the needs of today’s high com-
plexity laboratories. 

Our accreditation program is unlike 
any other. Beginning with our annu-
ally updated checklists infused with 
best practices, offering a blueprint for 
running a high-quality laboratory cou-
pled with our peer-to-peer review and 

strong collaboration in the field, we 
provide laboratories with a more thor-
ough and up-to-date review process.

Many top-ranked hospitals prefer 
the CAP’s program because of its 
rigor and because we continually help 
them manage the changes in labo-
ratory medicine, technology, and the 
evolving regulatory environment. 

Through discipline-specific 
requirements, year-round education, 
and an adaptable peer inspection 
process, CAP-accredited laboratories 
keep current with the changes on the 
front lines of laboratory medicine. 

Our priority is always to ensure 
seamless laboratory support and con-
tinuing access to the CAP’s broad 
range of resources. Chief among 
these are proficiency testing, educa-
tion, cancer protocols, clinical guide-
lines, as well as advocacy for essential 
regulatory relief during this pandemic.

In a year when COVID-19 has 
underscored the critical importance of 
high-quality laboratory performance 
for global public health, the CAP’s 
commitment to our laboratories has 
never been more vital. Again, while 
some health systems may be enticed 
to evaluate alternate accreditation 
providers, the CAP continues to sup-
port them in many areas, and we 
stand ready to renew their accredita-
tion when they wish to return.

College of American Pathologists Provides 
Statement on Changes in CLIA Accreditation

• Covenant Health in West Texas, 
• Facey Medical Foundation, Los 

Angeles, 
• Hoag Memorial Hospital 

Presbyterian, Orange County, Calif.,
• Kadlec in Southeast Washington, 
• Pacific Medical Centers in Seattle, 
• Swedish Health Services in Seattle. 

In addition to these three health 
systems—for which there is public 
information about their decisions to 
move hospital laboratory CLIA accred-
itation services away from CAP and 
to TJC—several parties have told The 
Dark Report that one of the nation’s  
largest for-profit hospital oper-
ators is considering switching from  
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CAP and could contract with The Joint 
Commission. 

When contacted by The Dark 
Report, none of the parties involved (the 
for-profit hospital operator, CAP, and The 
Joint Commission) would confirm this 
change or provide a comment.

kImplications for Other Labs
It is unusual for any large, multihospi-
tal health system to decide to change its 
long-standing CLIA accreditation relations 
with its existing accrediting body. The fact 
that—during a period of just 18 to 24 
months—three large health systems made a 
similar decision to switch away from CAP 
to begin using TJC is significant. 

As noted earlier, these three large 
health systems operate 362 hospitals, 
which represents a large shift in accred-
itation business away from an existing 
accrediting body, and all three health sys-
tems decided to use the same accrediting  
body as their new provider.

kImportant Questions
Questions lab directors are likely to ask is 
whether these decisions were based, all or 
in part, on:

• obtaining a better price from the new 
accrediting body?

• because of poor service by one accred-
iting body? 

• the perception that another accredit-
ing body would provide better service?

• hospital owner’s desire to use one 
accrediting body for the entire hospital? 
The answers to these questions are 

important to the clinical laboratory pro-
fession, because meeting the requirements 
of CLIA 1988 is integral to the ability of 
each laboratory to continue operating and 
to bill federal healthcare programs. The 
intelligence briefing that follows on pages 
7-8 takes up these questions. It is followed 
on pages 9-11 by an interview with a lab 
administrator about the reasons why his 
parent health system decided to use a 
new new organization to meet its CLIA 
accreditation requirements. TDR

VA’s Accreditation 
Decision Was Appealed

Pathologists familiar with the steps 
the Veterans Administration (VA) took 

to review CLIA lab accreditation services 
and to engage The Joint Commission 
(TJC) have told The Dark reporT that 
the deliberations over this decision were 
lengthy. 

These sources told The Dark 
reporT that the VA had conducted a 
first review in 2018 that continued into 
2019. Based on that review, the VA 
awarded its CLIA accreditation services 
to TJC. At that point, the College of 
American Pathologists (CAP) success-
fully appealed that decision, allowing 
CAP to retain the accreditation business 
with the VA hospitals until recently, 
sources said. 

In 2019, the VA issued a new request 
for proposal (RFP) for CLIA hospital 
lab accreditation services. Following its 
review of the RFPs, it selected TJC to be 
its CLIA-accreditation provider. 

When the VA awarded the accred-
itation contract to TJC, the decision 
was made at the highest levels of VA 
management, sources said. In making 
these decisions, the VA’s top executives 
did not seek the opinions of staff in the 
clinical laboratories—including patholo-
gists who direct the operations of these 
labs—the sources added.

Other sources stated that the 
Veterans Administration decided to let 
individual hospital labs in the VA system 
continue to use CAP for its accreditation 
services, with one caveat: If a VA hos-
pital lab chose to stay with CAP for its 
CLIA accreditation, that hospital would 
need to pay for those services from its 
own budget, sources said. 

Some VA hospitals in New England, 
are considering paying CAP under this 
arrangement, sources added. 
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It is a major event when a multi-hos-
pital health system decides to move 
its CLIA lab accreditation business from 

one accrediting body to another. The fact 
that at least three health systems—rep-
resenting 372 hospital labs—have made 
this same decision in the past 18 months 
is noteworthy.

As explained on pages 3-6, three health 
systems are known to have switched the 
CLIA accreditation of their respective 
labs away from the College of American 
Pathologists (CAP) and to The Joint 
Commission (TJC). These health systems 
and the number of hospitals they own are:

• Veterans Administration  
(170 hospitals), 

• Ascension Health (151 hospitals),
• Providence Health (51 hospitals).

kSwing in Market Share 
This shift away from one CLIA accred-
iting body to another by three major 
health systems in an 18-month period 
represents a huge swing in market 
share of CLIA accrediting services.  
The magnitude of the market share swing 
can be calculated in two ways. 

One way to calculate market share of 
CLIA accreditors is to calculate the num-
ber of hospital labs switching their CLIA 
provider as a percentage of all commu-
nity, acute care hospitals. Data from the 
American Hospital Association (AHA) 
show that, in 2020, there were 5,198 com-
munity hospitals. Thus, the 372 hospitals 
involved in the switch represent 7.2% of 
all community hospitals in the U.S.

A second—and more relevant—way is 
to calculate this same market share number 
by subtracting out the 1,821 rural hospitals 
reported by the AHA. The 372 hospitals 
switching their CLIA accrediting bodies 
represent 11% of 3,377 non-rural commu-
nity hospitals. 

However, that 11% number might 
increase if a story on the lab industry 
grapevine proves to be true in the near 
future. Credible rumors are circulating 
that one of the nation’s largest for-profit 
hospital corporations is studying how to 
handle its CLIA accreditation needs going 
forward. 

The largest for-profit hospital corpo-
ration is Community Health Systems 
with 188 hospitals. The second largest 

Why Are Health Systems 
Changing CLIA Accreditors?

kHealth systems representing 372 hospital labs 
are changing their CLIA lab accreditation provider

kkCEO SUMMARY: It is uncommon for a major health system 
to switch its CLIA lab accreditation business from one accred-
iting body to another. Yet, just in the past 18 months, that 
decision was made by the Veterans Administration, Ascension 
Health, and Providence Health. This is an important devel-
opment for the entire clinical laboratory profession, because 
these decisions may reflect significant changes in how hospi-
tals want to operate their clinical laboratories.
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for-profit hospital company is HCA with 
166 hospitals. 

By using the hospital count from the 
smaller of the two big for-profit hos-
pital operators, that would potentially 
add another 166 hospitals switching their 
CLIA accreditor to the 372 hospitals 
known to be in the process of changing, 
for a total of 538 hospitals, or 15.9% of the 
nation’s 3,377 community hospitals.

This produces a useful estimate 
of the market share swing in hospi-
tal lab accreditations now occurring 
between two of the largest organiza-
tions with CLIA accreditation authority.  
At a minimum, The Joint Commission 
has gained a 7% market share by adding 
the three health systems that have stated 
their decision to switch. And if TJC were 
to gain one of the largest for-profit hos-
pital corporations as a client, it will have 
gained a sizeable 15.9% chunk of the 
CLIA hospital lab accreditation market. 

kSignificant Trend
These statistics demonstrate why The 
Dark Report believes a highly signif-
icant trend is unfolding in how hospi-
tals and health systems handle the CLIA 
accreditation of their clinical laboratories. 

It is a major decision anytime an orga-
nization switches its CLIA accreditation 
business to a different accrediting body. 
The fact that three large health systems 
made this same decision over the past 18 
months is evidence that important changes 
are happening behind the scenes in the 
nation’s hospitals and their clinical labs. 

Lab administrators and clinical pathol-
ogists with years of experience know that 
the CLIA accreditation debate involv-
ing CAP and TJC has always centered 
upon one key difference in how each 
organization handles a lab’s accredita-
tion inspections. The College of American 
Pathologists uses a team of peer asses-
sors to conduct the on-site inspection. 
By contrast, The Joint Commission uses 
professional assessors who are trained and 
paid by TJC. 

Since the advantages and drawbacks 
of each organization’s inspection model 
have been argued since the implementa-
tion of CLIA regulations in 1992, what 
might have changed in recent years to 
cause the parent organizations of 372 hos-
pitals to leave one CLIA accreditor and 
move to another? 

kAdvantages, Disadvantages
Many clients and regular readers of The 
Dark Report know the pro and con 
arguments put forth by advocates of each 
approach to CLIA lab accreditation. They 
include the following: 

• Cost savings from using a CLIA 
accreditor that is less expensive.

• Standardization of Medicare accred-
itation within a single hospital and 
health system by using the same 
accrediting body for the entire hospi-
tal, including the clinical lab. 

• Avoiding the disruption caused by an 
inspection involving a large team of 
peers roaming throughout the labora-
tory for several days.

• The benefit of a lab being inspected 
by peers who can share best practices.

• More consistency in CLIA inspections 
because professional assessors work 
from a common standard.

• The benefit of not having to send a 
reciprocal inspection team of key lab 
staff to another hospital lab and have 
them gone for several days. 

• Alternatively, the benefit of having 
one lab’s assessment team learn useful 
knowledge from the clinical lab they 
are inspecting that they can take back 
to their laboratory.

kHealthcare’s Transformation
The ongoing transformation of the U.S. 
healthcare system may cause hospi-
tals and health systems to revisit every 
aspect of their operations and com-
pliance with federal and state laws.  
The Dark Report will provide addi-
tional intelligence briefings on lab accred-
ition in upcoming issues. TDR
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Major changes are happening in 
the competitive market for CLIA 
accreditation of hospital laboratories. 

Some health systems representing hundreds 
of hospitals have shifted from using the 
College of American Pathologists (CAP) 
to using The Joint Commission (TJC) to 
meet the accreditation requirements of the 
federal Clinical Laboratory Improvement 
Amendment (CLIA) statute.

Such a movement of hospital labs 
from one CLIA-accrediting body to 
another has not happened since the CLIA 
regulations became effective in 1992. 
To learn more about the differences in 
how CAP accredits labs versus how TJC 
conducts lab accreditations, The Dark 
Report interviewed William Remillard, 
MT(ASCP), Laboratory Director of the 
Providence Health Care (PHC) hospital 
labs in Eastern Washington. 

Remillard has extensive lab manage-
ment experience at TriCore Reference 
Laboratories; PAML of Spokane, Wash.; 
and ARUP Laboratories, and has worked 
with CLIA lab accreditors from CAP, TJC, 
COLA, AABB, and others over more than 
three decades in the clinical laboratory 
industry. 

In an interview with The Dark 
Report, he said, “I feel strongly that CAP 
needs to re-evaluate how they do their 
CLIA inspections. There are fundamental 
differences in how the two larger organi-
zations handle the inspection process.

“Lab professionals perform CAP’s 
inspections and work as volunteers when 
they visit peer labs. While CAP requires 

their volunteer inspectors to complete 
CAP online training modules, the process 
can result in variability among inspec-
tors,” explained Remillard. “By compar-
ison, The Joint Commission’s processes 
generally require fewer on-site inspec-
tors who follow a checklist and serve as 
employed professional inspectors.”

Since Providence St. Joseph Health 
System engaged The Joint Commission 
for CLIA accreditation of some of its hos-
pital labs at the beginning of last year, two 
of the system’s hospital labs in Remillard’s 
area have had a TJC assessment. TJC 
inspects labs on a two-year cycle. 

“The Providence St. Joseph’s 
Hospital System operates 51 hospitals 
in six states: Alaska, California, Montana, 
Oregon, Texas, and Washington,” he 
noted. “We’re split into six regions, and 
PHC is the Washington-Montana region. 

kSystem-wide Standardization
“Since my return here in 2018, we’ve con-
tinued with many system-driven standard-
ization initiatives in our hospitals and in 
our labs,” he added. “Not all of our hos-
pital labs are accredited through The Joint 
Commission because we are a large com-
plex system and local decisions may steer 
each lab in a different direction. That said, 
some of them have already moved to TJC 
and some are just considering the move.”

In a comment to The Dark Report, 
a spokesperson for Providence St. Joseph 
Health said, “Our labs in the six states 
we serve have different accreditations. 
Many are Joint Commission accredited. 

Understanding Differences 
Between 2 CLIA Accreditors

Use of peer assessors vs. professional assessors is  
a factor when selecting CLIA accrediting bodies

CLIA Updatekk
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Others are maintaining CAP or COLA, 
and still others are CMS inspected. This 
isn’t new. In Oregon, for example, many 
of our labs transitioned to TJC five years 
ago, while one maintained CAP. Our lab 
operations in our different states are at 
different stages and have various reasons 
for the decisions they have made or are 
contemplating.”

In the Washington-Montana region, 
Remillard is responsible for lab operations 
at four hospitals. Previously, two of those 
hospitals were with CAP before switch-
ing to The Joint Commission last year. 
The other two are smaller critical access 
hospitals that the Washington State 
Department of Health inspects. “We’re 
sticking with that for now,” he noted. 

kSeeking Improvements
Seeking improvements in efficiency 
and lower costs, the two larger hospi-
tals switched from CAP to The Joint 
Commission, Remillard explained. 

“One important factor was that The 
Joint Commission accredits the entire 
hospital, which gives it oversight over 
just about everything,” he noted. “That 
means we now have complete alignment 
with one regulatory body for much of the 
hospital, including the laboratory.

“In many hospitals, the laboratory 
is a bit of an outlier,” he explained. “It’s 
almost as if we speak a different language, 
and in many ways we do. To get align-
ment within our hospitals, it made a lot 
of sense to go with The Joint Commission 
because CAP doesn’t inspect hospitals. It 
does laboratory CLIA inspections.

“Previously, when we would talk about 
being inspected by CAP, hospital leaders 
would sometimes say, ‘Remind me again 
of what CAP does,’” he recounted. “That 
doesn’t happen anymore.

“Now that we’re with The Joint 
Commission, we’re working with one 
regulatory body, which levels the playing 
field by simplifying the language everyone 
speaks when talking about accreditation,” 
Remillard said. 

“In that way it improves communica-
tion within the hospital,” he added. 

“The Joint Commission uses different 
assessors who inspect the laboratory from 
those who inspect the hospital itself,” he 
said. “But the process is smooth and more 
efficient for all concerned.

“Another way that TJC inspection is 
different is that it has fewer people do the 
inspections,” he reported. “CAP sends a 
team to inspect your lab and that team is 
sized in a way that’s appropriate to your 
operation. Generally, that’s more than 
one person, and it could be as many as 25 
people inspecting your facility. 

“In my experience, the CAP inspectors 
try to get their inspections done in one to 
three days,” he said. “For most of my career, 
I’ve worked with larger labs, and I’ve found 
CAP will generally bring an entire army of 
people into those laboratories. 

“Basically, that army is comprised of 
colleagues and peers from within the lab 
industry,” Remillard explained. “CAP has 
said that having peers doing inspections 
is a big advantage, and in some cases this 
is true. Unfortunately, CAP has gone in 
a direction in which its process can be 
a burden on the laboratory that’s being 
inspected—in part because they bring this 
small army of people to your lab.

“Many times, CAP inspectors in one 
department request the same documen-
tation that other CAP inspectors are 
requesting in another department,” he 
warned. “That kind of overlap is redun-
dant and stressful for the staff, supervi-
sors, and the management team. 

kReciprocal CLIA Inspections
“To execute its inspection strategy, CAP 
expects your medical director to assemble 
and send a team to do a reciprocal CLIA 
inspection at another facility of a similar 
size,” he noted. “While this is often an excit-
ing process to do, it’s also a burden because 
it’s a big commitment for your lab to fulfill. 
You must assemble a team and send them on 
the road to do a CLIA inspection in another 
city or another state for multiple days. 
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“CAP has said that sending out peers 
to inspect other labs is an advantage 
because your team sees how other labs 
operate and potentially your team can 
learn best practices,” he noted. “But my 
experience from a number of CAP inspec-
tions is that it can be hit or miss as to how 
much peer inspectors learn or share best 
practices when they assess your lab. 

“There are times when a team of peers 
has extensive experience and does a thor-
ough inspection. But then you might get 
the opposite too,” he cautioned. “The 
team may be confused about the ques-
tions they’re asking, or they may not fully 
understand the intent of the questions 
in the inspection process. Also, the team 
might interpret what your staff says about 
your lab operations in a way that’s different 
from the way your staff interprets those same 
operations. When that happens, there’s a 
potential for a difference of interpretation. 

kResolving Issues
“To be fair, CAP has a way to resolve 
those issues, but that process often creates 
more work, and if those questions are not 
resolved, then the process can go off in a 
wrong direction quickly,” he noted. “At 
least that’s been my experience.” 

Remillard’s experience with TJC is 
much different. “The Joint Commission’s 
professional inspectors use a checklist and 
have a lot of experience using that check-
list,” he noted. “They know exactly what 
they’re looking for, and there’s not much 
interpretation in how they use the checklist. 

“When we had our TJC inspection at 
one hospital in this region, it was thorough 
and went smoothly,” he added. “This was 
one of our larger hospitals with 750 beds. 
In that facility, we had one inspector who 
stayed for about four days total. With a 
single inspector we could quickly establish a 
good, professional rapport and we found this 
inspector to be quite knowledgeable. 

“Preparation for the change to the 
Joint Commission was extensive,” he 
reported. “In July 2019, we presented the 
idea for the change to key lab stakehold-

ers. Once we had their buy-in, we sent two 
content experts to an off-site TJC training 
in November. Preparation then continued 
with significant effort to update our stan-
dard operating procedures and to train to 
TJC checklist. Our on-site inspection was 
in February 2020, which was just prior to 
the pandemic travel freeze.

kFeedback from Staff
“The feedback from our staff was that 
if they had known what The Joint 
Commission CLIA inspection would be 
like, they would have moved to TJC many 
years ago,” he recalled. “I say that because 
the lab team considered it, overall, to 
be a great experience. Not only was it a 
more efficient inspection, but we were not 
required to send out a team of inspectors 
to go to another lab. 

“CAP might say that with The Joint 
Commission, we would not get the peer-
to-peer experience or learn best practices,” 
he added. “I would challenge that thinking 
because the inspectors from TJC have been 
in many dozens of labs over the years. That 
experience means they can guide us to meet 
regulatory requirements using their wealth 
of knowledge. In that way, we don’t lose out 
on the opportunity for TJC’s CLIA assessor 
to share best practices with us.”

In closing, Remillard added that having 
one accrediting body for the hospital and 
lab is an important point that lab direc-
tors and hospital administrators should not 
overlook. “Being aligned with the rest of the 
hospital is very important for labs,” he said. 
“As laboratorians, we’re separated enough 
as it is from the rest of the hospital staff. 
Having one accrediting organization both 
for the hospital and the lab helps to bring 
both entities into more of an alliance than 
they would be otherwise.” TDR

Contact William Remillard at William.
remillard@providence.org.

NOTE: The Dark reporT invites those 
who would like to explain the pros and 
cons of CAP vs. TJC accreditations to re-
spond to: rmichel@darkreport.com 
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EDITOR: Yossi, let’s set the scene for our 
readers by explaining that, in November, 
2019, the federal Food and Drug Adminis- 
tration (FDA) issued a 501(k) clearance to 
your Sight OLO CBC analyzer for moderate-
ly-complex testing in CLIA-compliant facili-
ties. This test produces five-part CBC results 
with 19 parameters and signature flagging 
capabilities. What differentiates the Sight 
CBC testing system is that it is engineered 
around a radically different mix of technolo-
gies, compared to most hematology systems 
used in clinical laboratories today. Could you 
explain more about why your OLO system 
is different from most hematology systems 
used by clinical laboratories today?
POLLAK: In simplest terms, the system 
takes two drops of blood—collected either 
by fingerstick or venipuncture—and turns 
that sample into a set of high-resolution dig-
ital images. The images are analyzed auto-
matically using our algorithms to accurately 
perform a complete blood count (CBC)—to 
count the patient’s red and white blood cells, 
platelets, etc., including a white blood cell 
differential. Our OLO system can analyze 19 
different blood parameters in minutes.
EDITOR: How large is your OLO system?  
POLLAK: The system is about the size of a 
toaster oven—less than one foot per side—

weighs 22 pounds, and can be placed on a 
bench, as well as in many other near-patient 
settings. 
EDITOR: It is important for lab administra-
tors and clinical pathologists to also under-
stand that it is not just the small size that sets 
your CBC instrument apart from existing 
hematology systems. It does not count blood 
cells as they move through a gate, for exam-
ple. Rather, it uses digital imaging and artifi-
cial intelligence (AI) in novel ways, correct? 
POLLAK: Yes. Our OLO CBC analyzer 
essentially digitizes blood samples. We have 
a sample preparation method that allows 
us to automatically create a monolayer of 
cells within a self-contained cartridge. Next, 
this specimen cartridge is inserted into the 
analyzer and over 1,000 images are captured 
within 10 minutes. Then, in real time, the 
instrument analyzes these 1,000 images to 
produce the CBC results. 
EDITOR: It this the first diagnostic for clin-
ical purposes that you created? 
POLLAK: Sight previously developed a test 
for malaria, which we launched in 2015. 
As laboratory scientists know, there is no 
malaria testing solution that is sufficiently 
inexpensive, rapid, and highly accurate. Yet 
it is a huge market globally: data from the 
World Health Organization (WHO) shows 

Two-Drop ‘Digital CBC’ Enters 
U.S. Market with FDA Clearance

INTERVIEW
NEWSMAKER

EDITOR’S NOTE: Digital imaging, digital 
image analysis, and artificial intelligence/
machine learning are technologies expected 
to disrupt anatomic pathology and its cen-
try-long reliance on the light microscope. 
Now Sight Diagnostics, Ltd., a young diag-
nostic company headquartered in Tel Aviv, 
Israel, is adapting these technologies to clin-

ical laboratory testing—specifically hema-
tology and complete blood counts (CBC). 
The company manufactures a diagnostic 
solution that has the potential to be disrup-
tive in multiple ways. The following interview 
with Yossi Pollack, Co-Founder and CEO of 
SightDx, was conducted by Robert L. Michel 
and Donna Marie Pocius of The Dark reporT.

“We believe the ability to work with just two drops of blood, plus the fast time-
to-results and the reduction in operator overhead provided by our FDA-cleared 

moderate-complexity analyzer, will be highly attractive to providers.”    
—Yossi Pollak, CEO Sight Diagnostics, Ltd. 

kkCEO SUMMARY: For 70 years, the Coulter Principle 
has been a bedrock technology in hematology. Now this 
seven-decades-old technology has a challenger. An Israeli 
company obtained clearance from the Food and Drug 
Administration (FDA) to market a new CBC instrument as 
a moderately-complex CLIA device. The system needs 
only two drops of blood placed on a specially-designed 
cartridge. The cartridge is inserted in a small analyzer, 
which uses machine imaging and artificial intelligence to 
produce a five-part CBC with 19 parameters and signature 
flagging capabilities. 

IVD NEWSMAKER INTERVIEWYossi PollakIVD NEWSMAKER INTERVIEW Yossi Pollak
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keted as the Parasight Malaria Detection 
Platform.
EDITOR: In researching your company 
for this interview, I noticed that just one 
year later, in 2016, your company entered 
into an agreement with Becton Dickinson 
for BD to distribute this test system in 
India.
POLLAK: Yes. The market numbers in 
India are huge, because almost 900,000 
cases of malaria are diagnosed in India 
each year and 128 million tests are per-
formed. BD’s interest in distributing this 
test system in India was an important 
confirmation of our malaria test’s accuracy 
and reliability at that time. In fact, we’ve 
now sold over one million of our Parasite 
malaria tests worldwide.
EDITOR: This is a credible track record 
for your digital imaging and artificial intel-
ligence (AI) technologies in their use to 
test for malaria. 
POLLAK: All this work also helped us 
better appreciate diagnostic accuracy 
because the sensitivity and specificity of a 
malaria test needs to be at very high levels 
to avoid the cost of following up on false 
positives, as well as the negative impact on 
patient outcomes from false negatives.
EDITOR: What came next after the intro-
duction of the malaria test?
POLLAK: In 2016, we started to consider 
other types of blood tests. Our technology 
is a platform technology—meaning it can 
be adapted for a wide range of clinical 
and biological testing. And remember, for 
malaria, we were already creating a mono-
layer of human blood cells, digitizing the 
images, and analyzing those images with 
AI technologies. 
EDITOR: So, you looked at the types of 
clinical laboratory tests that use whole 
blood and microscopy. Is that a good 
guess?
POLLAK: That’s on target. Before the 
days of Coulter counters, labs would per-
form blood counts by creating a slide that 
presents the blood cells for microscopy, 

that about 500 million malaria tests are 
performed each year. These diagnostic 
tests are primarily microscopy and rapid 
diagnostic tests (RDTs). Our team saw 
this as an opportunity to apply new AI 
technologies that were being developed in 
domains such as self-driving cars and put 
them to use in clinical diagnostics. 
EDITOR: That would seem to be quite a 
leap—from self-driving cars to a diagnostic 
test for malaria. How did this happen? 
POLLAK: It started back in 2010. Some 
of us had worked at Mobileye, an Israeli-
based company using digital images, digital 
image analysis, and artificial intelligence to 
guide self-driving cars. We looked outside 
this field to see how these same technol-
ogies could be used in novel ways. We 
saw a way to use machine vision—already 
capable of recognizing pedestrians, cross-
walks, and traffic signals—and train it to 
recognize biomarkers in the blood. 
EDITOR: What caused you to see a way to 
link technology that supports self-driving 
cars with some type of diagnostic test for 
use in patient care? 
POLLAK: Imagine, for a moment, how 
much training a human needs to drive a 
car. Typically, an individual can become 
an expert after maybe 20 hours of actual 
driving. By contrast, it requires years of 
training for someone to achieve the skills 
needed for clinical-grade microscopy. That 
caused us to think that we might be able to 
adapt these technologies in malaria testing 
specifically to replace the human eye for 
the analyses. There was the potential to 
greatly reduce the cost of a malaria test 
while at the same time producing a fast 
time-to-result that would enable treatment 
to begin immediately at remote clinics in 
developing nations. With this type of solu-
tion, even I could be “behind the micro-
scope” and use this system to produce an 
accurate answer.
EDITOR: When did you introduce this 
malaria test?
POLLAK: That happened in 2015, after 
five years of development. The test is mar-
IVD NEWSMAKER INTERVIEW Yossi Pollak
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and even today, 5% to 20% of CBC sam-
ples are sent to reflex testing that is based 
on microscopy. Our technology platform 
was already doing all of these actions for 
the malaria test. 
EDITOR: However, in hematology, there 
are many reputable, highly-automated sys-
tems already delivering speedy, accurate 
CBC results at a low cost. Why did Sight 

Diagnostics believe it could successfully 
compete in this market? 
POLLAK: Certainly there are many 
robust hematology systems in use globally. 
These systems have something in com-
mon. The highest-throughput instruments 
are generally large, complex, and most 
either utilize resistive pulse sensing—the 
Coulter Principle—or flow cytometry to 

Sight Diagnostics’ OLO 5-Part CBC Test Needs 
Just Two Drops of Blood to Produce Results

OOne way to look at the new instrument system manufactured by Sight Diagnostics of 
Tel Aviv, Israel, is that it brings new value to clinical laboratory testing by combining 

several rapidly-changing technologies to create a novel diagnostic testing solution. Sight’s 
OLO CBC analyzer utilizes machine imaging and artificial intelligence to deliver a 5-part 
CBC result in about 10 minutes, using two drops of blood.

Shown above are the three steps that Sight Diagnostics says are needed to produce a CBC 
test result using its OLO analyzer in moderately-complex CLIA labs. One drop of blood 
is placed in each of the two wells on the cartridge, which uses lateral flow technology 
to move the specimen through the required steps. After inserting the cartridge into the 
instrument, results are available within 10 minutes. 
One point of competitive differentiation between the design and function of the OLO CBC 
analyzer and most existing hematology instruments is the absence of complex tubing, 
pumps, and moving parts. The manufacturer expects the OLO CBC analyzer to be simpler 
to operate and to require less maintenance when compared to existing, high-throughput 
hematology systems. At the same time, the OLO CBC analyzer’s cost per test will not be 
as low as the high-volume CBC analyzers used in the large central laboratories around the 
United States.

Graphic by Sight Diagnostics

IVD NEWSMAKER INTERVIEWYossi Pollak
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assess the blood specimen. The Coulter 
Principle dates back to the early 1950s 
and is now 70 years old. We saw the 
opportunity to bring new technology to 
this market and also to address an under-
served segment of the clinical market for 
blood testing. 
EDITOR: Please explain, particularly 
about what you see as the underserved 
segment of the clinical market.
POLLAK: These hematology systems are 
commonly used in larger clinical labo-
ratories. If your lab runs hundreds or 
thousands of CBC tests per day, then 
these hematology systems are efficient and 
cost-effective. But this model of CBC test-
ing comes with delays in reporting results 
because specimens must be transported 
to the large central laboratories that oper-
ate big hematology systems. We saw the 
opportunity to move CBC testing closer 
to the patient to produce faster results.
EDITOR: Does this mean tailoring your 
OSO CBC analyzer to meet the needs of 
smaller labs?
POLLAK: Yes. We identified a huge gap 
in small and medium test volume set-
tings—a need for on-site CBC testing that 
was closer to the patients and where the 
specimens didn’t need to be sent to one 
central lab. 
EDITOR: How did you identify this 
unmet need?
POLLAK: We conducted interviews with 
doctors. We recognized that if technology 
was available that provided them with 
critical information during the patient 
visit, or otherwise within minutes of 
ordering the test, treatment could start 
faster. Armed with those insights, we 
worked from 2015 to 2019 to modify 
our platform to perform complete blood 
counts. It was in December, 2019, that the 
FDA issued clearance for this device for 
moderately-complex settings. 
EDITOR: What you are talking about is 
point-of-care testing done in the doctor’s 
office and other near-patient settings.

POLLAK: We are targeting various 
near-patient settings today, and we plan 
to enter the point-of-care and doctors’ 
offices down the road, subject to addi-
tional regulatory approval. It is our strong 
belief that the key to these settings is to 
avoid any compromise in the quality of 
the result of running the CBC on OLO 
locally—as compared to sending it to a 
large laboratory. From day one we said, 
“we are going to replicate the best in 
class.” This is reflected in OLO’s design 
and in our choice of predicate device for 
the studies that we submitted to the FDA.  
EDITOR: Could you explain your strat-
egy for use of a two-blood-drop specimen 
to perform a CBC?
POLLAK: Not only is the Sight OLO 
both robust and compact, but it also 
allows—for the first time—a CBC test 
directly from a fingerpick of blood (as well 
as from a venipuncture). We expect this to 
prove to be an easier and more welcomed 
collection process for the patients. 
EDITOR: Can the option of using either 
a finger-stick specimen or a venipuncture 
specimen be a benefit to the provider?
POLLAK: We think so. The ability to use 
fingerprick samples can avoid the time 
needed for scheduling and performing 
phlebotomy, permitting the process to be 
faster and more convenient. This can be 
of value, for example, in various hospital 
departments, including in the emergency 
department where speed is of the essence. 
Similarly, a fast CBC result would benefit 
patients showing up at an oncology center 
for treatment. We believe that the ability 
to work with just two drops of blood, 
plus the faster time-to-results and the 
reduction in operator overhead provided 
by our FDA-cleared moderate-complex-
ity analyzer, will be highly attractive to 
providers.
EDITOR: Yossi, your platform has the 
potential to disrupt hematology testing in 
several ways. But let’s stay with near-pa-
tient settings and physicians’ offices capa-
ble of doing moderately-complex CLIA 

IVD NEWSMAKER INTERVIEW Yossi Pollak



The Dark reporT / www.darkreport.com  k 17

testing, which you’ve identified as the 
market segment you want to serve with 
the OLO CBC analyzer. Why are you 
confident this solution will gain traction? 
POLLAK: The advantages offered by the 
speed of results and the ability to use 
finger-stick samples seem to be resonat-
ing across a number of moderately-com-
plex settings, including hospital satellite 
facilities, oncology centers, and urgent-
care centers. However, a less obvious 
advantage stems from OLO’s impact on 
operational efficiency and cost structure 
in low- and medium-volume settings: 
analyzers designed for large labs require 
a good deal of overhead in the form 
of washouts, calibrations, and frequent 
quality control (QC) runs. While these 
are effectively amortized across the large 
number of samples in larger facilities, 
they result in significant impact on test 
cost and workflow in the low- and medi-
um-volume settings. 

EDITOR: Explain these benefits, please.
POLLAK: Some of our customers have 
been surprised to learn just how much 
of an impact these factors have on their 
cost structures with legacy analyzers. In 
contrast, OLO’s use of disposable test 
kits means it does not require washouts; 
it is calibrated at the factory, so it does 
not require repeated calibration, and we 
enable our users to put in place inde-
pendent QC plans (IQCPs) to reduce 
the number and cost of QC runs. We 
are building a collection of case studies 
that illustrate the resulting advantages in 
terms of total cost of ownership. 

EDITOR: Finger-stick sampling is a 
patient-friendly feature, since many 
patients are uncomfortable with veni-
punctures. How was this part of your 
strategy?
POLLAK: Finger-stick collection has 
several equally important benefits. It elim-
inates the need for a phlebotomist or 
nurse to perform the venipuncture. That 
reduces the cost of collecting a specimen. 
It also gives the provider more flexibility 
in staffing, while preserving the ability to 
collect specimens and perform a CBC test 
with the moderately-complex device. 
EDITOR: What about the benefits of 
time-to-result?
POLLAK: That is perhaps the most 
important source of value. The ability to 
speed up how a patient moves through 
the process of specimen collection, diag-
nosis based on test results, and decision 
on how to treat can have major positive 
consequences for providers. For example, 
during the COVID-19 pandemic, we are 
finding that hospitals are interested in the 
OLO CBC analyzer because it can help 
move patients faster through the appro-
priate care pathways in the emergency 
department. Hospitals want to triage 
patients as fast as possible to determine 
if they are positive for SARS-CoV-2. This 
moderately-complex testing solution can 
help cut the time to answer. 
EDITOR: The Sysmex XN-2000 
Hematology Analyzer is your predicate 
device and this instrument has FDA clear-
ance as a moderate-complexity CLIA sys-
tem. The Sight OLO CBC Analyzer also 
has FDA clearance as a moderate-com-
plexity CLIA system. Do you have a time-
line with the FDA at this point to obtain 
clearance as a waived CLIA test? And are 
you open to sites that might want to be 
study sites? 
POLLAK: Hopefully, we will soon 
advance OLO by applying for a CLIA 
Waiver. The COVID-19 pandemic has 
unfortunately slowed our recruitment of 
additional clinical study sites, but we are 

Yossi 
Pollak

k“We believe that the 
ability to work with just 
two drops of blood, plus 
the faster time-to-results 
and the reduction in 
operator overhead pro-
vided by our FDA-cleared 
moderate-complexity 
analyzer, will be highly 
attractive to providers.”
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back on track now. We have had clinical 
studies with Columbia University Medical 
Center, with Boston Children’s Hospital, 
and with TriCore Reference Laboratories 
in Albuquerque, N.M., and we plan to do 
more studies. We are interested in finding 
additional sites to take part in studies. 
EDITOR: In coming to the United States, 
who is your perfect buyer and user? And 
who is an early adopter and user of the 
system? 

POLLAK: We provide a lot of value to 
pediatrics, oncology centers, emergency 
rooms, hospital satellite facilities, and to 
urgent-care facilities that need to pro-
vide a speedy clinical service. Because of 
the excitement we see, we’ve accelerated 
expanding our sales distribution network. 
Our U.S headquarters is in Brooklyn, New 
York. This is where we warehouse devices, 
as well as recruit and train our U.S. sales 
professionals. 
EDITOR: Some clinical insights are of 
interest to help our clients and regular 
readers who tend to be the first-mover 
types in labs in the U.S. They want to do 
the right thing for patients and be ahead of 
the curve with the kind of technology they 
think is ready for clinical service. How is 
information provided on the number of 
different blood cell types? Is it the same 
as you would obtain with a CBC with the 
cells enumerated per a given volume? 
POLLAK: Yes, we report CBC results in 
a similar fashion to existing analyzers. We 
report 19 parameters in total, including 
red and white blood cells enumerated per 
microliter of blood as well as absolute and 
relative counts for the WBC differential. 

OLO also has a flagging system, which 
flags blasts, immature granulocytes and 
nucleated RBCs, and raises a number of 
messages. Results are displayed right on 
the instruments, optionally printed by an 
attached printer and transmitted to the 
laboratory information system.
EDITOR: Does OLO provide informa-
tion about the function of the blood cells, 
most notably platelet function? 
POLLAK: At this point, we are not going 
beyond the original CBC. However, we 
are collecting image and information to 
support ongoing research as to how we 
can adapt our platform for other types of 
diagnostic tests. 
EDITOR: I understand you have six giga-
bytes of raw data coming out of a single 
assay. Is that being sent to an LIS? 
POLLAK: It’s true: our method for “dig-
itizing blood” results in six GB of image 
data per sample. However, we don’t cur-
rently store the images on the LIS, only 
the test results. Of course, when we do 
store image data, it will be HIPAA com-
pliant and anonymized. We already have 
an extensive database of blood images—
about half a petabyte worth. We are work-
ing with it to find trends, specifically with 
a few studies around stroke.
EDITOR: This is the future of laboratory 
medicine—to combine lab test results 
with other relevant clinical and demo-
graphic data to provide a more detailed 
picture of the patient that helps physi-
cians make a more accurate diagnosis 
and select the most appropriate therapies. 
Thank you, Yossi, for taking the time to 
explain how Sight Diagnostics is using 
new technologies in the field of hematol-
ogy testing. 
POLLAK: As you can see, we are excited 
about the different ways that this new 
testing platform can help improve patient 
care. Thank you for the opportunity to 
share this information. TDR

Contact Yossi Pollak at yossi@sightdx.com; 
Judy Boniface-Chang at judy@sightdx.com.

Yossi 
Pollak

k“We report 19 param-
eters in total, including 
red and white blood cells 
enumerated per microliter 
of blood as well as abso-
lute and relative counts 
for the WBC differential.”
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Like two trains on the same track 
approaching a head-on collision, 
a large pathology group’s scheduled 

implementation of digital pathology sys-
tems ran directly into the full effect of the 
COVID-19 pandemic when it hit with 
force last March and April. 

The good news is that this collision of 
a planned roll-out of a digital pathology 
(DP) and whole-slide imaging (WSI) solu-
tion during the SARS-CoV-2 outbreak 
turned out well for Poplar Healthcare, an 
anatomic pathology group in Memphis 
with 25 pathologists. Poplar is beginning 
to realize the benefits of digital pathology 
and WSI in its daily workflow.

Poplar’s foray into digital pathology 
began in 2018, when Poplar’s manag-
ers started on an 18-month process of 
defining needs, selecting the scanners, 
and choosing the overall digital pathology 
management system. 

In September, Sweeney spoke at The 
Dark Report’s Executive War College 
regarding Poplar’s entry into digital 
pathology. His co-presenter was Lisa-
Jean Clifford, Chief Operating and Chief 
Strategy Officer for Gestalt Diagnostics 
in Spokane, Washington. 

During their presentation, Sweeney 
discussed Poplar’s pathway to adoption of 
digital pathology and whole-slide imaging 
and Clifford discussed Gestalt Diagnostics’ 
PathFlow system. “Late in 2017, right after 
we merged with Bostwick Laboratories, 
we brought the idea of investing in digital 
imaging systems to the board of direc-
tors,” he said. (See, “Memphis Path Lab 
Pivots to COVID, Pooled Testing,” TDR, 
Dec. 7, 2020.) 

kEvaluating DP Systems
“During that initial phase, we spent about 
nine months talking to different vendors 
to understand the steps they were taking 
to obtain clearances for their systems by 
the FDA and to develop their hardware 
systems,” he said. “We also wanted to 
understand how digital pathology systems 
need to be validated.

In 2013, the College of American 
Pathologists (CAP) issued guidelines for 
pathologists seeking to self-validate on the 
digital pathology systems they were using. 
By giving AP groups the steps needed 
to self-validate WSI systems, these CAP 
guidelines could enable pathologists to 
be agnostic about which imaging systems 

Digital Pathology Launched 
in the ‘Era of COVID-19’

kMemphis lab company makes the business case 
for scanning slides to cut costs, boost productivity

kkCEO SUMMARY: Is it smart to initiate digital pathology (DP) 
systems and whole-slide imaging just as a novel coronavirus 
upends healthcare and society at large? That was the question 
asked at Poplar Healthcare, a pathology lab in Memphis. Senior 
management proceeded with the implementation, despite the 
uncertainty that accompanied the SARS-CoV-2 pandemic. Nine 
months later, the early experience with digital pathoolgy has been 
successful and Poplar now enjoys lower costs and new clients.
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they could use to review cases without 
waiting for FDA clearances. 

“In that initial phase, the biggest con-
cern that the board had was the cost 
of a digital pathology system,” Sweeney 
reported. “They wanted to know how 
much each scanner would cost, how many 
scanners we would need, and what other 
equipment would be required. 

kCapital Outlay for DP System
“Because our big concern was the capital 
outlay, we proposed different payment 
models to use in acquiring the scanners 
and DP systems,” he explained. “Instead 
of making a big capital investment, we 
looked at other forms of funding that 
were more like reagent rental agreements. 

“We settled on a per-case cost that 
reduced our up-front spending while 
allowing our DP program to pay for itself 
through savings and revenue growth,” 
noted Sweeney. “We also knew that we 
needed to be careful when choosing a scan-
ning system. We did not want to choose 
one that would limit our ability to serve 
any pathology practice in the United States 
or potentially any pathologists overseas.

“Our goal was to stay agnostic and use 
an open system that gives our pathologists 
the flexibility to interpret images from any 
other scanning system,” he noted. “At that 
point, we turned to Gestalt. Their system 
includes that flexibility and it can send 
and receive images to and from multiple 
imaging systems and can interface with 
virtually any artificial intelligence (AI) 
applications.”

kDigital Pathology’s Benefits
Now, as 2020 comes to an end, Poplar 
Healthcare has realized five significant 
benefits from using digital pathology sys-
tems. Sweeney says those benefits are: 

• “First, it lowers costs by eliminating 
the need to ship glass slides to remote 
pathologists.

• “Second, it improves the productivity 
of remote pathologists, because the 

whole-slide images can be sent instan-
taneously to a pathologist along with 
the case information, and both are 
viewable at the same time within our 
case viewer. 

• “Third, it allows remote pathologists to 
share digital images for second opin-
ions, consults, or to refer difficult cases 
back to our subspecialists for review or 
for interdepartmental review. 

• “Fourth, it provides faster turnaround 
time for results, which helps us gain 
new clients. 

• “Fifth, it provides a platform to 
increase revenue by delivering ser-
vices to customers seeking to reduce 
their histology costs and to incorpo-
rate whole-slide imaging.”
Under a model in which Poplar 

Healthcare works remotely with anatomic 
pathologists located within physician 
practices, some of its revenue comes from 
doing the technical component (TC), 
some comes from the professional com-
ponent (PC), and some comes from doing 
both TC and PC (or global). 

kTC, PC, Global Opportunities 
“Of our daily volume, about 65% is global, 
and the other 35% is either TC or PC,” 
Sweeney reported. “By that, I mean a hos-
pital or pathologist somewhere asks us to 
make glass slides and to send those slides 
out to them, or someone makes glass 
slides and sends them to us to read.

“Digital pathology lends itself to sup-
porting this model of business,” he added. 
“Slides can be produced efficiently in our 
114,000-square-foot CLIA-certified lab-
oratory, scanned, and then transmitted 
to pathologists anywhere in the country. 
Special stains and IHCs [immunohisto-
chemistry] can be ordered and performed 
immediately.”

In addition to working with pathol-
ogists in physician practices, Poplar 
Healthcare also works with hospitals in 
Tennessee and other states in the Mid-
South. “We currently provide pathology 
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Anatomic pathologists seeking best-in-
class vendors for digital pathology 

systems (DP) or scanners to produce 
whole-slide images (WSI) should look 
first for vendors that support a variety of 
WSI hardware and software, said Lisa-
Jean Clifford, Chief Operating and Chief 
Strategy Officer for Gestalt Diagnostics in 
Spokane, Washington. 

“The best systems will be those that 
sit on top of whatever infrastructure the 
anatomic pathology laboratory already 
has,” Clifford explained. “That’s the key 
to deploying digital pathology systems.

“Many vendors support only the 
workflows and applications that work 
with their own hardware and those sys-
tems are unable to incorporate multiple 
different applications (such as laboratory 
information systems and scanners),” she 
noted.

“That’s something that many of the 
earliest DP and WSI vendors didn’t real-
ize,” she added. “Or, they didn’t think 
about the fact that the whole premise 
behind digital pathology is to be able to 
expand its use to any pathologist working 
in any location at any time. 

kOpen vs. Closed Systems
“That means pathology groups consider-
ing DP and WSI need to be aware of the 
differences between open versus closed 
systems,” Clifford explained. “If a vendor 
is one of the large digital imaging system 
companies, and its system works only 
with its other systems, then pathology 
groups using these types of closed DP 
sysems are limited in how they can 
expand. 

“How does an anatomic pathology 
group wanting to work with other pathol-
ogists in remote locations make that 
closed system work without a substantial 

investment each time?” Clifford asked. 
“What happens if an AP laboratory wants 
to deploy its choice of a DP system to 
other pathologists or to hospitals outside 
of their organization or service area? 

“That laboratory would not be able 
to integrate its systems without buying 
all new scanners, other hardware, the 
image analysis and artificial intelligence 
software, and the operating system,” she 
warned. “Without that, they can’t play in 
that environment.

“With a closed DP system, it’s chal-
lenging for a pathology group to share 
different image file formats and data,” 
she noted. “That inability to share files 
and data defeats the purpose of digital 
pathology, which ideally includes the abil-
ity to streamline workflow, to automate 
imaging systems, and to make them all 
interoperable.”

When Poplar Healthcare in Memphis 
implemented a whole-slide imaging 
system for its pathologists who work 
remotely, the AP group also deployed 
Gestalt’s PathFlow system, Clifford said. 

“Our solution to the problem that 
many AP groups have is a digital pathol-
ogy platform called PathFlow that 
includes an image management system, 
a viewer, and an integrated workflow,” 
Clifford explained. “In this open system, 
the pathologist works in a cockpit from a 
worklist that includes the slides that need 
to be reviewed that day or that shift. It 
also has an integrated reporting system, 
voice recognition, artificial intelligence, 
and image analysis. 

“The key to our system is that it is 
completely vendor agnostic,” she added. 
“That’s been our premise from the begin-
ning and that means our open system can 
work with any scanner from any scanner 
vendor.”

Considering Open and Closed Systems When 
Choosing Digital Pathology Solutions, Scanners
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services for a number of small hospitals,” 
Sweeney noted. “That means we can now 
discuss the possibility of managing the 
histology departments that exist in many 
of the hospitals in our region. 

“If we do that, we could help them 
save costs by making the glass slides, 
scanning those slides, and sending the 
images back to the pathologists in those 
hospitals,” he explained. “The pathologist 
in that hospital could be an employee of 
Poplar Healthcare or could be a hospital 
employee, or that pathologist might work 
for another pathology group practice.”

While working remotely with pathol-
ogists in hospitals and physician groups 
outside of Memphis, Poplar Healthcare 
also could add international pathology 
clients. “By some estimates, about 75% 
of the world’s pathologists reside in the 
United States,” Sweeney reported. “So, 
when we talk about the future of pathol-
ogy, there is a significant opportunity for 
AP groups in the United States to read 
cases from anywhere in the world. 

kOverseas Opportunities 
“Doing that would allow us to provide 
care to patients in many different coun-
tries,” he commented. “To date, we have 
not begun selling outside the United 
States, but we are talking about how we 
might do so.”

For Poplar Healthcare, dermatologists 
also are an area of interest to grow its 
digital pathology business. “During their 
residency training, dermatologists get 
experience in pathology by reading their 
own cases,” he said. “We are working 
with companies developing AI applica-
tions that will assist with digital triaging of 
cases, allowing dermatologists to do their 
own case reviews.

“We simply need to confirm that they 
have high-resolution monitors and that 
the dermatologists have been validated 
through CAP’s validation process for pri-
mary diagnosis,” he added.

“We are very excited about the future 
of AI in anatomic pathology,” commented 

Sweeney. “There are numerous companies 
developing algorithms for quality assur-
ance, primary review, and digital triaging, 
to name a few. 

“Each of these applications will have 
a place in the future,” he concluded. 
“Although there is much work to be done 
before those applications are ready for 
prime time, we plan to be on the front of 
that curve.” TDR

Contact James P. Sweeney at 901-473-0684 
or jsweeney@poplarhealthcare.com; Lisa-
Jean Clifford at 508-868-6827 or ljclif-
ford@gestaltdiagnostics.com.

Gestalt Diagnostics 
Wins Workflow Award

In today’s increasingly competitive market 
for anatomic pathology services, pathol-

ogists need a world-class productivity 
and workflow solution that supports dig-
ital pathology and allows them to protect 
existing clients and expand market share. 
That’s why a recent award may be of inter-
est to many pathology groups.

In recent months, CIO Applications 
magazine published its current list of the 
“Top 10 Workflow Solutions Companies.”  
One of the companies recognized was 
Gestalt Diagnostics, based in Spokane, 
Wash., which developed and sells its 
pathology workflow solution PathFlow.

CIO Applications recognized Gestalt 
for its solution to convert conventional 
anatomic pathology manual processes 
and workflow to an “electronic digital 
workflow.” 

Gestalt says its PathFlow solution 
“provides a full image management 
system, robust case routing, a univer-
sal viewer, integrated artificial intelli-
gence, image analysis algorithms, and 
reporting.” 

Gestalt’s Pathologist’s Cockpit pro-
vides a single, streamlined, fully interop-
erable workflow that enables pathologists 
to interpret and sign out their cases.
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Just days ago, the fed-
eral Food and Drug 
Administration (FDA) 

issued updated informa-
tion about the COVID-19 tests 
it has authorized since early in 
the pandemic. As of Jan. 15, 
2021, the agency had autho-
rized a total of 317 tests for 
the SARS-CoV-2 coronavirus. 
Included in this total are 236 
molecular tests, 68 antibody 
tests, and 13 antigen tests. Of 
the 236 molecular tests, 32 
are authorized for use with 
home-collected samples. There 
is one molecular prescription 
at-home test, one antigen pre-
scription at-home test, and 
one over-the-counter at-home 
antigen test.

kk

23ANDME RAISES 
$82.5 MILLION IN 
NEW CAPITAL
23andMe of Sunnyvale, Calif., 
disclosed that it raised $82.5 
million in new funding in a 
Series F round led by Sequoia 
Capital and NewView Cap-
ital. News reports indicated 
that it wanted to raise $85 

million, but lack of investor 
interest caused it to close the 
funding round with $82.5 mil-
lion. Now that the tidal wave 
of consumers wanting to do 
genetic tests to learn about 
their ancestry and family trees 
is subsiding, companies like 
23andMe and Ancestry are 
looking for other products and 
services to sell. In the case of 
23andMe, the company hopes 
to use the genetic data it says 
it has on 12 million people to 
collaborate with the develop-
ment of therapeutic drugs. It 
entered into one such deal in 
2018 with GlaxoSmithKline. 

kk

CHANGE HEALTH 
TO BE ACQUIRED  
BY UNITEDHEALTH
On Jan. 6, it was announced 
that Change Healthcare 
would be acquired by Optum, 
a division of UnitedHealth. 
The purchase price is $8 billion 
and the press release issued by 
the two companies described 
the transaction as “combin-
ing” the two businesses. The 
two companies also said, 

“Change Healthcare will join 
with OptumInsight to provide 
software and data analytics, 
technology-enabled services 
and research, advisory, and 
revenue cycle management 
offerings to help make health-
care work better for everyone.” 
Many clinical laboratories use 
services from Change Health-
care, including lab test billing 
and collection services.

kk

UNITEDHEALTHCARE 
AGAIN DELAYS TEST  
LAB TEST REGISTRY
Last month, UnitedHealth-
care (UHC) announced that 
it would delay implementation 
of its Laboratory Test Registry 
Protocol until January 1, 2022. 
This is the third time that UHC 
has moved back the start date 
for the cumbersome program. 
UnitedHealthcare is requiring 
nearly all tests and panels used 
by in-network medical labo-
ratories to be registered. After 
January 1, 2022, UHC will not 
pay for claims for clinical labo-
ratory tests and panels that are 
not registered.

That’s all the insider intelligence for this report. 
Look for the next briefing on Monday, February 8, 2021.
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