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Come One, Come All to the Executive War College
This is for all of you long-time readers who every spring see news 
about the Executive War College on Diagnostics, Laboratory, and Pathology 
Management, tell yourself that you need to attend, but then you put off 
registering. 

Your message today is simple and supported by compelling logic: this is 
the year for you to make time, register, travel to New Orleans, and spend 
two highly-productive days with more than 900 of the lab profession’s most 
capable administrators, executives, and pathologists. 

In more than 80 sessions, over 125 innovative and accomplished speakers 
and panelists will be on stage and sharing stories of their labs’ successes with new 
management methods, new lab automation and tests, and effective approaches 
to working with payers to obtain reasonable reimbursement and gain network 
status. It is your opportunity to acquire the knowledge and confidence you need 
to address the common issues of lab staffing shortages, effective cost-cutting, 
and developing important new sources of revenue for your laboratory.

Each year, some clients and loyal readers do take the plunge, register, and 
show up for their first Executive War College experience. They will stop Editor-
in-Chief, Robert L. Michel or other staff members and, with genuine enthu-
siasm, say this is the most valuable lab conference they’ve attended in years.  
This real testimonial captures that energy: “My first EWC was an amazing con-
ference, and it taught me more in three days than my company had in two years!”

There is another compelling reason why this is the year for you and your 
key managers to get out of the lab and spend two days at the nation’s biggest 
gathering of management-minded lab leaders. My diagnosis is that you are 
coming down from the high stress of the past 36 months of the pandemic, 
with its seven-day weeks and lockdowns. My prescription is that you and 
your most talented lab managers register today and travel together to the 
28th annual Executive War College on April 25-26. 

Yes! It is time for you to step away from that laboratory facility, travel to 
one of the nation’s most fun cities with fabulous cuisine, and hang out with 
900 or more of your peers—the cream of lab management who are pushing 
our profession forward in effective ways. You’ll return to your lab refreshed 
and energized. Even better, you’ll bring back proven ideas that advance the 
clinical and financial success of your lab. TDR
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Returning for its 28th year, 
the Executive War College on 
Diagnostics, Clinical Laboratory, 

and Pathology Management will focus 
on six pressing themes. These specific 
issues affect the ability of labs and pathol-
ogy groups to survive and thrive during 
healthcare’s transformation and as fee-
for-service gives way to value-based reim-
bursement arrangements. 

“Today, the U.S. healthcare system 
is transforming itself with unprece-
dented speed,” declared Robert Michel, 
Editor-in-Chief of The Dark Report 
and founder of the conference. “Big 
multi-hospital health systems are merg-
ing with each other. The new healthcare 
consumers want direct access to clinical 
laboratory tests and the full record of their 
lab test history. Payers are slashing reim-
bursement for many medical lab tests.

“These are three examples of major 
changes unfolding in the delivery and 
reimbursement of clinical services,” he 
continued. “Each has major implications 
in how labs serve their parent organiza-
tions, offer services directly to consumers, 
and negotiate with payers for fair reim-
bursement as in-network providers.” 

The Executive War College (EWC) 
takes place April 25-26 in New Orleans. 
An anticipated 125 speakers will present 
80 sessions on a variety of issues that 
influence how labs run their businesses. 
Visit www.ExecutiveWarCollege.com for 
full details.

Briefings about the six lab-based 
themes to be featured at EWC are on 
pages 6-8 in this issue. The trends break 
down into a trio of overlapping areas:
• Day-to-day operations in the clinical 

laboratory or pathology practice.

Six Important Themes 
to Help Labs Succeed
kUpcoming Executive War College to address 
healthcare’s changes and opportunities for labs

kkCEO SUMMARY: Clinical laboratories face business chal-
lenges with day-to-day operations, genetic testing, and evolv-
ing care delivery models. The 2023 Executive War College on 
Diagnostics, Clinical Laboratory, and Pathology Management 
returns on April 25-26 in New Orleans. Participants will learn 
what is changing in the healthcare and lab testing sectors, along 
with effective responses that can advance their lab testing ser-
vices while generating welcome new sources of revenue.
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• The growing world of genetic testing 
and related reimbursement.

• An evolution in how consumers expect 
to receive healthcare services and med-
ical treatments.

“Each of these broad areas are on 
the radar of observant laboratory lead-
ers,” Michel noted. “In developing the 
Executive War College’s agenda and invit-
ing expert speakers, it is clear that many 
laboratories will struggle in one or more 
of these areas this year.”

kFuture of LDT Regulation
Within the theme involving day-to-day 
operation of labs, the uncertain regu-
latory landscape will get full attention 
at Executive War College. Major regula-
tory changes are expected in the com-
ing 24 months. Expert speakers will 
address two hot spots: the potential of 
increased regulation of laboratory-devel-
oped tests (LDTs) and planned reforms 
to the Clinical Laboratory Improvement 

Amendments (CLIA) of 1988. (See the 
briefing on page 6 for more information.) 

“There may be revisions to two sig-
nificant laws that would affect just about 
every laboratory in the United States,” 
Michel said. “One of those developments 
involves the FDA’s efforts to regulate 
LDTs. The other is a quieter, ongoing 
project to identify and implement updates 
to CLIA regulations. Together, each of 
these developments has a potentially 
transformative impact on labs.” 

Multiple sessions at the Executive War 
College will assess these developments. 
“There will be panels on the legal and fed-
eral government’s aspects of LDT regula-
tion involving multiple experts,” Michel 
said. 

“Additionally, the Executive War 
College has invited Reynolds Salerno, 
PhD, Director of the Centers for Disease 
Control and Prevention’s Division 
of Laboratory Systems, to talk about 
activities that are underway to propose 
substantial revisions to CLIA, which has 
undergone little change in the past 30 
years,” he added.

kAspects of Hiring
Another aspect of day-to-day operations 
to be addressed is the recruiting, hiring, 
and retention of medical laboratory sci-
entists and anatomic pathologists. (See the 
briefing on page 6.)

The lab staffing shortage has been well 
chronicled in these pages. However, this 
year’s Executive War College will feature a 
new emphasis on up-to-minute perspec-
tives about supply and demand for labo-
ratory scientists and pathologists.

“Among sessions devoted to this topic 
is a presentation about current devel-
opments in the placements of medical 
technologists, histotechs, cytotechs, and 
other lab scientists,” Michel explained. 
“Attendees will gain insights as to how 
to attract qualified candidates, along with 
reports on the current level of salaries and 
benefits for these positions.

Diagnostics Better Reflected 
at 2023 EWC Conference

Eagle-eyed readers might notice a 
name that looks slightly differ-

ent: the Executive War College on 
Diagnostics, Clinical Laboratory, and 
Pathology Management. 

“Dark reporT subscribers and 
long-time attendees will notice that we 
tweaked the Executive War College’s full 
title to emphasize ‘diagnostics. That term 
is an important addition,” noted Robert 
Michel, founder of the EWC conference. 
“In the past, ‘clinical laboratory’ and 
‘anatomic pathology’ were terms that 
sufficiently described the profession of 
laboratory medicine. However, a subtle 
but significant change has occurred in 
recent years. The term ‘diagnostics’ has 
become a common description for med-
ical testing, along with other diagnostic 
areas such as radiology and imaging.”
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“Another significant theme that is dif-
ferent at the upcoming conference ver-
sus earlier years is the increasingly rapid 
uptake of genetic testing and genome 
sequencing by local labs and health sys-
tem laboratories,” Michel said.

Genetic testing, and the struggle 
to have claims reimbursed, will be an 
important topic this year. In what may 
be a lab industry first, attendees at the 
Executive War College will hear about 
Optum’s laboratory benefit management 
program that it is offering to other health 
plans and self-insured employers. 

This session will be jointly presented 
by Cristi Radford, MS, CGC, Product 
Director, at Optum, and Jason Bush, 
PhD, Executive Vice President, Product, 
at Avalon Healthcare Solutions. (See the 
briefing on page 7.) 

kMust-Attend Session
“This is a must-attend session for any 
lab manager wanting to understand how 
one of the nation’s largest payers views 
the explosion in genetic testing—along 
with the tsunami of genetic test claims 
that overwhelms health plans,” Michel 
observed. “This is a rare opportunity for 
lab managers and pathologists to hear 
from individuals who sit on the payer side 
of the managed care table.”

Other sessions at the conference will 
be devoted to discussing how community 
hospitals and local labs can set up and 
offer genetic tests and next-gen sequenc-
ing services. There will be a one-day, 
post-conference workshop on the topic. 
During these sessions, attendees will 
learn about the new phenomenon in the 
lab marketplace of “dry labs” and “vir-
tual CLIA labs”—organizations that take 
genetic data generated by a “wet lab” and 
process that data, annotate it, and provide 
an analysis and interpretation for the 
referring physician. 

Consumers’ preference in where they 
receive healthcare and the services they 
expect from providers continues to evolve.

Patients increasingly seek out primary 
care services, including routine diagnostic 
tests, at retail pharmacies. Another aspect 
is how demand for precision medicine is 
driving consumer behavior. (See the brief-
ings on page 8.)

“Labs need to go beyond providing 
an accurate, timely test result to also 
delivering actionable intelligence to pro-
viders that directly improves care, such 
as through diagnostic data and precision 
medicine,” Michel observed. 

Among the presenters who will 
address this topic will be William Morice 
II, MD, PhD, CEO and President at Mayo 
Clinic Laboratories. Morice will offer 
ways for labs to rethink their role in sup-
porting precision medicine.

“Executive War College serves strategic 
thinkers in clinical laboratories,” Michel 
concluded. “Presenters will explore ways 
lab innovators can stay on the front lines 
of clinical quality while also operating in a 
financially responsible way.” TDR

Contact Robert Michel at 512-264-7104 or 
rmichel@darkreport.com.

Prominent Themes at 
Executive War College

Here’s a quick rundown of six themes 
that the Executive War College on 

Diagnostics, Clinical Laboratory, and 
Pathology Management will showcase:
1. Clinical laboratories head into an 

unstable regulatory environment.
2. Solutions to chronic lab staffing 

shortage evolve as demand rises.
3. Laboratories face challenges to nav-

igate the genetic testing landscape.
4. Prior-authorization mandates stymie 

labs performing expensive tests.
5. Changes continue in how primary 

care is delivered to consumers.
6. New lab opportunities in precision 

medicine and proactive care. 
For more details on each theme, see 

the briefings on pages 6-8. 
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During the coming 12 to 36 months 
there are reasons to expect several seismic 
events in the regulation of clinical labs.

Lab managers and pathologists 
should monitor activity in the nation’s 
capital among Congress, rulemak-
ing agencies, healthcare officials, and 
lobbyists. Two areas are of particular 
note: oversight of laboratory-developed 
tests (LDTs) and proposed reforms to 
the Clinical Laboratory Improvement 
Amendments (CLIA) of 1988. 

There were reasons to expect LDT 
oversight to move to the Food and 
Drug Administration (FDA) last year. 
However, proposed legislation to do so 
was kept off a spending bill in Congress, 
partly because of strong opposition from 
academic medical center pathologists. 

Now, the FDA indicates it will file 
its own rulemaking to govern laborato-
ry-developed tests. At the same time, it 
is plausible that another LDT bill may 
surface in Congress during 2023.

Meanwhile, The Dark Report has 
outlined recommended reforms to CLIA. 
Many of them focus on how revisions 
to the statute should address diagnostic 
data, people who handle this data, and 
related technology such as digital pathol-
ogy. These CLIA changes won’t happen 
in 2023, but they will be considered by 
federal officials later this year.

Related Executive War College ses-
sion: “Everything You Need to Know 
about Washington, DC: Issues of Concern 
to Labs, including PAMA, VALID Act, 
FDA, OIG, CMS, Congress, and More.”

It remains a struggle for most labs 
to attract, hire, and retain quali-
fied personnel across all skill positions. 
From medical technologists (MTs) to 
phlebotomists and accessioners, demand 
far outstrips supply.

Compounding the lack of adequate 
numbers of trained and experienced 
lab workers is the steady rise in wages. 
Candidates want more money, and infla-
tion only exacerbates that issue. 

In this tight labor market, clinical 
laboratories must do two things. First, 
differentiate their organizations and cor-
porate cultures in ways that appeal to 
top-performing lab professionals. 

Second, labs must be creative in how 
they go about recruiting, hiring, and retain-
ing qualified workers. Sure, competitive 

wages are a must. But in this fierce market 
it is essential that labs promote their open 
positions in ways that catch the atten-
tion of qualified candidates and encourage 
them to arrange a hiring interview. 

Such novel thinking is a must in a 
competitive talent market. Our story on 
page 9 about how ARUP Laboratories 
secured federal funding for a new clini-
cal laboratory scientist training center is 
a prime example of an unconventional 
approach to expanding the supply of 
qualified medical technologists. 

Related Executive War College ses-
sion: “Lab Staff Recruiting, Hiring, and 
Retention in Today’s Competitive Market: 
How We Differentiate Our Lab, Attract 
Qualified Candidates, and Build Loyalty 
and Commitment.”

Chronic Lab Staffing Shortages 
Remain Even as Demand Rises2TREND

Significant Federal Regulatory Reforms 
Progressing with FDA, CLIA Regulations1TREND
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“Overwhelming” may be the best 
way to describe the genetic testing 
world from the perspective of labo-
ratory professionals. Concert Genetics 
tracks 175,000 genetic tests offered today 
to providers. 

The current marketplace for genetic 
tests can be a morass. On one hand, 
more patients want access to genetic 
tests they believe are relevant to their 
medical care. On the other hand, health 
insurers are overwhelmed by genetic test 
claims. Their response is to require prior- 
authorization requirements and deny 
coverage to new genetic tests that lack 
adequate data to support accuracy and 
clinical relevance. 

The demand for genetic testing 
among providers and the public is strong, 
particularly for personalized medicine 

use. Meanwhile, with the SARS-CoV-2 
federal public health emergency set 
to expire on May 11 and demand for 
COVID-19 testing down significantly 
from a year ago, those hospital and inde-
pendent labs that devoted PCR resources 
to molecular SARS-CoV-2 testing now 
have the opportunity to repurpose their 
COVID equipment and add staff to per-
form genetic testing. 

In the face of eroding hospital 
finances, genetic testing could boost lab 
revenue. But that takes strategic planning 
and careful collaboration with payers to 
get reimbursed. All of these issues will be 
discussed at the Executive War College. 

Related Executive War College 
full-day workshop: “Genetic Testing and 
Genome Sequencing for Community 
Hospital Labs.”

One consequence of the sharp rise 
in genetic testing over the past decade 
is that private payers struggle with huge 
numbers of claims for novel assays, some 
of which have questionable clinical value.

To combat this problem, two of the 
biggest private payers, UnitedHealthcare 
and Anthem (now known as Elevance 
Health), instituted prior authorization 
programs for genetic testing in 2017. 
Prior authorization is one aspect of lab-
oratory benefit management (LBM) 
programs, so it was no surprise to see 
molecular tests fall under these setups.

Just last year, Optum (which is 
owned by UnitedHealthcare’s parent, 
UnitedHealth Group) announced it was 

offering its LBM option to other insurers 
to improve use of expensive genetic tests.

For many genetic testing companies, 
Optum’s move was likely not popular. 
When labs wait for authorization, they 
run the risk of delaying the test and 
irritating ordering physicians. For this 
reason, some labs instead choose to per-
form the test and absorb the costs to keep 
doctors happy. That is why working with 
LBM programs is a key step for genetic 
testing laboratories.

Related Executive War College 
session: “Understanding Lab Benefit 
Management Programs: Why They Exist, 
What They Do, and the Benefits They 
Offer to Patients, Physicians, and Payers.”

Laboratories Face Big Challenges 
Navigating Genetic Test Landscape3TREND

Payers’ Prior-Authorization Mandates  
Stymie Labs Performing Expensive Tests4TREND
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It may be off the radar screens 
of many lab administrators and 
pathologists, but the transformation 
of primary care in this country is advanc-
ing at a steady pace. This trend has 
significant implications for clinical labo-
ratories because it changes the locations 
where increasing numbers of patients 
will seek primary care. 

Leading this charge are Walgreens, 
Walmart, CVS, and several grocery store 
chains. Consumers are clearly open to 
receiving physician care, clinical labora-
tory diagnostic tests, and follow-up treat-
ments in non-traditional settings outside 
of hospitals and doctor offices.

This is happening because retail 
pharmacy chains are losing access to 
patients and being disintermediated by 
pharmacy benefit managers (PBMs) and 

Amazon’s PillPack service. By establish-
ing primary care services within retail 
pharmacies, not only do these companies 
establish a new source of revenue, but it 
also positions them to provide the pre-
scriptions needed by these patients. 

As an ancillary service that supports 
primary care providers, clinical labora-
tories must have a strategy to respond to 
this trend. Labs are faced with important 
logistical questions. Among them: 

• How are diagnostic specimens  
collected?

• How do the specimens get to the lab?
• Are payers aware of the setup?

Related Executive War College ses-
sion: “Is It Time for Retail Pharmacies 
and Clinical Labs to Start a Dating 
Relationship to Offer Value to Each 
Other?”

When properly curated and ana-
lyzed, diagnostic data can serve as  
a powerful tool for artificial intelligence 
(AI) and precision medicine.

With this data in hand, clinical labo-
ratories and pathology groups can pro-
vide valuable information to specialists, 
clinical trial organizers, and others as 
they piece together individualized care 
plans for patients.

For example, the University of 
Pittsburgh School of Medicine has 
decided to include pathology data in a 
machine learning process that could help 
classify HIV test results as likely positive 
or likely negative based on patient pop-
ulations. Infant HIV tests are predom-

inantly negative, but community clinic 
HIV tests draw more positives, according 
to a story posted online in March by 
the American Association for Clinical 
Chemistry.

“This provides the laboratory with 
new opportunities to personalize work-
flows and provide clinicians and patients 
with the answers they need rather than 
just a number from our instruments,” the 
article states.

Related Executive War College 
session: “Rethinking the Lab’s Role to 
Support Precision Medicine, Serve the 
New Consumer, and Create Value from 
Data to Support Improved Patient Care 
and Save on Cost of Care.”

Changes in Delivery of Primary Care 
Have Major Implications for Labs5TREND

Clinical Labs Have New Opportunities  
in Precision Medicine, Proactive Care6TREND
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Part two of two Parts

To secure $3 million in federal 
funding to build a new medical 
technologist (MT) training center, 

ARUP Laboratories, in partnership with 
the University of Utah, took a unique 
approach that other clinical laboratories 
can emulate. 

“It’s important that lab leaders explore 
novel ways to get funding [for med tech 
training programs],” said Tracy George, 
MD, President and Chief Scientific Officer 
at ARUP. “Our project was outside-the-
box thinking.”

Part one of our report about the 
novel source of funding for this new MT 
training center explains the data on staff 
shortages project organizers used in their 
request for federal funding and how they 
presented that data to lawmakers. (See 
TDR, “ARUP, University of Utah Create 
MT Training Center,” March 6, 2023.)

Part two of this intelligence briefing 
explains how ARUP and the University 
of Utah—both in Salt Lake City—are 
using the federal funds to build the MT 
training center. Also included are rec-
ommendations as to how other labs can 

replicate this process to secure fund-
ing through the federal government and 
other sources.

The new facility is formally called the 
Advanced Practice Clinical Laboratory 
Training Center. Medical laboratory sci-
ence students at the University of Utah 
will learn advanced clinical diagnostic 
testing techniques at the training center. 
They will then finish their education in 
more specialized testing environments at 
ARUP Laboratories or other lab locations.

kSharing New Learning
The immediate path forward for the proj-
ect is to get the training center operational 
by 2024. Architectural plans are currently 
being drawn up. Once open, the facility 
will help the University of Utah’s Division 
of Medical Laboratory Sciences to reach 
the goal of doubling to 80 the number of 
annual lab science undergraduates.

However, a more auspicious goal is 
to encourage other clinical laboratories 
to copy this model and launch their own 
medical technologist training programs in 
conjunction with their local colleges and 
universities.

Best Practices for Labs to 
Secure MT Program Funds

kUniversity of Utah and ARUP Labs share why  
they were successful securing $3M in federal funds

Tracy George, 
MD 

Diana 
Wilkins, PhD 

kkCEO SUMMARY: In securing federal 
funds for a new MT training center, ARUP 
Labs and the University of Utah took steps 
that clinical labs can follow for their own 
project financing. Among the key lessons is 
the need to showcase the work a lab does 
within a community to politicians and deci-
sion-makers who control funding sources.
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“We are very committed to shar-
ing what we learn in this experience,” 
said Jonathan Genzen, MD, PhD, Chief 
Medical Officer at ARUP. “It is public 
funding. We are a nonprofit institution 
affiliated with the university. Everything 
about this project is designed to share that 
experience so that it can be replicated in 
other appropriate settings.”

kSupporting the Community
Helping the larger region around this MT 
training center is high on the wish list of 
Diana Wilkins, PhD, Chief of the Division 
of Medical Laboratory Sciences in the uni-
versity’s Department of Pathology.

Wilkins said she is particularly excited 
to someday expand training within the 
Intermountain West region of the coun-
try, in which Utah and nearby states are 
located. “I hope we find opportunities for 
areas across the Intermountain West that 
may have difficulty finding MT training 
sites for students,” she added. “If University 
of Utah can help support and promote MT 
student training in the long term beyond 
just our local community—such as across 
the state and in the Intermountain region—
that’s a benefit to everybody in the region 
and to the economy.”

Wilkins added that the medical lab-
oratory sciences undergraduate program 
will have no trouble filling the 40 new 
training slots the MT center will open up.

“It’s going to solve a critical need for 
us as an academic program because there 
are currently over 200 premedical labo-
ratory sciences undergraduate students 
who are now freshman or sophomores at 
the University of Utah,” she said. “During 

their junior and senior years, they want to 
advance into their clinical training. I want 
to move these students along so that they 
can enter the workforce and provide qual-
ity healthcare to our community.

“We don’t want them to take six or 
seven years to graduate. We want them to 
complete their undergraduate degree in the 
more traditional timeframe for a university 
graduate and to be well prepared as a new 
workforce member to hit the ground run-
ning,” she continued. “This training center 
is going to be a great opportunity for us to 
be able to achieve that goal.”

kTips That Labs Can Emulate
The MT project’s innovators provided 
interesting details about why they were 
successful at securing the federal funds. 

They presented the following six rec-
ommendations that any clinical labora-
tory can use to pursue its own funding 
requests more successfully:
• Publicly hitch the lab’s work to a 

state’s economic or academic goals. 
“Utah is definitely focused on STEM 
education, technology innovation, and 
job creation in those areas,” Genzen 
said. “ARUP’s project aligned well with 
a lot of the priorities that we see in the 
Salt Lake City Valley and Utah state in 
general. That helped us tremendously.”

• Promote how a community can bene-
fit from a clinical lab project. Medical 
laboratories have the attention of the 
public and of lawmakers because of how 
vital diagnostic tests proved to be during 
the pandemic. Let the community know 
how future projects involving the lab will 
improve their lives. “It really makes a 
difference if your local representatives or 
congressional representatives know what 
your lab is doing, understand what’s hap-
pening in those environments, and have 
a sense of what’s needed to help expand 
efforts to make those lab testing services 
even better,” Genzen noted. 

• Offer laboratory tours to local, state, 
and federal leaders. Genzen joked that 

Jonathan 
Genzen, 
MD, PhD

k“It really makes a 
difference if your local 
representatives or con-
gressional representa-
tives know what your 
lab is doing.”
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ARUP never says no to a requested lab 
visit. “The purpose of these tours is to 
share the message about the great work 
the lab is doing and to share informa-
tion about why a future lab project, like 
our training center, will be important,” 
he said. “We already had connections 
with congressional representatives, 
largely because of our role during the 
COVID-19 pandemic. They knew of 
our laboratory and what we were trying 
to accomplish.”

• Gather letters of support from the 
community. In the case of ARUP and 
the University of Utah, the federal 
funding program required the recip-
ients to present letters of community 
support. “The letters we submitted gave 
lawmakers reassurance that other peo-
ple in the community also believed in 
the project,” Genzen explained.

• Focus on Medical Laboratory 
Professionals Week. This annual 
spring event, which this year occurs 
April 23-29, is a great opportunity to 
get political leaders involved with local 
labs. “Communicate with your local 
legislators about Medical Laboratory 
Professionals Week,” Wilkins sug-
gested. “Even something simple, such 
as having them sign a proclamation 
that says ‘Hey, it’s Lab Week,’ creates 
an awareness that labs exist and that 
there is a workforce need that legisla-
tors know about.” 

• Partner with a local university on a 
project. George believes that one of 
the reasons ARUP got the $3 million in 
funding was because of the clear ben-
efits to medical laboratory science stu-
dents at the University of Utah. “ARUP 
is nonprofit and academically affiliated, 
so it was natural for us. But any lab will 
be stronger by reaching out to people 
in the academic world,” she observed. 
“If a lab just goes it alone, it’s harder to 
get sizable grants. However, if you can 
partner with a university, that’s really 
helpful. And from the political point of 

view, politicians want to support their 
local universities.”

Using these suggestions allowed 
ARUP and the University of Utah to think 
critically about ways to raise awareness of 
lab staffing issues with key decision-mak-
ers who have influence over federal fund-
ing. “We want this to be a sustainable 
program going forward,” George said. 
“We want this to be successful so that we 
can train not just for ARUP, but really for 
the whole community.” TDR

Contact Tracy George, MD, at tracy.george@
aruplab.com; Jonathan Genzen, MD, PhD, at 
jonathan.genzen@aruplab.com; and Diana 
Wilkins, PhD, at Diana.Wilkins@utah.edu.

Impact of Having More MTs

It can be difficult to assign a value  to 
having more medical technologists 

(MTs) and medical laboratory scientists 
(MLSs), beyond what clinical labs know 
anecdotally about their own testing vol-
umes or staffing levels. 

There are, however, sources of use-
ful data. For example, the U.S. Bureau of 
Labor Statistics noted that, as of 2021, 
there were 329,200 MTs and medical lab 
technicians. Additionally, the American 
Clinical Laboratory Association esti-
mated that seven billion diagnostic lab 
tests are performed annually in the U.S.

Based on those figures—and 
assuming workers have three weeks 
of vacation—MTs and other clinical lab 
bench staff perform an average of 434 
diagnostic tests per week.

Once it opens in Salt Lake City, 
the new Advanced Practice Clinical 
Laboratory Training Center will accom-
modate up to 40 more MLS undergrad-
uates each year. Within five years there 
will be 200 more MLSs in the work-
place, with the ability to perform 4.3 
million diagnostic tests annually. That is 
a significant number of additional tests 
within a community, state, or region.
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Laboratories Can Find Value  
in Use of Leftover Samples

kOvation Research Network offers option for labs 
to submit remnant samples and possibly earn fees 

Barry Wark, 
PhD 

Holly 
Magliochetti 

kkCEO SUMMARY: After testing on behalf 
of patients, there are often leftover sam-
ples. One company developed a platform 
to enable life science customers to access 
the samples and associated diagnostic data 
for research purposes. For clinical labs, the 
leftover samples provide an opportunity to 
earn revenue from life science firms.

Doors are opening on a poten-
tial new source of revenue for 
clinical laboratories. Life science 

research and development organizations 
are hungry to access patient specimens 
and associated diagnostic data (where the 
patient has provided informed consent). 

To match the buyers and sellers for 
these samples and data, Ovation.io in 
Portland, Maine, created the Ovation 
Research Network. This platform ano-
nymizes and aggregates patient diagnostic 
data while also collecting leftover testing 
samples in a central biorepository. 

This effort pushes forward precision 
medicine research and benefits patients 
in clinical settings who must provide 
informed consent before their specimens 
and associated data can be used in further 
research.

“Real-world clinical data is often 
limited to the electronic medical record, 
insurance claims, or prescription data,” 
said Barry Wark, PhD, co-founder and 
Chief Strategy Officer at Ovation. 

“But precision therapies have a 
genetic component.” he noted. “Most 

of the genetic data that’s measured in 
labs doesn’t make it back into the EMR. 
There’s a wealth of information in every 
specimen that went through a lab—suffi-
cient information to assist precision ther-
apy discovery and development.

Wark spoke at the 2021 Executive 
War College on Diagnostics, Clinical 
Laboratory, and Pathology Management 
in San Antonio. His session was titled, 
“Why Clinical Laboratories Will Propel 
the Next Evolution of Real-World Data 
and Drug Development.”

kValuable Research Samples 
It costs clinical laboratories nothing to 
join the Ovation Research Network, and 
they stand to gain value while advancing 
therapy development by making their 
remnant samples available for researchers 
to use. 

For these reasons, savvy clinical labo-
ratory managers and pathologists might 
find the network to be an opportunity to 
further engage in precision medicine and 
interact with research organizations and 
pharma companies. 
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This was the thinking at Genetics 
Institute of America (GIA) in Delray 
Beach, Florida, which participates in the 
Ovation Research Network. One of GIA’s 
executives spoke at the 2021 Executive 
War College. “Having alternative chan-
nels of revenue within the laboratory has 
never been more critical than it has been 
over the last three years,” observed Holly 
Magliochetti, CEO at GIA. 

Laboratories involved with the network 
may be able to earn revenue in two ways:
• Labs that send remnant samples and 

accompanying diagnostic data for those 
specimens to Ovation receive origina-
tion fees if their samples are used for 
research.

• If research customers are interested in 
a series of specimens but further char-
acterization of the samples is needed, 
Ovation will contract with a lab in the 
network to perform that work.

Lab origination fees could total tens of 
thousands of dollars a year, depending on 
how many samples from a specific lab the 
researchers request.

kApproach to Data
Having de-identified samples already in 
the Ovation biorepository speeds up the 
time for Ovation to produce data needed 
by researchers, Wark said.

“They can commence their trial in 
days or weeks instead of years. That’s the 
life science customer’s incentive to work 
with the Ovation Research Network,” he 
added. “If Ovation doesn’t have the data 
already and needs to further characterize 
the samples, we can work with the labs 
in our network to retrieve and further 
characterize the samples for a fee. That’s 
another incentive for labs to participate.

“This additional characterized data 
comes back into Ovation’s database,” 
Wark continued, “which we can deliver 
to our life science customer. It’s a win/
win arrangement for labs, researchers, 
and ultimately patients who benefit from 

new available therapies.” (See the sidebar 
on the next page for more details on how 
the Ovation Research Network operates.)

Ovation will help directly with 
research requests. A case study posted on 
its website noted that when a life sciences 
company needed a genomic sequencing 
cohort to identify genetic risk factors 
for inflammatory bowel disease (IBD), 
Ovation coordinated with several partner 
labs to convert specimens of patients with 
possible IBD indications to genomic data. 
The company’s bioinformatics team, and 
a partner sequencing lab, then performed 
bioinformatics analysis to identify genetic 
makeup and perform differential gene 
expression analysis between inflamed and 
normal tissues.

The company stated that among the 
results, “life science researchers were able 
to access previously unavailable genomic 
data,” due to the work of Ovation and its 
lab partners.

kBetter Patient Outcomes
As a lab doing diagnostic testing, one goal 
of the Genetics Institute of America is to 
drive precision medicine in cancer and 
other diseases. “If we can partner with 
the pharma industry to develop treatment 
protocols and pharmacological advances 
that will provide actionable medical treat-
ment as a result of the testing, then that’s a 
win for everyone,” Magliochetti observed. 
“That means more testing and better 
patient outcomes all the way around.”

She said participating in the Ovation 
Research Network helps fulfill such busi-
ness and medical community goals.

“Participating in the network pro-
vides the benefit of shortening the time 
required to find subjects for research 
because they already exist in the biorepos-
itory,” she stated. “The parameters needed 
by researchers allow us to quickly identify 
that data because it already exists.   TDR

Contact Barry Wark, PhD, at Barry@
ovation.io.
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Ovation Research Network Designed to Help 
Labs Provide Samples and Data to Researchers
By ParticiPating in this unique research 

network, clinical laboratories can 
submit leftover samples and associated 
diagnostic data with patient consent into 
a biorepository. From there, researchers 
request data about samples that match 
the type of patients under study. 

“The Ovation Research Network’s abil-
ity to scale and aggregate data from mul-
tiple labs allows clinical development to 
proceed quicker because specific patient 
profiles are readily available,” said Barry 
Wark, PhD, co-founder and Chief Strategy 
Officer at Ovation.io, the parent company 
of Ovation Research Network.

“What if—instead of enrolling patients 
and making measurements—research-
ers could go to a database of clinical and 
genomic data and do their study?” Wark 
asked. “It might happen 10 times faster 
and it might cost 10 times less money. 
Better yet, it can enable industry to bring 
precision therapies to market faster and 
more efficiently.”

kSteps to the Process
Here’s an overview of how the Ovation 
Research Network operates with its part-
ner labs and life science customers:

• Participating clinical laboratories adopt 
an industry-standard patient notifica-
tion of secondary use, called “unified 
patient consent,” on test requisition 
forms and online ordering portals.

• A specimen arrives at a lab and its 
information is entered into the labora-
tory information management system 
(LIMS). While Ovation sells its own 
LIMS, which integrates easily with the 
Ovation Research Network, any LIMS 
can be used to connect to the network.

• After the ordering provider receives the 
test results, any consented remnant 
samples can be sent to the network. 
Ovation checks that patients have con-

sented to the use of de-identified data 
from their samples and secondary use 
of the anonymized remnant specimen. 

• The specimen then goes into the 
Ovation Research Network’s biorepos-
itory, while the associated data goes 
into the network’s database. Both are 
connected by a unique ID number.

• When a life sciences customer 
requests a clinical genomic dataset, 
Ovation pulls relevant specimens out 
of the biorepository. Originating labs 
are compensated for the use of the 
remnant sample and data.

• If needed, Ovation sends the samples 
to a lab in the network for further char-
acterization. Ovation compensates 
that lab for such work and delivers 
the finalized data to the life sciences 
customer.

kPrivacy Concerns Are Key 
Part of the Ovation Research Network 
setup revolves around patient consent 
to have remnant samples and diagnostic 
data de-identified and used for research.

“Most important, perhaps, is a vet-
ted, carefully constructed legal frame-
work that includes patient notification and 
consent for a secondary research use of 
those samples,” Wark explained. “And 
Ovation has the informatics system to 
track those consents with the specimen 
and the patient data from their inception 
through use.”

As a software and technology com-
pany, Ovation was able to build out the 
informatics system needed to help run 
the research network. “We tackled hard 
informatics problems to collect, store, 
de-identify, and safely manage the spec-
imen data,” he said. “The samples have 
to be de-identified, put in a biorepository, 
and made available to research labs as 
needed. A lot of logistics go into that.”
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How to Better Communicate 
with Histology, Physicians
kOrdering physicians, pathologists need educating 
about their roles in the lab specimen lifecycle 

kkCEO SUMMARY: When ordering physicians or 
pathologists take issue with histology processes, it’s a 
sign that change is needed somewhere along the line. 
At American Oncology Network, the resulting commu-
nication often centers on bringing greater clarity to the 
doctors as to how samples are handled in ways that 
affect transport times and the integrity of the tissue.

Clinical laboratory opera-
tions teams hoping to improve 
communication with physi-

cians—whether they be ordering provid-
ers or pathologists—will want to take 
some notes from American Oncology 
Network (AON). 

AON is an alliance of community 
oncology practices based in Fort Myers, 
Florida, that operates its own histology 
laboratory. It has found that making phy-
sicians more aware that they are part of a 
wider process with specimens can lead to 
positive changes in workflows and quality.

kLab Webinars for Physicians
Improving communication lines between 
ordering physicians and the lab often boils 
down to the latter establishing realistic 
expectations for the former. 

“Many physicians have no idea of 
the life cycle for any type of pathol-
ogy sample from order to result,” noted 
Curtiss McNair, PhD, Vice President 
of Laboratory Services at American 
Oncology Network. “All they know is, ‘I 
ordered it on this day at this time, and I 
should have a result at this time,’ which is 
often unrealistic. 

“We don’t always educate our providers 
and clinicians adequately on the processes 
in laboratory operations,” he continued. 
“This is why our team, when it comes to 
histology or other areas of pathology, began 
offering physician webinars online. This 
enables us to take them through the pro-
cesses, close the communication gap, and 
make their expectations realistic.”

Keeping logs of complaints from 
ordering providers is a useful way to iden-
tify potentially unrealistic demands, and 
identify topics for the online webinars, 
he added. By contrast, pathologist-based 
complaints about histology processes take 
a different tact at AON because those phy-
sicians interact directly with bench staff.

“We look at the pathology side of 
our processes all the time,” McNair said. 
“We collaborate well with our pathology 
group’s medical directors. We are always 
open to discuss the workflow, what’s 
working, and what’s not working. 

“We have the type of relationship with 
pathology where—if their process of sign-
ing out cases needs to shift—we do that,” 
he added. “We are also ready to change 
the process to better support them, or at 
least suggest that change.”

Curtiss 
McNair, PhD
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McNair urged lab operations managers 
to not wait to make changes if pathologists 
raise questions. “If we have a conversation 
about processes with pathology, the hand-
writing is already on the wall that we need 

to change something,” he said. “For us, it’s 
usually not an arm-wrestling match over the 
need to do something differently.” TDR

Contact Curtiss McNair, PhD, at curtiss.
mcnair@aoncology.com.

Once better communication enables dis-
cussion of process changes to move 

freely, histology operations teams may 
start pinpointing wasteful activities that, 
if eliminated, could lead to cost savings.

“For example, logistics is an area 
that is full of opportunity,” said Curtiss 
McNair, PhD, Vice President of Laboratory 
Services at American Oncology Network 
(AON).

“The histology department always 
wants its samples faster,” McNair 
observed. “And when you start breaking 
down the process and looking at the 
options, it becomes evident that having 
100% visibility into specimen progress 
is important. Laboratories need to have 
eyes on all samples from the moment a 
sample is taken to the moment it lands in 
the department that requested it.”

Part of AON’s approach focuses on 
knowing how fast or slow a specimen is 
being delivered and processed. Such data 
can help better track a case’s progress. 
(See TDR, “Use Histology Laboratory 
Data to Illustrate Specimen ‘Life Cycle’,” 
Jan. 23, 2023.)

kAudit Logistics Processes
Managers should get creative about how 
samples come in. Histology labs can 
review logistics practices to see if there 
are different ways to receive specimens, 
regardless of whether it is internal or 
external delivery. Options include: 

• Altering the time of day that external 
specimens arrive.

• Changing bench staff schedules to 
accommodate specimen volume.

• Using software to track courier routes. 
(See TDR, “Labs Use Internet-of-
Things Tools for Specimen Logistics,” 
March 14, 2022.)
“Laboratories have to get out of the 

mentality that there’s only one way to 
ship and get samples,” McNair noted, 
comparing this evaluation to a classic 
1970s song by singer Paul Simon. 

“Labs should approach the whole 
logistics game of getting samples like 
the old song, ‘50 Ways to Leave Your 
Lover.’ Instead, it becomes ‘50 Ways to 
Get Your Samples In,’” McNair quipped. 
“Taking that mentality opens up creativity 
and options.”

kIdentify Wasteful Processes
The SAR-CoV-2 pandemic compelled 
many histology laboratories to examine 
flawed processes given the huge increase 
in COVID-19 test volumes.

“COVID forced lab managers to say, 
‘How can we do this not just more effi-
ciently, but less expensively?’” McNair 
said. “There are hard-coded activities that 
just take a long time, such as making the 
blocks and staining. But how can we get 
more efficient? How can we find money 
that we’re wasting?”

Histology managers should not 
equate cutting costs with cutting corners 
in processes, McNair advised. Instead, 
efforts should aim to find wasteful activi-
ties and make them more efficient.

Such thinking is central to the Lean 
Six Sigma methodology, which some 
medical laboratories have used success-
fully to streamline operations.

Histology Team Regularly Seeks Opportunities 
to Improve Specimen Handling and Logistics
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Commercial laboratory con-
solidation continues, this time 
with news earlier this month that 

New York City-based Enzo Biochem 
agreed to sell its clinical laboratory busi-
ness to Labcorp. 

The deal points to the problem many 
clinical laboratories have as demand for 
SARS-CoV-2 testing evaporates, along 
with the decline in revenue associated 
with these tests.

k$146 Million Acquisition
The price of the Labcorp transaction was 
$146 million, according to a U.S. Security 
and Exchange Commission filing posted 
by Enzo. The deal was announced on 
March 16. 

Enzo Biochem is a biotechnology 
company with business lines for life sci-
ences and reference laboratory work. 
With the sale of the clinical lab division, 
Enzo will put more focus on life sciences 
and therapeutics.

“In 2022, Enzo Biochem initiated a 
strategic initiative to restructure operations 
to target business areas and industry sec-
tors representing major growth opportu-
nities,” the company said in a news release. 

“The company’s remaining operat-
ing segment—Enzo Life Sciences—sup-
plies a complete portfolio of products and 
services that are critical and extensively 
used in drug discovery, development, and 
translational research applications,” the 
release continues.

Enzo tried to provide a local alter-
native to the larger national labs, such 
as Labcorp and Quest Diagnostics, in 
the highly competitive tri-state market 

that includes New York, New Jersey, and 
Connecticut. Enzo determined the market 
value for this region was $1.8 billion.

kQ2 Lab Earnings Down 66%
Publicly-reported financial results con-
firmed that the company saw greater 
opportunity for life sciences revenue 
while at the same time experiencing losses 
in the clinical lab business.

For Enzo’s Q2 2023, which ended on 
Jan. 31, 2023, the company reported the 
following:
• Total quarterly revenue of $16.3 mil-

lion, a drop of 52% compared to Q2 
2022.

• $8.8 million for clinical lab services 
(down 66% from Q2 2022).

• $7.5 million for life sciences (flat com-
pared to 2022).

Meanwhile, Q1 2023 results broke 
down as follows:
• Total revenue of $18.3 million (a 

decrease of 31% from Q1 2022).
• $11.2 million for clinical lab services 

(down 43%).
• $7.1 million for life sciences (up 9%).

kCOVID-19 Revenue Down
At press time, Enzo CEO Hamid Erfanian 
did not respond to questions from The 
Dark Report about the Labcorp/Enzo 
Biochem agreement.

However, during a Q1 earnings call 
with investors on Dec. 13, it was clear 
there was frustration about the drop in 
COVID-19 testing sales and hints that 
Enzo was exploring options with other 
companies. Enzo has yet to conduct a Q2 
2023 investor call.

Enzo Biochem’s Lab Business  
Sold to Labcorp for $146M 

Lab Market Updatekk
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Revenue associated with SARS-CoV-2 
testing at Enzo’s laboratory business col-
lapsed by 91% from Q1 2022 to Q1 2023. 
These results are consistent with what 
much of the lab industry has experienced, 
as noted by The Dark Report over the 
past year. (See TDR, “IVD Firms Grow 
During 2022, But COVID-19 Revenue 
Dropped,” May 16, 2022.)

This development was addressed 
by Enzo’s CEO. “We continue to cycle 
through some anticipated difficult com-
parisons driven by historical COVID 
revenues, which will anniversary in the 
fourth quarter of [FY 2023],” Erfanian 
said during the December earnings call. 
“COVID revenues declined from $9.2 
million in Q1 fiscal year 2022 to $0.8 
million in Q1 fiscal year 2023, which 
accounted for the full decline in the year-
over-year revenues.”

Nonetheless, he identified several clini-
cal lab areas as bright spots, including a new 
menu of molecular diagnostic tests, direct-
to-consumer tests, and, ironically, the lab’s 
community roots in the New York area.

“This is an area where our combina-
tion of the full range of testing capabilities 
with the convenience and personalized 
service of a local, community-based labo-
ratory operation differentiate our service 
offerings,” he said.

kTakeaways from Enzo’s Deal
Enzo’s deal with Labcorp offers clinical 
laboratory managers and pathologists two 
lessons:
• Successful clinical laboratories must 

proactively uncover new revenue that 
offsets losses of COVID-19 business, 
particularly in those organizations 
where administrators and executives 
are focused on quarter-over-quarter 
business comparisons.

• It is useful for clinical laboratory leaders 
to recognize what investors currently 
pay to acquire a book of lab test cli-
ents. Recent sales of such diagnostic 
businesses often generate sales prices 

in excess of $100 million to the seller. 
Assigning this type of benchmark may 
provide justification for further invest-
ment in laboratory operations.

The Enzo/Labcorp deal highlights the 
difficulty independent labs face in offset-
ting the ongoing decline in COVID-19 
testing and associated revenue.  TDR

Enzo Deal is Latest of 
Labcorp Acquisitions

LabcorP in burlington, north carolina,  
has been busy since 2021 with acqui-

sitions of laboratory companies and lab 
outreach programs in hospitals. The 
recent acquisition of Enzo Biochem’s 
clinical laboratory business fits in 
squarely with long-term business strat-
egies at Labcorp. 

“The pipeline for hospital and local 
laboratory acquisition and investment is 
robust and will be a key area of oppor-
tunity for growth in 2023 and beyond,” 
said Labcorp CEO Adam Schechter 
during a Feb. 16 earnings call.

The company reported spending 
$1.2 billion on acquisitions during 2022. 
Many of those deals involved the pur-
chase of laboratory outreach programs 
from hospital systems and/or taking 
over hospital lab operations.

The most prominent of those 
announcements was a deal in which 
Labcorp began to manage nearly 100 
hospital labs for Ascension Health 
based in St. Louis and acquired the lab-
oratory outreach business at a number 
of Ascension locations.

Labcorp paid Ascension Health 
about $400 million for that outreach lab 
business. Yet already, the Ascension 
deal appears to be heading toward prof-
itability, as Schechter predicted that 
Labcorp will earn $550 million to $600 
million in 2023 in Ascension-related rev-
enue. (See TDR, “Labcorp: Ascension 
Deal Will Earn $550 Million in 2023,” 
March 6, 2023.)
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Clinical laboratory lead-
ers watching at-home 
care evolve should 

note the new partner-
ship between Best Buy and 
Atrium Health in Charlotte, 
North Carolina. As part of 
the deal, Best Buy Health, a 
division of the retailer, will 
assist patients in setting up 
the technology pieces of Atri-
um’s Hospital-at-Home pro-
gram. The partnership enables 
community paramedics and 
nurses from Atrium to visit 
patients in their homes and 
take data from wearable mon-
itoring devices. This allows 
caregivers to check vital signs 
as if patients were in a hospital. 
From there, the at-home care 
team can give electrocardio-
grams, provide medications, 
and draw blood for diagnos-
tic tests, among other services 
that are typically available to 
inpatients at hospitals. 

kk

MORE ON: Best Buy Deal
Specially trained Best Buy 
tech employees, some from 
the Geek Squad, will visit 
at-home patient to set up 

wearable devices and tie them 
into remote monitoring sys-
tems. Best Buy Health’s tele-
health network will bring 
complementary capabilities 
to clinical services, Atrium 
noted in a news release. It also 
touted Best Buy’s experience 
in customer service as a ben-
efit to at-home patients. Best 
Buy reps will never provide 
actual heatlhcare to patients. 

kk

FDA CLEARS  
POINT-OF-CARE TEST 
FOR FENTANYL 
The ever-increasing abuse of 
fentanyl has motivated a com-
pany to develop a point-of-
care (POC) test that received 
clearance in March from the 
Food and Drug Administra-
tion (FDA). The test, devel-
oped by Shenzhen Superbio 
Technology in China, is a 
fluorescence immunoassay 
that detects fentanyl in urine 
using a POC analyzer. Car-
olina Liquid Chemistries 
Corp. in Greensboro, North 
Carolina, will distribute the 
test in the U.S. Overdoses 

from synthetic opiates, such 
as fentanyl, have skyrock-
eted over the last decade, 
with 70,601 overdose deaths 
reported in 2021, according 
to the National Institutes of 
Health. 

kk

TRANSITIONS
•Digital pathology and artifi-
cial intelligence firm PathAI 
in Boston announced that 
Nick Anderson, PhD, has 
joined as Vice President of 
Regulatory Affairs, and Hisani 
Madison, PhD, MPH, has 
joined as Franchise Head of 
Precision Oncology. Ander-
son formerly worked at the 
FDA and Becton Dickinson, 
while Madison also worked 
at the FDA and AstraZeneca. 

•Connie Stec, H(ASCP), 
has been named Laboratory 
Director at AdventHealth 
Hendersonville in North 
Carolina. She joined Advent-
Health in 2021 and previously 
held lab supervisor roles at 
ProMedica and University of 
Toledo Medical Center. 

That’s all the insider intelligence for this report. 
Look for the next briefing on Monday, April 17, 2023.
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UPCOMING...
kk   CMS’ proposed new rule to define physicians’ 

electronic signatures has big implications for labs.

kk   More mergers and consolidations predicted 
involving large integrated health systems.

kk   Keys to success in using artificial intelligence  
to scale next-generation sequencing.
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