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Why Theranos Is a Big Test for CMS and CLIA
OFFICIALS AT THE FEDERAL CENTERS FOR MEDICARE & MEDICAID SERVICES are at
what may be the most important crossroads in the history of clinical labora-
tory regulation since Congress passed the CLIA 1988 legislation. Will CMS
pursue the severe sanctions it disclosed to Theranos, Inc., and force the lab to
close? Or will it soften its position as a result of negotiations underway with
the clinical lab company in Palo Alto, Calif.?

Some clinical pathologists say, “Given the findings of ‘serious deficiencies
that could ‘cause immediate patient harm,’ CMS must revoke the CLIA license
and close the lab.” Others believe CMS won’t act decisively, saying, “CMS will
never close Theranos due to bureaucratic indecision and politics.”

CMS put itself in this position as a result of how it interprets and imple-
ments the language of CLIA 88. At the inception of CLIA, CMS officials
argued that if all lab deficiencies—major and minor—were made public, they
could not run an effective inspection and compliance program. Thus, CMS
has kept hidden from Congress, the American public, and the press all the reg-
ular inspection reports of the nation’s medical laboratories. 

Of equal significance, CMS has also hidden the less-than-stellar perform-
ance of the private organizations granted deeming status to inspect and
accredit labs for compliance with CLIA 88. Last year, Ellen Gabler, an inves-
tigative reporter for the Milwaukee Journal Sentinel, explained the problem in
an article, “Weak oversight allows lab failures to put patients at risk.”
Published May 17, 2015, the article explains the little-known weaknesses in the
nation’s anemic clinical laboratory oversight system. 

Why is it, in recent years, that CMS has pulled the licenses of well-run,
highly respected clinical labs for the inadvertent referral of proficiency testing
(PT) specimens? Yet, for any other CLIA violation, it has imposed minor slaps
to the wrists of offending lab organizations. It is a fact that respected labs do
go off the rails and their problems will often go undiscovered for years by their
accrediting bodies and CLIA assessors. The lab problems in 2004 at Maryland
General Hospital are a prime example.

Theranos asserts it has complied with CLIA and not exposed patients to
harm. The CMS inspection report is persuasive evidence to the contrary. Now,
the question is: Will CMS do what’s right on behalf of the American public?  TDR
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Walgreens Tells Theranos: 
‘Lab Deal Is Terminated’
kYesterday, Walgreens issued a press release

announcing ‘immediate end’ to Theranos contract 

BREAKING NEWS: As this issue of THE DARK REPORT went to press,
it was learned that, last night, Walgreens had announced the termi-
nation of its lab testing agreement with Theranos, effective imme-
diately. Theranos loses access to about 40 Walgreens pharmacies
in Phoenix and is left with about five patient collection centers. The
following story summarizes developments involving Theranos
through Friday, June, 10. It was prepared before Walgreens dis-
closed its decision to end its agreement with Theranos

THIS PRIVATE PUBLICATION contains restricted and confidential information subject
to the TERMS OF USAGE on envelope seal, breakage of which signifies the
reader’s acceptance thereof.

THE DARK REPORT Intelligence Briefings for Laboratory CEOs, COOs, CFOs, and
Pathologists are sent 17 times per year by The Dark Group, Inc., 21806 Briarcliff
Drive, Spicewood, Texas, 78669, Voice 1.800.560.6363, Fax 512.264.0969. (ISSN
1097-2919.) 
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SUBSCRIPTION TO THE DARK REPORT INTELLIGENCE SERVICE, which includes THE DARK
REPORT plus timely briefings and private teleconferences, is $14.10 per week
in the US, $14.90 per week in Canada, $16.05 per week elsewhere (billed
semi-annually).
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Intelligence and information contained in this Report are carefully gathered from
sources we believe to be reliable, but we cannot guarantee the accuracy of all
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EVENTS OF THE PAST THREE WEEKS have
brought more bad news to
Theranos, Inc., the lab testing com-

pany based in Palo Alto, California.
Of greatest interest to the laboratory

medicine profession was the disclosure by
Theranos that it had voided two years of
lab test results. On May 18, reporter John
Carreyrou of The Wall Street Journal
wrote, “Theranos Inc. has told federal
health regulators that the company voided
two years of results from its Edison blood-
testing devices, according to a person
familiar with the matter.”

Two weeks later, on June 1, Forbes
published a story declaring that it had
revised its estimate of the net worth of
Elizabeth Holmes, the Founder and CEO
of Theranos. It said, “Last year, Elizabeth
Holmes topped the Forbes list of

America’s Richest Self-Made Women
with a net worth of $4.5 billion. Today,
Forbes is lowering our estimate of her
net worth to nothing. Theranos had no
comment.”

Even as these events were hitting the
national news, several media outlets
reported that Theranos is now the defen-
dant in at least three class action lawsuits.
One of these suits also names Walgreens
as a defendant because the pharmacy
company had allowed Theranos to use its
retail pharmacies in California and
Arizona to collect lab specimens from
patients and consumers.

These new developments come on top
of the media stories reported in April and
May about how the federal Centers for
Medicare & Medicaid Services had sent a
letter to Theranos announcing its intent
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to impose the most severe sanctions for
violations of CLIA, that the Department
of Justice was investigating Theranos, and
that the Securities and Exchange
Commission had launched its own probe
of the lab testing company. 

k

The disclosure that Theranos was voiding
two years of lab test results, some of which
were performed on its proprietary Edison
analyzer, was a major blow to the com-
pany’s representations to the public in
recent years that its lab testing services
were of the highest quality. 

In its reporting on this story,
Bloomberg spoke with Theranos Vice
President of Communications, Brooke
Buchanan. Bloomberg said, “Less than 1%
of the blood test results Theranos Inc. has
provided have either been voided or cor-
rected, according to the company, which
last month said it was canceling or alter-
ing tens of thousands of results, including
two years of results on some of the com-
pany’s proprietary machines.”

Bloomberg also wrote, “The revisions
were made out of what spokeswoman
Brooke Buchanan said was an abundance
of caution. In response to questions from
Bloomberg, the Silicon Valley startup said
it has informed all patients who were
affected. ...The decision to void some
results was made because previous tests
weren’t up to the standards of Theranos’s
current lab managers, Buchanan said.
...Theranos doesn’t plan to send more cor-
rections, and stands behind the other 99%
of results, said Buchanan.”

k

About the class action lawsuits against
Theranos, Bloomberg quoted Theranos,
“‘The lawsuits filed against Theranos are
without merit and the company will vig-
orously defend itself against these claims,’
Buchanan said in a statement.”

As has been true since last October, it
was The Wall Street Journal which first

broke the story about Theranos notifying
patients and physicians about problems
with their lab test results. 

How big is the notification effort? The
journal said, “The company has told the
Centers for Medicare and Medicaid
Services that it has issued tens of thou-
sands of corrected blood-test reports to
doctors and patients, voiding some results
and revising others, according to the per-
son familiar with the matter.”

Notably, the inaccurate tests may not
be limited to tests run on the Edison ana-
lyzer, but may include assays run on con-
ventional lab test equipment. The journal
wrote, “The corrected reports include the
voided Edison results and many tests run
on traditional laboratory machines, the
person said.”

The journal also reported that the
CMS inspection report of Theranos had
noted that the Theranos lab in Newark
performed 890,000 tests per year. Another
news account reported that Theranos has
performed about 6 million lab tests in
total. 

k

A ballpark guess for the number of
patients receiving a notice of an inaccu-
rate lab test report can be developed along
these lines. Assume an average of two tests
per patient and the two-year period of
2014 and 2015. That would indicate 1.78
million tests, divided by two, or 890,000
patients. If 1% of that number were sent
notices, that would be 8,900 patients. 

Taking the larger number of six mil-
lion tests, 1% of half that number would
be 30,000 patients getting notices. In
either case, this is a significant number of
patients affected by inaccurate lab test
reports issued by Theranos. 

Of significance for lab professionals,
media stories indicate that Theranos pro-
duced inaccurate lab test results even 
on conventional lab analyzers. In its
reporting of this issue, Bloomberg wrote
that “the corrected reports include the
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Director Adam McKay to Make Movie about Theranos
With Jennifer Lawrence to Play Elizabeth Holmes

IT WAS A BIG STORY LAST WEEK WHEN NEWS BROKE THAT A MOVIE ABOUT THERANOS WAS IN THE

WORKS. People Magazine and Time were among the media outlets that reported the
story. The director will be Adam McKay, recognized for such movies as “The Big Short”
and “Anchorman.”

And who will play Elizabeth Holmes, the Founder and CEO of Theranos? It is expected
to be Jennifer Lawrence. She is known to the American public for her roles in the “Hunger
Games” series, as well as “American Hustle” and “X-Men.” No information was provided
as to a date when production of the movie would commence.

What Do You Think?

Elizabeth Holmes
(photo copyright TedTalks)

Jennifer Lawrence
(photo copyright Vanity Fair)

voided Edison results and many tests run
on traditional laboratory machines, the 
person said.”

At this time, it is believed that only the
Theranos lab facility in Scottsdale,
Arizona, is doing patient testing. News
reports say that the Scottsdale lab uses
conventional lab analyzers for its testing. 

Probably the next major development
in the Theranos story will happen on
August 1. That’s when Theranos CEO
Holmes is scheduled to present scientific
data and answer questions from the audi-
ence at a session during the American
Association of Clinical Chemistry’s
annual meeting in Philadelphia. TDR
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Quest to Manage Six Labs
at HCA HealthONE Hospitals
kIn Denver, Quest has agreement to manage 

inpatient labs for HealthONE, a division of HCA

kkCEO SUMMARY: For decades, hospitals were reluctant to allow
any outside lab company to run their inpatient lab operations
because they preferred to maintain control over quality results and
turnaround times. That attitude may be changing as health systems
face increasing margin compression by moving to value-based reim-
bursement models and taking on more risk-based contracts.
Hospitals usually don’t make much of a margin on inpatient testing.
That makes partnering with an outside manager more attractive. 

FOR ALMOST THREE DECADES, the one
segment of clinical lab testing that
the public lab companies could not

crack was managing hospital inpatient
testing. Now comes news from Denver of
an inpatient lab testing deal that may
presage more such agreements between
hospitals and public lab companies.

Earlier this month, Quest Diag nos tics
Incorporated announced that it had an
agreement with the HealthONE System,
a division of HCA Healthcare, to manage
the inpatient laboratory operations of six
of HealthONE’s eight Denver-area hospi-
tals. In a joint statement, Quest and
HealthONE said that the agreement was
designed to enhance the quality and value
of diagnostic services and to improve effi-
ciency of laboratory operations.

Historically, hospitals and health sys-
tems have been reluctant to turn over
control and management of their inpa-
tient laboratories to an outside entity, par-
ticularly such lab companies as Quest
Diagnostics and Laboratory Corporation
of America. The fact that Quest and
LabCorp were strong competitors for the
same outreach business that hospitals

coveted for themselves was also a factor in
why these types of deals rarely happened.

However, healthcare’s ongoing trans-
formation may be causing hospital and
health system administrators to rethink
the role of their clinical laboratories in
the strategies of their institutions. If this
is true, then the laboratory industry may
see more hospitals willing to agree to
have a public lab company manage their
inpatient laboratories. 

k

One lab executive who has extensive expe-
rience in developing joint ventures
involving hospitals and commercial lab
companies is Noel Maring, who, since
2012, has been Vice President of Hospital
Affiliations at Sonic Healthcare USA,
based in Austin, Texas.

Previously, during his 17 years work-
ing for Pathology Associates Medical
Laboratories (PAML) of Spokane,
Washington, as Senior Vice President and
Chief Marketing Officer for PAML,
Maring developed a growth strategy that
emphasized joint ventures with hospitals
and lab companies across the West. 
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That included starting a lab outreach
joint venture in Denver involving PAML
and 12 hospital labs owned by Centura
Health. Known as Colorado Laboratory
Services, it was launched in 2010 and oper-
ates today. (See TDR, September 13, 2010.)

“It is too early to say that the Quest-
HealthONE agreement in Denver is an early
sign of a new trend,” said Maring. “These
types of deals have been done for a number
of years, but only on a sporadic basis.

k

“On the other hand, even if it is too early
to say we are on the start of a trend, this
deal is evidence that some hospital CEOs
are exploring ways to get more leverage
from their clinical laboratory assets,”
affirmed Maring. “It is consistent with
what we see in the marketplace. Over the
past 12 months, a number of hospitals
have approached Sonic to explore differ-
ent options with their outreach lab busi-
ness and their inpatient lab business.

“This is a definite change because, in
the past, hospitals were always sensitive
about allowing an outside lab company to
run their inpatient lab operations for
them,” observed Maring.

“Hospital CEOs wanted to maintain
control of inpatient lab operations to
ensure that they were delivering timely,
high-quality results and good customer
service to their physicians on staff at the
hospital,” he added. “It was outside their
comfort zone to think about giving a lab
company management control over a key
service line such as their laboratory. 

“But that is changing as healthcare’s
transformation creates new care delivery
models and new payment methodolo-
gies,” stated Maring. “Now hospitals are
willing to discuss every aspect of labora-
tory testing. That includes whether to
bring in a partner to run the inpatient lab
operations and whether they should con-
solidate all lab operations into one core
lab that runs the inpatient and outreach
testing activities.

“Hospital administrators also recog-
nize that they are being asked to take on
greater financial risk with patients,”
explained Maring. “It is why they’ve built
or acquired other hospitals, ambulatory
surgery centers, imaging companies, and
other facilities in an effort to create inte-
grated delivery networks and better man-
age a patient’s total health needs. 

“Now that they’ve spent six years or
more developing this network, they have the
time to look at lab operations and develop a
strategic direction for their labs,” he said. 

“All this time, clinical laboratories were
almost entirely left out of the mix,”
observed Maring. “But today, hospitals and
health systems are looking hard at their lab-
oratory operations in order to make strate-
gic decisions in two or three areas. 

Quest to Manage Six Labs
At HealthONE Hospitals

EARLIER THIS MONTH, Denver’s largest
healthcare system, HealthONE, selected

Quest Diagnostics Incorporated to manage
the inpatient lab testing operations at six of
its eight hospitals. 

HealthONE is a division of HCA Healthcare.
It has more than 10,000 staff in the metro-
politan Denver area. Quest Diagnostics will
operate the labs in these six facilities: 

• The Medical Center of Aurora

• North Suburban Medical Center

• Presbyterian/St. Luke’s Medical
Center

• Rose Medical Center

• Sky Ridge Medical Center

• Swedish Medical Center 

The other two facilities do not have inpa-
tient labs, a HealthONE spokeswoman said.
Financial terms were not disclosed.

Some employees in the HealthONE labs
will transfer to Quest Diagnostics. 
The remaining HealthONE lab employees
will continue to be employed at HealthONE,
said Stephanie Sullivan, a HealthONE
spokeswoman.
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“First, hospitals are trying to decide
whether to be in the lab outreach business at
all,” he said. “Second, they want to have
their labs benchmarked and then have those
labs become as efficient as they can be. 

“Third, as health systems have bought
more hospitals in certain regions, they’ve
tried to centralize their lab operations for
more efficiency,” added Maring. “This con-
solidation of lab testing across multiple
hospitals creates opportunities to add to the
lab test menu and realize further economies
of scale for their lab operations. 

k

“While hospitals and health systems were
getting bigger through acquisitions, they
were also experiencing two market forces
that now drive their business decisions,”
he stated. “Both factors affect hospital lab
revenue and those factors are compelling
hospitals to take additional steps to suc-
ceed in their growth strategies. 

“The first market factor is a change in
reimbursement for lab tests,” continued
Maring. 

“For several years, reimbursement for
outreach lab testing has been quite lucra-
tive for hospitals. As long as tests were
paid for under the hospital fee schedule,
the lab generated strong revenues,” he
said. “But now there is plenty of evidence
to indicate that the days of exceptionally
high outreach laboratory reimbursement
are numbered for hospitals. As we move
to value-based reimbursement, with bun-
dled payments or risk sharing arrange-
ments, lower lab reimbursements will
affect health system margins.

“Even if a hospital lab still operates on
fee-for-schedule reimbursement for some
contracts, the revenue hospitals will
receive in the future will be lower than it
was compared with what the lab gener-
ated for its parent hospital just a few years
ago,” he said. 

“From their lab outreach business
alone, some hospitals have enjoyed pay-
ment that has been in the range of 150%

to 200% of Medicare. That’s great, of
course, but those days are ending,” added
Maring. “There is plenty of evidence that,
in the future, payment for lab outreach
testing will be, at best, equal to what
Medicare pays and will probably be signif-
icantly less than Medicare fees. 

“The second market factor is the risk
that hospitals must assume as they operate
under new models of care delivery such as
accountable care organizations,” empha-
sized Maring. “In these arrangements, labs
in hospitals become cost centers.

“When a hospital gets paid under a
risk model such as capitation, labs and
every other department are no longer gen-
erating revenue. They all become cost
centers, which means they all have to
operate at peak efficiency.

“Some larger health systems have their
own insurance plans,” he said. “When
that happens, every department becomes
a cost center because, as an insurance
company, the hospital is paying itself. 

“As more hospitals take on risk con-
tracts to deliver patient care, we see them
responding in two ways,” Maring noted.
“First, hospitals are looking closely at the
value of their outreach lab operations. That
value may be at its peak right about now. 

k

“Second, over the past nine months, a
number of hospitals have sent out
requests for proposals (RFPs),” he added.
“They want to know whether Sonic
Healthcare is interested in buying or part-
nering with them on their laboratory out-
reach business. There’s more of this
activity now than I’ve seen in many years.

“At the same time, as Sonic Healthcare
gets these RFPs, then I must assume that
Quest Diagnostics and LabCorp are get-
ting the same requests,” observed Maring.

TDR

—Joseph Burns
Contact Noel Maring at 512-439-1677 or
NMaring@SonicHealthcareUSA.com.
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Health System CEOs Now Ask Three Questions
About Operating or Selling Their Laboratories

WHEN IT COMES TO LABS, “Hospital adminis-
trators have three basic questions they

want answered,” stated Noel Maring, Vice
President of Hospital Affiliations at Sonic
Healthcare. “One, is our lab cost effective? 

“Two, can we use our outreach lab oper-
ations to generate operating cash in a value-
based reimbursement environment?” he
said. “Three, should we sell our outreach lab
and use those funds to reinvest in areas that
are more strategic for our health system?  

“I expect that, if hospitals have not
already asked those questions, they will be
asking them about all aspects of the lab
business, including the inpatient lab busi-
ness,” he predicted. “That seems to be what
HCA has done with HealthONE. But HCA is
not alone in looking at labs strategically. 

k

“The second and greater trend for hospitals
right now involves their outreach business,”
he added. “Hospitals want to know if they
should get out of that business. They also
want to know if they should sell or partner
with someone to run that business. 

“And if they partner with a lab company
such as Quest or LabCorp or Sonic, will they
let that company run the inpatient lab oper-
ations too?” he asked. “We’re talking with
several hospitals that are currently consid-
ering these questions.

“To understand how hospital systems
will approach the issue of lab management,
you have to think of these health systems as
falling into three categories,” advised Maring.
“First, there will be large systems that have
made significant investments in streamlining
their lab operations and will continue to oper-
ate clinical laboratories for inpatients, outpa-
tients, and outreach. Northwell Health in
New York (formerly North Shore Long Island
Jewish) is a good example of a large system
that will most likely retain its lab operations. 

“Northwell invested heavily in its lab in
recent years,” he noted. “It built a core lab and
moved from hospital billing fee schedules to
commercial lab fee schedules to retain man-
aged care contracts. They are big and have
enough employed physicians so that it makes
sense for them to stay in the lab business. 

“Second are health systems that are
medium-sized or small and that are consid-
ering their options for their labs,” he contin-
ued. “At a minimum, they ask if they should
sell their outreach business. If the answer is
no, will they be able to maintain the margins
they’ve had? 

“Typically, these health systems perform
inpatient testing and let’s assume they do
some modest lab outreach of about $10 mil-
lion per year,” he stated. “The contribution
margins from those outreach lab programs
are often in the 30% or higher range
because they billed using the hospital fee
schedule mentioned earlier. The margins
have been high because the hospitals
already need to operate their labs on a 24/7
schedule to support inpatient testing needs.
Thus, for a modest lab outreach program,
the marginal costs are relatively low. 

“The problem for these mid-sized hos-
pitals is that patients are complaining about
the high out-of-pocket costs for lab testing,”
he noted. “Thus, that high cost of outreach
lab testing to patients is becoming a source
of concern for hospital administrators.

k

“The third group is comprised of hospitals
that recognize that, either because of compe-
tition in their regional market or because of
the difficulty of achieving the needed
economies of scale in their lab, it makes
sense to work with a partner,” noted Maring.
“That could include finding a partner to man-
age their inpatient lab operations, as Quest
Diagnostics is doing for HealthONE in Denver.”
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Quest Makes Second Deal
For Inpatient Lab Volume 
kAgreement in Denver comes just months after

similar deal with Barnabas Health in New Jersey 

kkCEO SUMMARY: For the second time since December, Quest
Diagnostics Incorporated has landed a contract to manage
inpatient clinical lab testing for a large hospital system. Late
last year, Quest announced an agreement to manage inpatient
clinical lab testing in seven hospitals of Barnabas Health, the
largest nonprofit health system in New Jersey. Last month,
Quest made a similar arrangement with HealthONE in Denver.
The puzzling aspect of each deal: Why no discussion about lab
outreach work? 

NEWS OF A HOSPITAL INPATIENT LAB
MANAGEMENT AGREEMENT between
HealthONE of Denver and Quest

Diagnostics Incorporated marks the sec-
ond time in six months that the public lab
company has earned an inpatient lab
management pact with a multi-hospital
health system. 

There are two aspects of this develop-
ment that make it newsworthy for lab
administrators and pathologists through-
out the United States. First, two such
agreements in six months is evidence that
Quest Diagnostics may now have an
attractive value proposition that encour-
ages hospital CEOs to consider allowing
an outside lab company to manage their
hospital inpatient testing activities.

Second, doing hospital inpatient lab
management contracts is believed to be
one strategy that Quest hopes to use as a
way to replace specimen volume that it
has lost in recent years. In fact, replacing
lost specimen volume in the Denver mar-
ket is one key to understanding this new
pact between HealthONE and Quest.
That’s the belief of Noel Maring, Vice

President of Hospital Affiliations at Sonic
Healthcare USA.

Maring handles negotiations with hos-
pitals and health systems for Sonic
Healthcare. He is aware of the RFPs and
expressions of interest concerning inpa-
tient and outpatient laboratory options
that hospital CEOs have issued to major
lab companies. There are signs Quest is
focusing on similar hospital lab manage-
ment deals, indicating that the nation’s
second largest lab company is pursuing
inpatient testing aggressively.

k

The first of these two deals came in
December, when Quest announced an
agreement to manage inpatient clinical
lab testing in seven hospitals owned by
Barnabas Health, the largest nonprofit
health system in New Jersey. 

Under the agreement with Barnabas,
Quest did not acquire the outreach lab
business in those seven hospitals. Among
those seven facilities are two of the largest
hospitals in the state: Newark Beth Israel
and Saint Barnabas. The other five hospi-
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tals are Monmouth Medical Center, Long
Branch; Monmouth Medical Center
Southern Campus, Lakewood; Jersey City
Medical Center, Jersey City; Community
Medical Center, Toms River; and Clara
Maass Medical Center, Belleville. 

k

In Denver, Quest could use its agreement
to manage the inpatient lab test volume
for the HealthONE System as a stepping
stone to do the outreach work as well. In
either case, Maring noted that Quest will
welcome the additional lab test volume
from the HealthONE agreement.

“Denver has been a tough market for
Quest,” Maring noted. “Several events
caused Quest Diagnostics to lose a consid-
erable amount of market share from that
marketplace in recent years. Both
Laboratory Corporation of America and
Colorado Laboratory Services (CLS),
PAML’s partnership with Centura
Health, picked up key managed care con-
tracts in Denver and those gains were
Quest’s loss.” 

Lost managed care contracts are an
important element in the Denver story.
“Everyone knows that in 2007, LabCorp
signed an exclusive national contract with
UnitedHealthcare, and that deal was
costly to Quest in Denver and other mar-
kets,” observed Maring. “But LabCorp
also picked up a second managed care
contract from Quest in the Denver market
from Anthem Blue Cross Blue Shield of
Colorado. The Anthem contract was not
an exclusive deal because CLS also took
some of that work, but, again, it was a loss
of specimens and revenue for Quest. 

k

“Those two key managed care contracts
represented a lot of volume, which was a
big issue for Quest because it has a size-
able regional lab facility in that market,”
he added. “One of the benefits of this deal
with HealthONE is that it allows Quest to
sustain enough specimen volume to

maintain a local presence in the Denver
marketplace.

“It’s significant that Quest Diagnos tics
has a major lab facility in Denver
because—to support inpatient lab opera-
tions—Quest can move less time-sensi tive
inpatient tests out of the hospitals into
what should be a more efficient core labo-
ratory operation,” he commented. “When
a local lab facility is located within 45
minutes to an hour in travel time, that lab
can be used to pull testing out of the hos-
pital laboratories. 

“But that is not the full story behind this
inpatient lab management agreement,”
continued Maring. “Even if Quest didn’t
have a lab there in Denver, there is still an
opportunity for it to improve efficiency in
HealthONE’s hospital labs.

k

“I’m sure the HealthONE labs are run rel-
atively efficiently because HealthONE is
part of HCA, which runs tight operations
in all of its facilities,” he stated. “On the
other hand, if HealthONE has not fully
consolidated lab testing into one of its
larger hospital labs, then a fair amount of
duplication of tests among those six hos-
pitals would still exist. By centralizing
some testing in a core laboratory Quest
would have an opportunity to reduce lab
testing costs. 

“But increased efficiency is only part of
the opportunity that this agreement rep-
resents for Quest Diagnostics,” added
Maring. “As mentioned earlier, once an
outside lab gets a management contract
for inpatient testing, it’s in a strong posi-
tion with that health system to get other
associated business as well.

“That was PAML’s experience in its
many laboratory partnerships with hospi-
tals,“ he stated. “There is no guarantee
that the outside lab company will get
additional lab testing volume, but such an
agreement is an opportunity to become
involved in the lab outreach business in
addition to doing the inpatient testing.

16610 TDR RPRT 11 6_14_2016



12 k / June 13, 2016

“If the outreach work is coming from
employed or affiliated physicians, for
example, then the case can be made that
the lab can produce all test results from
inpatient and outreach, thus creating a
full patient record,” he commented. “That
means all patients would have the same
test methodologies, reference ranges, and
the same content for patient profiles. 

k

“That level of consistency is becoming
more and more important today,” he said.
This is particularly true if the health sys-
tem wants to leverage lab data to reduce
other inpatient or total health costs.”

Having noted the advantages to an out-
side lab company that holds an agreement
to manage a hospital’s inpatient testing,
Maring pointed out an odd aspect to the
two inpatient testing agreements that
Quest Diagnostics has announced during
the past six months. 

“The lack of access to the hospitals’ lab
outreach business is a surprising element
of the deal that Quest announced with
Barnabas last December,” noted Maring.
“At the time, Quest said only that it would
manage the inpatient testing. By itself,
that’s a sizeable contract. However, no out-
reach lab business was associated with it. 

“Now the same thing seems to be hap-
pening in Denver,” he added. “That’s puz-
zling because, historically, managing
hospital inpatient labs produces lower
profit margins than the profits generated
by a hospital’s lab outreach business. 

k

“Inpatient lab margins are lower due to the
need for 24/7 operations and on-demand
testing that limit batching and economies
of scale,” Maring added. “That said, inpa-
tient testing contracts can still be profitable
for commercial lab companies, just not as
profitable as the lab outreach business.”

Asked to explain why outreach testing
probably was not part of the two Quest
inpatient lab management agreements,

Maring speculated as to what might be
true in each market. 

“In New Jersey, it could be that Quest
Diagnostics already had much of the
Barnabas Health outreach work,” Maring
added. “After all, Quest has its huge lab
facility in Teterboro, N.J., that may have
allowed it to capture that outreach testing
from physician offices around the
Barnabas hospitals over the years. 

“But Denver is different because
LabCorp and Colorado Laboratory Services
have significant portions of the outreach
business from the HealthONE hospitals,”
he observed. “We can assume that Quest
was unable to tie the outreach business to
the contract because HealthONE did not
have an active lab outreach program and
could not commit outreach lab work (even
from their employed physicians) that is
performed by other laboratories. 

k

“This is probably not news to Quest
Diagnostics because the word on the
street is that they have more than 60 man-
agement arrangements with hospitals
around the country,” he added. “It is also
known that Quest has about 20 people
working full-time to develop agreements
to manage hospital inpatient testing. 

“I’ve seen estimates that hospital labs
do about 50% to 55% of the nation’s total
inpatient and outreach lab volume,”
Maring concluded. “If that’s true, then it’s
a significant untapped market for com-
mercial laboratories, and it appears that
Quest Diagnostics is devoting  resources
to gain market share in this sector.”   

If hospital CEOs are ready to attack
costs in their labs, then proactive lab
administrators and pathologists will want
to proactively cut expenses so as to make
it unnecessary for hospital administration
to want to outsource the management of
the inpatient labs. TDR

—Joseph Burns
Contact Noel K. Maring at 512-439-1677
or NMaring@SonicHealthcareUSA.com.
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Lab Finds Payers Respond
To Education on Test Utility 
kCommercial, public insurers also want

information on analytical and clinical validity 

kkCEO SUMMARY: In recent years, insurers have raised the
bar and become much tougher when making coverage and
reimbursement decisions for molecular assays, genomic, and
genetic tests. Yet several lab testing companies are having
good success at demonstrating the validity and clinical utility
of their assays. Among them is Foundation Medicine, of
Cambridge, Mass. In an exclusive interview, its president and
COO shares several important lessons learned from winning
favorable coverage decisions.

THREE YEARS AGO, after the introduc-
tion of new molecular CPT codes,
genomic and genetic testing compa-

nies struggled to get paid. At the time,
government and private payers saw the
new codes as an opportunity to introduce
tougher criteria when making coverage
and payment decisions. 

One consequence was that few labs got
paid for their molecular test claims during
the first four to five months of 2013. (See
TDRs, March 25 and April 15, 2013.) Since
then, it has been difficult for labs to get
favorable pricing for new molecular and
genetic tests.

Today, most clinical laboratories offering
molecular genomic tests report that pay-
ment for these assays is less than ideal. A
small number of lab companies say, how-
ever, that the slow, painstaking process of
educating payers’ medical directors about
the value of such tests is working. 

While labs pursue this educational
process, medical directors for commercial
and public payers have, in turn, required
laboratories to demonstrate the clinical
utility of their lab tests. 

One example of a lab finding some suc-
cess is Foundation Medicine Inc., in
Cambridge, Mass. In a first-quarter con-
ference call with stock analysts last
month, CFO Jason Ryan reported that
increased test volume boosted total rev-
enue for the quarter to $30.4 million, a
58% increase over the $19.3 million
recorded in the same period last year. 

k

“During the first quarter we reported
8,985 clinical tests, a 14% increase over
the same period last year and an 8%
increase from Q4,” noted Ryan. “Reported
tests included 7,957 FoundationOne tests
and 1,028 FoundationOne Heme tests.
The average reimbursement per clinical
test recognized in revenue was approxi-
mately $3,100, down slightly from the
$3,200 in Q4.”

Just last fall, one published report
showed Foundation was, “hampered by a
lack of coverage decisions from Medicare
and no contracts with most commercial
payers, resulting in payment delays and
tens of thousands of unpaid tests.” 
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The question now is whether the first
quarter numbers represent a turnaround.
CEO Michael Pellini, MD, told financial
analysts that what distinguishes
Foundation Medicine (FMI) from other
companies offering genomic-based test-
ing is the clinical validation it provides to
payers and providers. Demonstrating
clinical utility may in fact be the key to
long-term success for FMI and other
genomic testing companies. 

k

FMI’s assays are “highly validated,” Pellini
said during the earnings call. “In the first
12 weeks of 2016 alone, we published nine
manuscripts in high-quality peer-
reviewed journals and delivered 41
podium presentations and posters at vari-
ous medical and scientific meetings,” he
added.

In an interview with THE DARK REPORT,
FMI President and COO Steve Kafka said
efforts to establish relationships with pay-
ers have produced notable successes. This
year, FMI started testing members of
Horizon Blue Cross Blue Shield of New
Jersey, and recently agreed to do so for
members of UnitedHealthcare, the
nation’s largest health insurer. 

“Since 2012, we have worked with insur-
ance companies and with the Medicare
program to educate and provide the evi-
dence they require to make coverage deci-
sions,” Kafka said. “One of the earliest
coverage decisions was from Priority
Health in 2014. Since then, we’ve had a
number of other regional plans initiate
contracts or coverage decisions with us.” 

k

On January 1, FMI began collecting data
for Horizon with Horizon’s data partner,
COTA, to establish the financial effect of
testing Horizon members with FMI’s
FoundationOne test. Last fall, Palmetto
GBA, a Medicare Administrative
Contractor, said it would cover the
FoundationOne test. 

“UnitedHealthcare will cover tests for
patients newly diagnosed with stage four
non-small cell lung cancer,” explained
Kafka. 

Chief among the lessons learned in
obtaining favorable coverage decisions
from payers is that it takes time and data
to obtain such agreements.

“We call ourselves a ‘molecular infor-
mation company’ because we believe our
work is about more than running tests
and delivering results,” he added. “What
we do is put information into the hands of
decisionmakers, meaning physicians first
and including the patient’s insurer.” 

What steps are necessary to obtain pos-
itive coverage decisions? “There is no sin-
gle playbook or a set of criteria to present
to health insurers, but we do know there
are three critical factors that every testing
provider needs to show,” answered Kafka.
“First is analytical validity. Does your test
actually do what you say it does? 

“Second is clinical validity. Is there an
actual clinical implication?” he continued.
“The third critical factor is clinical utility:
Is there a benefit that comes to patients as
a result of this test?

k

“In addition to these three criteria, the lab
needs a patient-centric approach and that
means partnering with payers to serve
their patients,” Kafka explained. “We’ve
learned that the medical directors at
health insurers are patient-centric. Thus,
they are looking for partners—including
labs—who are patient-centric as well. 

“These are not adversarial relation-
ships,” commented Kafka. “They are the
health insurer and we are the vendor
bringing new solutions to cancer patients
in ways that meet payers’ needs. We do
that with new diagnostic technology that
has evolved along with our understanding
of cancer as a disease. 

“Over the past 10 years, we have come
to understand that cancer is a disease of
the genome,” explained Kafka. “It is no

14 k / June 13, 2016
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Key to Reimbursement for Molecular Genomic Tests
Is to Document Clinical Utility and Educate Payers

FOR FOUNDATION MEDICINE, education is the
key to getting health insurers to pay for

comprehensive genomic profiling (CGP).
“With payers, we know we must make a

significant investment in education to help
them understand two issues,” stated FMI
President and COO Steve Kafka. “First, pay-
ers want to know how to distinguish a com-
prehensive approach from other testing
modalities. Second, they want to know how
we define quality and clinical utility for each
genomic test.

“One way to define quality and utility is to
never put physicians in the position of guess-
ing what to test,” he said. “Therefore, our
comprehensive genomic profiling approach
looks at the totality of the relevant cancer
genome. We look across the known set of
cancer-related genes, and that’s a large
number of genes. But it’s more than review-
ing large numbers of genes. It involves inter-
rogating all classes of genomic alterations.

“When we say we ‘interrogate’ genes,
that means looking across the entire coding
region of each of the genes in question,”
added Kafka. “This enables us to identify all
classes of genomic alterations known to be
altered in cancer, and we sequence them at
great depth to identify the actionable alter-

ations, insertions and deletions, base sub-
stitutions, copy number alterations, and
fusions.

“That’s a bit technical, but the point is
that comprehensive genomic profiling is not
easy to do, especially compared with most
other genetic testing,” he said. 

“For physicians, it means they can be
confident that we’ve left no stone unturned
for their patients,” commented Kafka. “If
there is a genomic alteration present
regardless of the class; if it’s an insertion or
deletion or if it’s a copy number alteration,
for example; regardless of the class, we’ll
find it. And we do so with near 100% speci-
ficity and sensitivity. 

“Also, it’s important to note that we’ve
shown this validity in our peer-reviewed pub-
lications and just last month, the U.S. Patent
and Trademark Office issued FMI a patent for
‘Optimization of Multigene Analysis of Tumor
Samples,’” announced Kafka. “The patent
covers the company’s methods of analyzing
a cancer patient’s tissue or blood specimen
to detect multiple classes of genomic alter-
ations. Foundation Medicine has similar
patent applications pending with the
European Patent Office and other jurisdic-
tions outside the United States.”

longer considered a disease exclusively of
a particular tissue of origin. 

“For example, it’s not just lung cancer,
it’s ALK-mutated lung cancer or it’s
EGFR+ lung cancer,” he noted. “In fact,
cancer is not a single disease. Actually, it’s
a collection of dozens—if not hundreds—
of individual diseases. There cannot be a
single guidebook for cancer because can-
cer is not a single disease.

“At the same time, it’s impractical to do
several hundred prospective studies of
patients for every different kind of can-
cer,” he observed. “Such studies would
require hundreds of millions of dollars

and would take a long time to complete.
And, during the years of such studies,
patients would not be benefitting from
these genomic insights.

“What we have learned is that the busi-
ness model for molecular lab tests needs
to catch up with our knowledge of cancer
biology,” Kafka commented. “Or, put
another way, how we pay for these tests
needs to catch up with the science. That
requires innovative thinkers such as those
working at UnitedHealthcare and at
Palmetto.

“Recently, Horizon Blue Cross also
contracted with FMI for its comprehen-

16610 TDR RPRT 15 6_14_2016



16 k / June 13, 2016

sive genomic profiling (CGP) approach,”
Kafka said. “This is an approach that we
pioneered to understand each patient’s
unique cancer.

k

“For health insurers and providers, this
personalized medicine vision is still new,”
he said. “And, as with anything new, our
lab needs to go through an educational
process with payers, providers, and regu-
latory agencies. While it’s new for them, it
is not new for us. We’ve done this since
Foundation Medicine was founded six
years ago.”

The clinical and business strategies of
Foundation Medicine offer important
insights to pathologists, lab executives,
and venture capital investors. FMI pro-
vides evidence that it is possible to suc-
ceed when launching new proprietary
genetic and genomic assays, but only if
the lab understands how to meet the
value propositions of the various stake-
holders, including physicians, patients,
and payers.

k

Of particular importance are the
resources that Foundation Medicine is
investing in clinical studies to demon-
strate and document the accuracy of its
assays and the clinical relevance of these
assays when used in patient care. The
publication of these studies in credible,
peer-reviewed journals, along with pre-
sentations at scientific meetings is a cor-
nerstone in FMI’s strategy to gain
acceptance for its proprietary tests.

That is the evidence physicians need
in order to obtain better outcomes with
their patients. It is the same evidence that
health insurers require to make favorable
coverage decisions and establish adequate
reimbursement for these genomic and
genetic tests. TDR

—Joseph Burns
Contact Steve Kafka or Kimberly Brown at
617-418-2215 or IR@foundationmedi-
cine.com.

DELIVERING VALUE TO HEALTH INSURERS is pay-
ing dividends for Foundation Medicine.

How does this work for payers?
“A great example is our work with

Horizon Blue Cross, which is a three-way
partnership among us, Horizon, and COTA, an
analytics firm,” explained FMI President and
COO Steve Kafka. “COTA provides a classifi-
cation system that helps Horizon to under-
stand the clinical profile of the patients who
have the FoundationOne test. Horizon can
now classify patients inclusive of their
genomics and in a way that can drive action-
able insights for their physicians. In turn, that
has beneficial effects on cost and on deliver-
ing the best care for patients. 

“Horizon pays for our comprehensive
genomic profile upfront, then we work with
COTA to track the clinical benefits over time,”
he explained. “Those benefits are survival
and the economic implications of using that
information to guide physicians’ treatment
decisions at the point of diagnosis of the lung
cancer patient.

“The reason we started with lung cancer
is that for us at Foundation Medicine and for
the oncology community as a whole, lung
cancer is a prevalent and problematic dis-
ease,” Kafka explained. “There are about
200,000 cases of non-small cell lung cancer
diagnosed annually, and these patients rep-
resent about 20% of the annual incidence of
cancer.

“Working with such a large number of
patients means we have a significant amount
of insight into the biology of that cancer and
the progress providers make from the thera-
peutic perspective,” noted Kafka. “Along with
growth in the number of cancer genes impli-
cated in lung cancer, the portfolio of targeted
medicines is increasing. This includes
immunotherapy approaches that have been
shown to be effective for these cancers. It’s
an area where we have knowledge, where
doctors have tools for treating patients, and
which benefits from the use of CGP.”

Working Closely with Payers
Can Improve Patient Outcomes
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THANKS TO 10 YEARS OF EXPERIENCE, an
existing infrastructure for banking
patient specimens, and the unique

capabilities of its clinical laboratory
organization, Mayo Clinic has been
awarded a five-year, $142 million grant
from the National Institutes of Health.

Last month, NIH announced this grant
to Mayo Clinic. It will establish the
world’s largest research-cohort biobank
for the Precision Medicine Initiative
(PMI) Cohort Program. To further this
longitudinal research study, Mayo will
enroll at least 1 million Americans. Mayo
will collect and store specimens and clini-
cal data from the participants for
researchers pursuing PMI projects. 

This grant is part of the Precision
Medicine Initiative that President Obama
announced earlier this year. 

“From each participant, Mayo will col-
lect 35 samples and then store those sam-
ples in automated freezers in Rochester,
Minn., and Jacksonville, Fla.,” stated
Mayo’s Stephen N. Thibodeau, PhD, in an
interview with THE DARK REPORT. “The
collection of 35 million samples of blood
and urine from 1 million patients will
make it the largest biobank project any-
where in the world.”

Thibodeau is Co-director of the Mayo
Clinic Center for Individualized
Medicine Biore posi  tories Program and a
professor of laboratory medicine and
pathology in Mayo’s College of Medicine. 

What helped Mayo win the grant fund-
ing is that the facilities in both locations

have already been built and are now being
prepared to store the specimens. “The
facility in Rochester has already been in
use for five years,” noted Thibodeau. “In
fact, Mayo has biobanked samples in one
form or another for well over 100 years.

“Our different investigators are contin-
ually involved in a variety of projects,” he
said. “Thus, over time we’ve become
increasingly sophisticated with our labo-
ratory and biobanking ability. In addition
to Rochester, we have existing biobank
repositories in Arizona and Florida.

k

“About five years ago, Mayo started a
major effort to consolidate the labs that
were involved in biobanking,” stated
Thibodeau. “The goal was to centralize and
automate the lab involved with biobanking
and processing samples. At that time,
Mayo constructed this new facility.

“At the start of this project, the idea was
to create a state-of-the-art laboratory for
specimens that Mayo clinicians would
collect and use for research,” he
explained. “We knew that eventually we
would be able to offer these biobanking
capabilities to another organization as a
commercial venture. 

“In fact, at about the time that work on
the biobanking facility was completed and
the automation work had commenced,
the NIH sent out an RFP,” said
Thibodeau. “With the building done and
the automation ready, Mayo fulfilled the
requirements of this NIH grant.”

Years of Biobank Experience
Pay Off for Mayo Clinic Lab

$142M NIH grant will fund biospecimen collection
from 1 million Americans to establish this biobank 

Precision Medicine Updatekk
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This summer, NIH will announce
grants for a PMI Cohort Program
Coordinating Center, a Participant
Technologies Center, and a Healthcare
Provider Organization Enrollment
Center. To reach the goal of processing 1
million samples by 2021, Mayo needs to
begin collecting specimens quickly. 

To collect the specimens for the PMI
Biobank, Mayo Clinic will harness the
resources of Mayo Medical Labora tories
(MML), which receives 35,000 to 40,000
specimens a day and performs 23 million
tests annually. MML’s  nationwide net-
work covers all 50 states and includes
more than 300 couriers and logistics
providers. 

“We expect to be processing roughly
250,000 patients per year within the next
12 months so that much of the material
will be available to investigators within
the first couple of years,” he commented. 

“In addition to collecting patient sam-
ples, the Mayo laboratory organization
will analyze the biospecimens with chem-
ical and genetic tests,” continued
Thibodeau. “That data will be combined
with other information that patients will
provide on lifestyle and health question-
naires, medication history, electronic
health records, physical exams, and envi-
ronmental exposures. Also, we will collect
physiology data tracked through mobile
health technologies. 

“Mayo plans to have all the procedures
in place this summer,” he predicted. “By
October, a pilot process will be ready for
some of the collections. At that point, we
expect to be fully functional. It means
Mayo will be collecting samples from the
first 250,000 patients, certainly by about
this time next year, which is the end of the
first year of the grant.

“From each patient, we will derive 35
aliquots of different components from his
or her blood and urine,” added
Thibodeau. “That will give us a total of 35
million tubes to store. We plan to store
about 75% of the specimens in Rochester

and the rest in Florida. To handle this
work, we’ll hire 20 to 30 individuals in the
next 24 months.

“Another reason NIH looked favorably
on our proposal is that Mayo has an exist-
ing automated freezer process in
Rochester, along with multiple layers of
redundancy,” he continued. “For exam-
ple, one requirement of the grant is to
have off-site storage. That’s why we will
store about 25% of the specimens in the
Florida biobank facility. In case some-
thing happens at one site, back-up sam-
ples will exist at the other site.” TDR

—Joseph Burns
Contact Stephen Thibodeau, PhD, at 507-
284-2511 or sthibodeau@mayo.edu.

18 k / June 13, 2016

ONE BIOBANK PROJECT AT MAYO CLINIC that is
similar to the work Mayo will do for NIH

involves pharmacogenomics testing for
patients. In the first phase of that project,
John Logan Black, III, MD, Mayo’s Co-
Director, Personalized Genomics Laboratory
in the Department of Laboratory Medicine
and Pathology, is testing 1,000 patients. In
phase two, Black and colleagues plan to test
10,000 patients. (See TDR June 22, 2015.)

“The patient population from which Dr.
Black is recruiting is in the Mayo Clinic
Biobank, one of the biobanks our group
manages,” said Stephen Thibodeau, PhD,
Co-director of the Mayo Clinic Center for
Individualized Medicine Bioreposi tories. “In
the Mayo Clinic Biobank, we have collected
samples and created a repository from
more than 50,000 Mayo patients. 

“That Mayo patient repository of sam-
ples from 50,000 patients is analogous to
the federal government’s Precision
Medicine Initiative,” he said. “The national
repository of 1 million patients is similar to
what we’ve done for 50,000 Mayo Clinic
patients, and we have those samples in
hand right now.”

Pharmacogenomic Work

Was a Boost for Mayo 
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That’s all the insider intelligence for this report. 
Look for the next briefing on Tuesday, July 5, 2016.

Life insurers are adopt-
ing healthcare big data

as part of their underwrit-
ing process and clinical labo-
ratory test data has an
important role. Quest
Diagnostics Incorporated
participates in this business
line. Huffington Post recently
published a story on this topic
and identified companies that
life insurers use to access data
about prescription drug his-
tories and lab test results.
ExamOne is a division of
Quest Diagnostics and its
“QuestCheck” service queries
the clinical lab database of
Quest to “give insurers results
from doctor-ordered tests.”

kk

Life
Insurers
Consumers may be surprised
to learn the majority of life
insurance companies use
medical information from
MIB Group, with more than
half using prescription data-
bases, lab results, and motor
vehicle records. All of this big
data feeds into algorithms
that life insurers use to make
underwriting decisions. 
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It took the Canadian regulatory
agency Health Canada only 18
years to finalize its guidance for
labeling in vitro diagnostic
(IVD) devices. It was 1998
when it released the draft ver-
sion. The final guidance, issued
on April 22, includes new con-
siderations for electronic label-
ing, IVDs with small
containers, blood glucose mon-
itors, and information on com-
plying with Canada’s Official
Languages Act (which requires
product labels to be written in
both French and English).
There are some lab managers
who would like to see the FDA
take this long to produce its
final guidance on laboratory-
developed tests!
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TRANSITIONS

• George Jabboure Netto, MD,
was selected to be the next
chair of the Department of
Pathology at the University of
Alabama-Birmingham’s
School of Medicine, beginning
on October 1. He has spent the
majority of his career at Johns
Hopkins University, starting
in 2005.

• Elissa Passiment, EdM., CLS,
long-time Executive Vice
President of the American
Society for Clinical
Laboratory Science, retired
this month. She will continue
to act as a consultant on regu-
latory affairs. Prior to joining
ASCLS in 1995, she worked
with McFaul & Lyons.

• James Flanigan is the new
Executive Vice President at
ASCLS. He previously held
positions at the Society of
Critical Care Medicne, and
Phi Kappa Theta Interna-
tional Fraternity, among
other associations.

You can get the free DARK
Daily e-briefings by signing up
at www.darkdaily.com.

Have you caught the latest 
e-briefings from DARK Daily?
If so, then you’d know about...
...the upcoming webinar on
June 23 about how labs can
use LinkedIn and social media
to attract and retain skilled
managers and clinical labora-
tory scientists. Information is
at www.darkdaily.com.
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UPCOMING...

Join us in New Orleans!

Lab Quality Confab
and Process Improvement Institute

October 18-19, 2016

Sheraton Hotel • New Orleans, LA
Do you have a great story about using Lean, Six Sigma, 

and process improvement methods in your lab?

Let us know! 

We are assembling topics and speakers 

for the upcoming Lab Quality Confab.

Contact us at: 
rmichel@darkreport.com 

kkk

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

is news, analysis, and more.
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