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Quest Invests in Two Logistics Centers

Quest Diagnostics has invested millions of dollars in two new 
logistics centers in Kansas and Florida in order to take manage-

ment of the nation’s largest laboratory to what officials described as 
the “next level.”

The centers, in Tampa, Fla., and Lenexa, Kan., will build on existing 
Quest operations in both cities. Quest has a particularly strong pres-
ence in Florida, with clinical labs in Tampa, Miramar, and Orlando, 
as well as several dermatological pathology-focused labs and offices.

The 48,000-square-foot Tampa center, which will lead to the hiring 
of 350 new employees over the next year, includes a monitoring hub 
that will track both air and ground operations for Quest across the 
United States. The hub features a 250-square-foot display for view-
ing the transit of patient specimens in near real time from one of 

Continued on page 7

AACC Pushes Back on New York 
Blood Glucose Regulation

The American Association for Clinical Chemistry (AACC) has 
raised concerns about New York regulators jumping the gun on 

draft federal regulations regarding the use of blood glucose meters in 
hospitals. 

A new directive by the New York State Department of Health re-
quires that any provider using glucose meters for off-label purposes 
hold a state clinical laboratory permit for clinical chemistry and that 
only personnel licensed by the state Education Department are eli-
gible to perform such testing. The state has determined that off-label 
use of a glucose meter is the equivalent of a high-complexity labora-
tory test and should be regulated accordingly.

Off-label uses include the monitoring of patients in hospitals—whose 
blood glucose fluctuations may foretell some pending complica-
tions—as well as for screening for diabetes at health fairs and other 
community events.

Although the AACC does not object to regulation of off-label uses of 

Continued on page 2
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Quest’s 2,200 patient service centers and other patient locations in the United 
States. It also will be able to monitor the company’s fleet of 3,000 vehicles and 20 
aircraft.

“In the past, these functions were spread out in different areas of the U.S. By 
concentrating these capabilities in two state-of-the-art centers, we can standard-
ize services and introduce new ones like best-in-class quality management and 
Web-based dispatch,” said Quest spokesperson Wendy Bost.

The need for improved logistics has been growing in the laboratory business in 
recent years, as many labs are competing on speedier turnaround times and the 
quality of their courier services. Many labs have been using GPS tracking and 
other methods to keep closer tabs on drivers and to ensure specimens arrive for 
testing intact.

Quest is spending $9.3 million on the Tampa facility, which will also contain 
much of the company’s human resources division, Bost said.

The company’s outlay for the 78,000-square-foot Lenexa facility, which is in 
a leased building, was unavailable. Some 550 new employees will be hired in 
Kansas.

The Florida facility is being touted for political points. “Quest Diagnostics’ in-
vestment in the Tampa Bay region is great news for Florida families. These 350 
new jobs will mean more Floridians will be able to provide for their family and 
live the American Dream,” said Florida Gov. Rick Scott.

“This new facility will enhance our economic vitality and professional career op-
portunities, and strengthen our reputation as a center of commerce and innova-
tion in health care,” said Tampa Mayor Bob Buckhorn.

Takeaway: Quest Diagnostics is making a significant investment in improving the overall 
logistics of its operations.     

Ameritox Wins $14.8 million Verdict Against Millennium Laboratories

The litigation between Ameritox and Millennium Laboratories has come to an 
end—for now—with Ameritox coming out on top.

A federal jury in Florida awarded Ameritox $14.8 million to compensate it for 
claims that Millenium had engaged in unfair competition due to its distribution 
of hundreds of thousands of free point-of-care urine testing cups that included 
testing strips and had a retail value of about $5 apiece. The award included $12 
million in punitive damages.

The Baltimore-based Ameritox sued the San Diego-based Millennium in 2011, 
claiming that the distribution of the testing cups amounted to kickbacks and 
illegally cut into its business. Millennium countersued, but the jury rejected its 
claims.

“All Ameritox wanted was a level playing field, and we’re pleased that the jury 
rejected Millennium’s practice of providing free point-of-care test cups to physi-

Quest Invests In two LogIstIcs centers, from page 1
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cians,” said Scott Walton, Ameritox’s chief executive officer. “The ruling under-
scores our belief that the significant health care challenges facing our country 
require steadfast adherence to the highest compliance standards, ethical business 
practices, and quality of service.”

In a statement, Millennium said it vehemently disagreed with the verdict and 
that it was compliant with all statutes regarding kickbacks.

“Although the jury’s decision impacts Millennium’s cup program in only four 
states, affecting only a small percentage of our customers, we have voluntarily 
agreed to suspend the program nationwide and will take immediate action to 
ensure full compliance while we appeal the decision,” the company said. “The 
jury’s decision does not affect the vast majority of Millennium customers, who 
either purchase cups and seek reimbursement for that testing or choose not to 
perform point of care testing at all.”

Takeaway: The use of seemingly innocuous medical devices for marketing can wind up costing 
a laboratory millions of dollars in the long run.     

Aurora Makes Two Pathology Acquisitions to Help Boost Growth

Aurora Diagnostics has been on the acquisition trail, buying up two dermopa-
thology practices in the past month.

In early June, it acquired Mid-Atlantic Pathology Services, a four-physician practice 
based in Sterling, Va. Toward the end of the month, it acquired Hallmark Pathology 
PC, based in Medford, Mass.

The terms of the transactions were not disclosed. Both are in states where Aurora 
does not have any practices. The Florida-based Aurora currently does business in 11 
states.

Officials with the company were not immediately available to provide any details 
about the transactions.

In a statement, Aurora Chief Executive Officer Daniel Crowley suggested that more 
deals may be announced soon. “Our strategy is to pursue synergistic and accretive 
transactions, and we believe there is a robust pipeline of such opportunities,” he 
said.

Aurora may be using its purchasing power to boost its sagging revenue. According 
to its most recent filings with the Securities and Exchange Commission (SEC), it re-
ported a loss of $6.6 million on revenue of $57 million. For the first quarter of 2013, 
it reported a loss of $7.7 million on revenue of $61 million.

In its SEC filing, Aurora said payment reductions from the Medicare program and 
increases in expenses have crimped its cash flow. It said it would make acquisitions 
“which it believes would add to earnings and performance” and help it meet the 
mandated ratios in order to access its credit facility.

Takeaway: Aurora Diagnostics may be using acquisitions to add to its bottom line as opposed 
to organic growth.     
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Inside The Lab Industry
Addressing the Coming Pathology Shortage

The United States has been facing a shortage of physicians for at least a 
decade now, and it is expected to grow more acute in the coming years.

However, the shortage of pathologists is expected to grow quite dire over 
the next 15 years, with the downward slide beginning as early as next year. It 
could even place pressure on the growing business of molecular assays and 
personalized medicine.

That is the opinion of Health Care Development Specialists Inc. (HCDS), the 
Florida-based lab and pathology consulting firm. It recently issued a special 
report to its clients on the shortage, which is available for download at 
www.hcdsinc.com. That report itself is based in part on a study published late 
last year in the Archives of Pathology & Laboratory Medicine.

That study, which was co-authored by a group of leading pathologists, con-
cluded that the ranks of the nation’s pathologists would be thinned by a large 
number of retirements starting next year and continuing until 2030.

Dramatic Drop Around the Corner
By 2030, the rate of practicing pathologists is expected to decline from 18,000 
to 14,000, or 3.7 per 100,000 of population. That would be a 32 percent decline 
from the current rate of 5.7 per 100,000.

“We observed that because pathologists play a pivotal role in diagnosing dis-
ease, projected shortages pose serious implications for patient care,” HCDS 
said in an introductory note to the client alert.

The situation was serious enough for the College of American Pathologists 
(CAP) to hold a special summit late last year to discuss the issue.

The reasons for the decline are numerous, but it is pegged primarily to the 
fact that the active chronological age of pathologists is among the oldest of 
the medical specialties—75 percent are 45 years or older, 41 percent are older 
than the age of 55, and 12 percent are older than 65. By contrast, only 26 
percent of the nation’s pathologists are under the age of 44. And the current 
average age is around 57, which while not old is not exactly youthful.

Moreover, the number of residency programs has shrunk dramatically over 
the past 50 years, from about 700 in the early 1960s to less than 150 today. 
CAP President Gene Herbek, M.D., estimates that those programs—which 
produce about 500 new pathologists per year—is about 150 to 200 short an-
nually of preserving the current workforce levels.

Given that few new medical schools have opened in the past decade despite 
the general overall shortage of physicians, and policymakers are incentiv-
izing the creation of more residency slots for primary care physicians rather 
than specialists, industry observers do not think the pipeline of newly minted 
pathologists is expected to expand any time soon.
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Already Overextended
What does such a projected drop in the population of practicing patholo-
gists portend?

Barry Portugal, the president of HCDS, believes it could become worse 
for health care delivery sooner rather than later. He noted that patholo-
gists—particularly those practicing in the hospital setting—are already 
overextended due to the extra duties they are asked to perform, such as 
managing utilization and blood supplies, acting as laboratory directors, 
and other side work. They also perform additional services such as spe-
cial consultations and special stains.

“There’s not even a reference to an additional workload in many studies, 
and I think because of that the timetable [for the shortage] will be sooner 
rather than later,” Portugal said.

That is definitely the case for Herbek. In addition to his pathology prac-
tice, he oversees blood management at Methodist Hospital in Omaha, 
Neb. He also serves as the laboratory director at Methodist Women’s 
Hospital and devotes time to developing care guidelines and analyzing 
test algorithms for clinical appropriateness as part of Methodist’s ac-
countable care initiative.

“Those are the kinds of things we’re doing on a more regular basis,” Her-
bek said, estimating the extra workload to be about 10 hours per week, or 
about 20 percent above his current workload as a pathologist. Of course, 
that is completely separate 
from the work he does on 
behalf of CAP.

Extending Extenders
But not all of the scenarios 
are dark. There is the pos-
sibility of adding to the 
“pre-signouts” job duties to 
allied staff such as cytopa-
thologists, histotechnologists, pathology assistants (PAs), and doctorate-
level clinical scientists. In a report on last year’s workforce summit, CAP 
recommended using cytopathologists to conduct testing for the human 
papillomavirus, much in the way they currently conduct much of the work 
connected to Pap smears.

“With their background in biology and genetics, prerequisites for labora-
tory training programs, cytotechnologists possess the knowledge base 
required for molecular testing,” the report said. “In response to changes 
in practice increasing demand for cervical cancer screening utilizing mo-
lecular techniques, broader training offered in cytotechnology education 
programs will provide graduates the relevant broad skills to continue as 
key health care professionals in women’s health.”

“There’s not even a reference to an 
additional workload in many studies, 

and I think because of that the timetable 
[for the shortage] will be sooner rather 

than later.”

– Barry Portugal, President, 
Health Care Development Services Inc.
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Herbek noted that pathologists will have to allocate more duties to extenders 
in the future.

“We will need to rely on them to help us get the job done, particularly in get-
ting the diagnoses and lab testing out in an efficient manner,” he said. Fric-
tion regarding scope-of-practice issues is not likely to surface as in primary 
care or other specialties because the relationships with pathologists and their 
extenders tends to be collegial, according to Herbek.

The HCDS report also recommended the use of extenders to help close gaps 
in the coming pathologist shortage. It suggested using pathology assistants 
for a variety of duties, including coding, tissue procurement for research 
purposes, training of histotechnologists, and other aspects of personnel 
management.

But the report also noted that while using extenders is crucial, so is recruit-
ing them. Portugal observed that PAs and other extenders are in short supply 
themselves.

And while hospital-based pathology practices may have the resources to hire 
extra personnel to assist the doctors, that is not necessarily the case for inde-
pendent practices, most of which have 10 doctors or fewer. A PA can com-
mand a salary of $90,000 to $140,000 a year; a cytotechnologist, up to $75,000; 
and a histotechnologist, up to $50,000.

Given the current financial environment for pa-
thologists, who have been hit hard by ongoing 
reimbursement cuts, many may be reluctant to hire 
additional staff.

“In academic settings or in large pathology groups, 
the use of a PA is something that is widespread. 
But when you have a preponderance of pathology 
groups with 10 doctors or less, they may decide not 

to use PAs because the money may have to come out of their own pocket,” 
Portugal said. “If you’re already facing substantial reductions in your income, 
some of them may simply try to work longer hours rather than invest in 
extenders.”

Many pathologists may not have a choice. Herbek noted that the specialty does 
not require the physical skills—or the physical stresses—of other specialists, 
such as surgeons. As a result, many could choose to delay their retirements.

Currently, CAP’s workforce staff pegs the average retirement age for a pa-
thologist at 71—a half-dozen years beyond qualifying for Social Security and 
in line with a U.S. labor force that is working years beyond what they had in 
the past.

“And that [retirement age] is pretty conservative,” Herbek said.

Takeaway: The pathology community and its advocates will have to find creative ways to 
stretch the dwindling numbers of newly minted pathologists.      

“We will need to rely on [extenders] to 
help us get the job done, particularly 

in getting the diagnoses and lab 
testing out in an efficient manner.”

– Gene Herbek, M.D., President, 
College of American Pathologists
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the meters, it is concerned that New York installed its own guidelines while the 
FDA is still hammering out a final version of its own rules. 

“AACC recognizes that there are many complicated and difficult decisions that 
must be made related to the use of blood glucose meters in off-label situations, such 
as who can perform the tests, the settings in which these tests can be performed, 
and what types of studies are required,” said AACC Chief Executive Officer Janet 
B. Kreizman. “We recommend New York wait and consider the efforts to review 
this issue by [the Food and Drug Administration (FDA)], as well as the Centers for 
Medicare and Medicaid Services, before making and implementing policy changes 
that will significantly impact hospitals within their state and possibly nationwide.”

Although New York state decisions regarding laboratory regulations are not 
binding on other states, organizations with CLIA deeming authority often do 
look at regulatory moves that are made in the state as potential guidelines as part 
of their own decisionmaking process.

For better or for worse, glucose meters have become a staple of both consumer 
and clinical health care as diabetes has become a nearly endemic condition in the 
United States. The devices, which often cost as little as $10, are used by millions 
of Americans every day to monitor their blood sugar. A variety of studies have 
shown that monitoring of blood glucose in the hospital setting—whether the pa-
tient is diabetic or not—can provide an additional vital sign that can help reduce 
complications and often shorten average lengths of stay.

However, there have been concerns about the use of the meters in the hospital 
setting, particularly regarding the potential spread of hospital-acquired infec-
tions when the devices are not properly cleaned between uses, and the accuracy 
of the readings they provide when used during the care of critically ill patients.

In January, the FDA issued draft guidelines regarding how such devices should 
be designed and used in the hospital setting. Although the FDA has yet to is-
sue final guidelines, the New York state directive is being implemented as if the 
guidance is final, according to James Nichols, a professor of pathology at Vander-
bilt University and chair of the AACC’s governmental relations committee.

As a result of the change, Nichols noted that many hospitals in New York would 
be forced to utilize far more costly blood gas or alternative  analyzers. There 
might be 10 blood gas analyzers in a hospital at any given time, versus 100 or 
more blood glucose meters, necessarily limiting availability of testsing if glucose 
meters can no longer be utilized for intensive insulin management. 

The New York regulation also prohibits staff that had been routinely monitoring blood 
glucose levels from doing so—such as registered and licensed vocational nurses.

“It’s going to be a major impact,” Nichols said.

Although the AACC has asked New York to relent on its decision until the FDA 
makes its final determination, there has been no word yet on whether it might relent.

Takeaway: Even a fairly routine monitoring test can have implications for laboratory 
managers.     

AAcc Pushes BAck on new York BLood gLucose reguLAtIon, from page 1
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NeoGenomics Revises Guidance Upward 
On Strong Sales

NeoGenomics Laboratories has entered a growth spurt. The 
Florida-based laboratory revised its guidance upward for the 

second quarter, nearly a month before it is scheduled to release its earnings report 
on July 17.
The company now forecasts that its revenues for the second quarter will be between 
$20 million and $20.5 million. That’s up about 7 percent from its previous guidance 
of between $18.8 million and $19.3 million.
“We experienced exceptionally strong year-over-year volume growth in April and 
May driven by a continued increase in the number of new customer accounts,” said 
NeoGenomics Chief Executive Officer Douglas Van Oort. “The growth is geographi-
cally broad-based and is being fueled by the increased size and productivity of our 
sales team and by new product activity.”
A year ago, NeoGenomics reported second-quarter net income of $273,000 on revenue 
of $15.6 million. Its revenue was down slightly compared to the second quarter of 2012.
Despite the revenue growth, NeoGenomics did not raise its estimates on net income, 
keeping it at between nothing and 1 cent per share, essentially unchanged from the 
year-ago quarter. That is presumably the result of increased general and administra-
tive expenses to help generate the additional revenue, according to analysts Amanda 
Murphy and J.P. McKim of William Blair & Co.
William Blair raised its end-of-year revenue estimates for NeoGenomics to $77.4 mil-
lion. In 2013, the company reported revenue of $66.5 million.
Late last year, NeoGenomics entered into an agreement with pharmaceutical giant 
Covance to provide anatomic pathology and specialty laboratory testing for clinical 
trials. Under the terms of the agreement, NeoGenomics will provide the professional 
interpretation for all of Covance’s testing globally and the technical component of 
tests being performed outside of the United States. Although Murphy and McKim 
think the alliance will be greatly beneficial to NeoGenomics in the short term, they 
do not believe that it helped bump up sales in such a short period of time.
Takeaway: NeoGenomics is in a period where revenue is expected to grow dramatically, although 
whether it becomes a solidly profitable company remains to be seen.      
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