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Making a Difference in Tangible Ways
HOW OFTEN DOES SOMETHING you learn from THE DARK REPORT make a pos-
itive difference in your laboratory? We hear lots of examples from our
clients and regular readers and I’d like to share two of them with you today.

The first example comes from our special, exclusive, and expanded
coverage about anatomic pathology (AP) condominium laboratory com-
plexes. This exploding trend involves specialist-physicians taking active
steps to bring AP revenues into their medical practice. (See TDRs, July
19 and August 9, 2004.) Among the topics covered by THE DARK REPORT

were potential legal and compliance concerns triggered by an AP condo
lab operation, the nation’s first look at widespread utilization rates for a
12-core prostate biopsy procedure, and public concerns already
expressed by a Senator and the Office of the Investigator General
(OIG) about the legitimacy of the AP lab condo business scheme. 

The message seems to have gotten out. Pathologists in recent weeks
tell THE DARK REPORT that many urology and gastroenterology groups in
Florida have suddenly lost interest in acquiring their own AP laboratory
condominium. From another reliable source comes word that an original
investor in one of the companies that operates and promotes AP labora-
tory condos asked the company to go to outside to a first-rank law firm
for an objective legal opinion on this business scheme.

My second example is equally fascinating. Remember the Maryland
General Hospital (MGH) laboratory case last spring? That is the hospital
lab which, for 18 months, released unreliable HIV and HVC test results, and
then, only after whistleblowers finally caught the attention of Maryland lab-
oratory regulators, was determined to be operationally deficient in a variety
of ways. (See TDRs April 5, April 26, and May 17, 2004.) The laboratory
director during this time, James Stewart left MGH under a cloud. However,
he then found employment with one of the two blood brothers in New
Hampshire, apparently working in a hospital lab. Pathologists involved with
that hospital recognized his name from reading THE DARK REPORT. They
contacted his employer and expressed concerns about his competency for
that position. To its credit, that lab company swiftly terminated Stewart.

Both examples show how THE DARK REPORT makes an important differ-
ence in tangible ways. I’d love to hear such stories from all of you.            TDR



Is Nation’s Best Quality
Laboratory in Arizona?

Sonora Quest Laboratories wins one award,
sets sights on Arizona’s highest quality prize

CEO SUMMARY: Without much fanfare or public attention,
one lab is achieving recognition for quality and service excel-
lence possibly unmatched in the clinical laboratory industry.
In 2003, Sonora Quest Laboratories received Arizona’s
Pioneer Award for Quality—the first healthcare provider in
Arizona to win that award. Its next goal is to achieve the state’s
highest honor, the “Governor’s Award for Quality.”
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QUALITY MANAGEMENT METHODS

are gaining rapid acceptance
within the clinical laboratory

industry. One laboratory leading this
trend is Sonora Quest Laboratories
(SQL) of Tempe, Arizona. It may pos-
sibly be the nation’s highest quality
clinical laboratory.

It has credibility to make this claim.
In 2003, Sonora Quest Laboratories was
awarded the “Pioneer Award” through
the State of Arizona Quality Awards
program. SQL was the only company in
Arizona to be so recognized in 2003. It
was recognition of SQL’s commitment
to continuous improvement and its
effective deployment of quality man-
agement systems throughout its opera-
tions. The Arizona quality awards are
based on Baldrige Award criteria.

Sonora Quest Laboratories (SQL) is
a joint venture LLC between Banner
Health, Arizona’s largest healthcare
system, and Quest Diagnostics Incor-
porated, the nation’s largest clinical
testing provider. SQL is also part of an
integrated laboratory network that
includes Laboratory Sciences of Ari-
zona LLC (LSA), which manages the
six hospital laboratories for Banner
Health.

What makes SQL’s accomplish-
ment more notable is that Sonora
Quest Labs is the first healthcare
provider in Arizona to win that award.
Not content to rest on these laurels,
Sonora Quest Labs is pursuing a more
ambitious goal.

“Our entire laboratory organization
is actively working to achieve the Ari-



zona Quality Program’s ‘Governor’s
Award’ in 2005,” stated David A.
Dexter, CEO at Sonora Quest. “It’s the
highest level of achievement within
Arizona’s quality awards program.”

The significance of Sonora Quest
Laboratories’ Pioneer Award extends
beyond the accomplishment it recog-
nizes. It is one of those marketplace
events which raises the competitive
bar in laboratory management. SQL
has developed an organizational cul-
ture and employee mindset that direct-
ly contributes to higher levels of ser-
vice and customer satisfaction. It is
continuous improvement in action.

Managing To Objective Data
That statement can be supported by
objective data. “We measure every-
thing,” said Dexter. “If you don’t mea-
sure it, you can’t manage it. We know
how our customers view us because we
measure their satisfaction with our ser-
vices. We also measure how the market
judges the quality of our competitors’
lab testing services. That data tells us
we are doing very well, both against
our own past performance and against
the performance of our competitors.”

A site visit to Sonora Quest
Laboratories provides first-hand evi-
dence that Deming-based principles of
quality management can deliver higher
quality laboratory testing services, at a
lower cost, over a sustained period of
time. It demonstrates how continuous
improvement delivers ongoing benefits.

“Every laboratory understands the
importance of delivering an accurate
test result in a timely fashion,” ob-
served Dexter. “We have a moral and
ethical obligation to deliver error-free
services. Four years ago, there were
significant operational and financial
issues in almost every area of our busi-
ness. SQL was not competitive in
many ways. With great support from
Quest Diagnostics, we launched our

Six Sigma program as a process
improvement methodology to funda-
mentally reinvent our laboratory oper-
ations and to develop Quality as a
major competitive edge and as a point
of differentiation in the marketplace. 

Measurements As A Guide
“Six Sigma provided every person 
in this laboratory with a goal. It gave
us direction and focus. As we made
our initial measurements of perfor-
mance in different areas of the lab, we
could then quantify the existing state
and begin improving it. Our objective
is to perform at the ‘world class’ lev-
el,” he explained.

There are several noteworthy at-
tributes within SQL which set its man-
agement culture apart from that com-
monly found in other laboratories.
First, it develops a business plan year-
ly that drives the entire business. “The
planning process starts with the execu-
tive leadership team identifying rele-
vant goals for the upcoming year,”
Dexter said. “At this stage, the busi-
ness plan outline and basic goals are
passed down the management ladder.
It reaches the supervisor level and is
shared with all employees. 

Strategic Business Plan
“Our supervisors and managers are
asked to contribute to the plan by iden-
tifying how they will achieve these
goals and the resources they will
need,” he continued. “The plan works
its way back up the management lad-
der. At each stage, it is refined. 

“By the end of this process, the
entire integrated laboratory organiza-
tion is aligned behind the upcoming
year’s business goals and has an iden-
tified and feasible plan to achieve
those goals. Execution of the plan is
vital to success, and we have a high-
performance management team that
delivers the expected results,” he said.
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Sonora Quest Laboratories: Commitment to Quality Systems

Sonora Quest Laboratories is a joint venture between Banner Health and Quest
Diagnostics Incorporated. Its testing services are integrated with Banner’s hospital
laboratories and the outreach marketplace. Below are some outcomes from its
quality management initiatives.

Six Sigma Project Results
STAT Emergency Department Lab TAT:
• 61% reduction–order to specimen 

collection cycle time.
• >50% reduction–specimen receipt 

to verified results cycle time.

Specimen Misidentification:
• 59% reduction in mislabeling errors.

Phlebotomy Safety:
• 70% reduction in needle sticks.

Specimen Management:
• 90% reduction in specimen 

management data entry error rates.

Customer Service:
• 67% reduction in billing customer

service speed of answer.

JV Formed: ...........................1997

JV Partners:..........................Banner Health, Quest Diagnostics Incorporated

Main Laboratory: .................120,000 sq. ft. laboratory in Tempe, AZ

Daily Tests: ...........................40,000

Integrated Lab FTEs: ...........1,200 for SQL and 600 for the hospital laboratories.

Patient Service Centers......54 

Clients:..................................5,000

Management Team: .............Chief Executive Officer: David A. Dexter
..............................................Chief Operating Officer: Joyce Santis
..............................................Chief Financial Officer: Jennifer Andrew
..............................................Chief Information Officer: Bob Dowd
..............................................VP, Sales & Marketing: Joe Serfaty
..............................................Executive Director of Quality: Jean Hammelev
..............................................Executive Director, Human Resources: Byron Farwell
..............................................Executive Director, Compliance: Kim Fleurquin
..............................................Executive Director, Hospital Operations: Barbara Blasutta
..............................................Medical Director: Kent Zimmerman, M.D.

Mohave

Coconino Navajo

Apache

Yavapai

Maricopa

Yuma

La Paz

Pinal

Pima
Cochise

Graham

Greenlee

Phoenix

Buckeye

Glendale

Sun

Scottsdale

Gila River
Indian Res.

www.sonoraquest.com

2 Sonora Quest Laboratories

54 Patient Service Centers
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A second distinctive attribute is
that all employees of SQL participate
in an incentive plan linked to achieve-
ment of each year’s goals. “Manage-
ment here works earnestly to align the
motives of everyone connected with
the laboratory,” observed Dexter. “The
best description of our business plan is
that it is a road map. It guides every-
one toward the goals and keeps us
aligned throughout the year.”

There is no magic management
bullet which transformed Sonora
Quest Labs. “Any quality management
system like Six Sigma is tough to
implement,” offered Dexter. “Every
individual working in the laboratory,
from entry-level to CEO, has to learn
new ways to conduct business, to mea-
sure outcomes, to improve work pro-
cesses, and to relate to customers. The
easy path is to go back to the ‘old
ways.’ The tough path is to stay with it
until these management methods and
techniques are mastered.” 

Benchmarking The Best
A third unique attribute is the intense
measurement of all work processes
and outcomes. SQL regularly uses out-
side specialists to conduct surveys and
measure services. “We want to know
what ‘best practice’ and ‘world class’
is for every function and service in our
laboratory,” said Dexter. “In addition,
SQL is able to benchmark metrics with
Quest Diagnostics business units. Al-
so, the LSA managed hospital labora-
tories are all benchmarked nationally
for key metrics, with similar hospital
laboratories, according to size and
degree of acuity.

“For example, we pick up and
deliver packages, just like Federal
Express and UPS. We maintain a cus-
tomer service department, just like the
major credit card companies. Outside
experts help us learn what they do
which makes them ‘world class’ in

these functions, so we can improve to
that level ourselves,” he explained.

A fourth attribute is the full-time
staff SQL maintains to support its
quality management programs. “Six
full-time employees are dedicated to
quality,” stated Jean Hammelev, Ex-
ecutive Director of Quality. “We know
there is payback from this invest-
ment because we measure the gains
they produce. 

“Over the four years of our Six
Sigma journey,” continued Hammelev,
“more than 50 people within SQL have
earned their Green Belt designation.
We are actively doing ‘champion’
training for 100% of our managers and
supervisors. This shows how the learn-
ing process grows outward, encom-
passing ever greater numbers of peo-
ple in our laboratory.”

The educational process within
Sonora Quest Laboratories is reinforced
by a requirement that 100% of staff
members undergo training annually in
areas of quality, customer satisfaction,
safety, and compliance. Anything short
of 100% compliance with this training
impacts a portion of all employees’
incentive payout. 

Employee Satisfaction
Do the employees of SQL like their
work environment and like using
Quality management methods to
improve processes? “The answer is
yes! We know this because we mea-
sure it,” said Hammelev. “We have
1,800 employees throughout our inte-
grated systems and 98.8% of them
complete our employee satisfaction
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“As measured by outside
experts, our customer satisfac-

tion scores show sustained
improvement each year.”



survey. We’ve also experienced a sig-
nificant decline in employee turnover.
Several years ago, the voluntary
turnover rate among laboratory
employees was 36% per year. That’s
now fallen to about 11%.” 

“You can’t have a quality laboratory
operation if you don’t retain and contin-
ually train your employees in quality and
customer service,” added Dexter

Dexter pointed out that employees
are supportive for another reason. “We
read their satisfaction surveys and they
know we act upon their requests and
suggestions,” he said. “The Gelfond
Group measures us in this area. SQL
has achieved ‘world class’ in the past
two years for employee satisfaction. The
Gelfond Group told the Board of
Directors of Sonora Quest Laboratories
that SQL achieved world Class employ-
ee satisfaction in two years—faster than
any company in the history of their
25,000 company database! We are very
proud of this accomplishment.”

Benchmarking The Best
The most important unique attribute
has been saved for last. That is cus-
tomer satisfaction. “Our entire labora-
tory is organized around the ‘Voice of
the Customer’,” declared Dexter.
“Voice of the Customer is incorporated
into each Six Sigma project we do. We
strive to be error-free, on time, every
time. Our Customer Satisfaction Index
has improved significantly and we are
now approaching world class.”

“As measured by outside experts,
our customer satisfaction scores show
sustained improvement each year,” said
Joyce Santis, COO at Sonora Quest
Laboratories. “Because our Six Sigma
projects are driven by the Voice of the
Customer, improvements they generate
are noticed by customers. This shows up
in the customer satisfaction surveys and
by unsolicited comments they make to
our sales reps and client services staff.”

“There is another important group of
customers that knows about our continu-
ous quality improvement. It is the pay-
ers. They no longer say that laboratory
testing is a commodity,” commented
Dexter. “We worked hard to change that
attitude. We have the data to prove it. We
meet quarterly with each of our payers
and show them the metrics that docu-
ment our performance and our improve-
ment from earlier months.”

Benchmarking The Best
THE DARK REPORT offers Sonora Quest
Laboratories as a unique example within
the laboratory industry. It is an early-
adopter lab that has pushed the quality
management principles articulated by W.
Edwards Deming farther into its organi-
zation than any other laboratory known
to THE DARK REPORT. 

There are many invaluable lessons
in laboratory management to be
learned from the experience of Sonora
Quest Laboratories. It is employee-
friendly. Once lab employees under-
stand how the new management phi-
losophy uses hard data to drive deci-
sions and improvements to the work
flow, they become more supportive. 

It is customer-friendly. By survey-
ing customer expectations and focus-
ing operational improvements on
issues that matter to customers, the
lab’s service quality improves.
Customers notice these changes. In the
case of Sonora Quest Labs, client
physicians and payers also recognized
these improvements. 

Most importantly, the disciplined
implementation of quality management
systems into this laboratory has support-
ed strong revenue growth and profitabil-
ity. This financial strength allows the lab
to pay performance-based incentives
and invest in the resources it needs to
remain competitive.                   TDR

Contact Dave Dexter, Joyce Santis,
and Jean Hammelev at 602-685-5000.
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Managed Care Update

THERE’S GOOD NEWS AND BAD NEWS

from the 13th annual Milliman
survey of HMOs. Milliman pre-

dicts that the rate of health premium
increases will decline by 3.8% over last
year’s survey. However, the average pre-
mium increase for 2005 is still predicted
to be in double digits, at 11%. 

For the lab industry, this is definitely
bad news. It means that both employers
and payers will be pushing hard through-
out 2005 for hospitals and providers to
accept lower reimbursement. All pro-
viders will want to anticipate these
demands at contract renewal time. THE

DARK REPORT recommends that lab direc-
tors and pathologists should negotiate
with payers from a well-prepared and
well-documented position. 

Milliman, based in Seattle, Washing-
ton, is a respected consulting firm. Its
annual survey of HMOs and PPOs is
unique because payers “are asked to
respond to a given set of benefits and
demographics. The survey removes three
important factors that can skew the results
of a typical survey on health costs: differ-
ences in benefit design scope, cost shar-
ing levels, and member demographics.”

Milliman’s full survey will be
released later this fall. It released prelim-
inary results from the first 30% of payers
surveyed. For HMOs, the 2005 rate
increase is predicted to be 11.0%, com-
pared to 14.8% for 2004. Milliman notes

that this will be the sixth consecutive
year of double-digit increases in HMO
premiums. For PPOs, Milliman’s pre-
liminary findings predict a 2005 renewal
rate increase of 12.0%.

These numbers are consistent with
findings announced recently by the
Kaiser Family Foundation and
Health Research and Educational
Trust, based in Oakland, California. In
a survey of 3,000 employers, Kaiser
researchers determined that healthcare
premiums increased 11.2% during
2004. This reflects an average for vari-
ous types of payers and a range of
insurance plan options. 

PPO Costs Climbing
Kaiser’s survey determined that the aver-
age family premium for a PPO now costs
in excess of $10,000 per year. This is a
key statistic, because this number is close
to the average annual earnings of a full-
time, minimum wage worker. 

The implications of this fact are sig-
nificant for the entire medical profession.
Increases in the cost of healthcare insur-
ance are outstripping the ability of
employers to fund their employees’health
benefits. Significant increases in the num-
ber of employed individuals who lack
adequate health insurance will trigger an
intense political debate. Labs should care-
fully follow how employers respond to this
situation. Their wishes will carry the sub-
stantial political clout.                        TDR

Double-Digit Increase Predicted
For HMO Premiums in 2005

Sixth consecutive year of HMO double-digit price rise
will push employers and payers to squeeze labs
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EVOLUTION WITHIN THE LABORATO-
RY TESTING MARKETPLACE is
causing the nation’s major IVD

(in vitro diagnostics) manufacturers to
rethink how they market and sell their
new products.

Many lab managers and pathologists
have observed one visible sign of this
trend. In recent years, several of the
larger IVD companies revamped their
presence in the exhibit halls that are part
of the annual meetings of the major lab-
oratory professional associations. Other
IVD vendors are squeezing dollars out
of their exhibit hall budgets.

Another Sign Of Change
Another visible sign of the change in
IVD sales and marketing practices is
the appearance of the semi-tractor
truck which Abbott Laboratories is
using to promote its newest instrument
system. Starting last April, this big rig
began a national circuit designed to
bring this new product literally to the
front door of laboratory customers. 

It only took a couple of months
before the success of this marketing

channel encouraged Abbott to build a
second big rig and, in July, put it on the
national circuit as well.

THE DARK REPORT believes the dif-
ferent ways that IVD companies now
use lab industry exhibit halls, com-
bined with the arrival of Abbott’s
diesel big rig as a “traveling trade
show exhibit,” reflect deeper, more
fundamental changes occurring within
the IVD industry. These changes will
steadily transform the way IVD ven-
dors introduce their new products into
the laboratory marketplace. 

Curious about this phenomenon,
THE DARK REPORT made a point to
show up when the Abbott big rig,
dubbed “Architour”, arrived in Austin,
Texas recently. Certainly most of the
major IVD vendors have, at one time
or another, put demonstration vans on
the road. But the size and scale of this
demonstration “van” attracts attention.
It also allows Abbott to interact with
laboratory customers in ways which
go beyond the capabilities of demon-
stration vans, which contain less dis-
play space. 

IVD Firms Developing
New Marketing Channels

Lab industry vendors want to find
more effective ways to reach customers

CEO SUMMARY: Manufacturers across the IVD industry are
aggressively seeking new marketing channels to reach their
laboratory customers in more productive ways. That means
moving outside the traditional emphasis on the exhibit halls of
laboratory professional association meetings. In the case of
Abbott Laboratories’ Architour, it is a huge semi-tractor trailer
rig that brings its newest product right to the lab’s doorstep. 
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Architour — Vital Stats
Width, extended: 15 feet
Interior space, extended: 650 s.f.
Length: 78 feet
Weight: 68,900 pounds
Height: 14 feet
Estimated miles traveled 

thru 9/1/04: 32,000

Cut-Away of Architour
This interior view shows the layout of the demonstration space. The width is expanded
when the trailer wall is pulled out. At far right is a complete kitchen to prepare and serve
refreshments. In the center is an operational Architect ci8200, with space for up to 20
people to hear a presentation. At left is a smaller conference area.

Abbott was willing to share the sales
and marketing strategies which led to its
decision to build two expensive demon-
stration trucks and keep them on the road
for many months. “The seed of this mar-
keting strategy is a new product which we
felt was particularly special,” said Sherri
Hopson, Abbott’s Vice President, U.S.
Commercial Operations. 

“The Architour is specifically designed
to showcase our Architect ci8200 instru-
ment system.” she continued. “It is an inte-
grated chemistry-immunochemistry system
and is the first truly integrated product in
this category. We believe its capabilities
and features represent substantial improve-
ments over existing systems.”

Unique Marketing Channel
“This is where our marketing strategy
begins,” added Suzanne Macaitis, Global
Marketing Manager. “We wanted to give
this new product maximum exposure. Our
challenge was to find a different marketing
channel to expose this unique product to as
many laboratory customers as possible. 

“Our first marketing premise was that
it is not easy for many lab people to trav-
el to industry meetings. We’ve observed
how travel budgets—and travel opportu-
nities—have declined for most laboratory
managers,” she continued. “That means it
is more difficult to get them to the exhib-
it hall, whether it’s a national meeting or
a regional meeting. For government labo-
ratories, travel is extremely difficult and,
in some cases, travel is not allowed. With

Architour, we wanted to be able to com-
plement our other industry activities.”

“It quickly became apparent to us that
the best way to reach a huge audience was
to bring the instrument directly to their lab-
oratory,” noted Hopson. “Because this is a
large instrument system and we wanted to
present a live demonstration of its full
capabilities, we recognized that a full-size
semi-tractor trailer would be needed to do
the job. The size of the trailer also allows us
to handle the maximum number of people
per stop and per demonstration.”

During THE DARK REPORT’S visit to the
Architour truck, several benefits to Abbott’s
marketing strategy became obvious. First,
the truck itself is set up in the parking lot of
a hospital. It is within walking distance for
lab folks working in that hospital. Also,
because many cities often have clusters of
hospitals in one neighborhood, it is fre-
quently a short walk or drive for lab per-
sonnel coming from nearby hospitals. 

More Lab Staff Involved
Second, the composition of the crowd
definitely includes all levels of staff and
management from nearby hospital labo-
ratories. “This is an interesting dimension
to our strategy,” noted Macaitis. “Often
med techs who actually run the instru-
ment first see it only when it arrives on
site for set-up and training. The live
demonstration allows them to see the
instrument and interact with it. Hospital
administrators, including CFOs, also
show up and learn about the instrument.” 

From the IVD vendor’s perspective,
the Architour truck event helps develop
relationships with the company’s regional
sales, service, and technical support staff.
“This is a great benefit for us,” offered
Hopson. “Prior to the Architour’s arrival in
town, our sales staff visits the laboratories
to meet with people planning to attend a
demonstration. This allows the sales staff
to identify the unique needs of that labora-
tory and insure that the demonstration they
see is tailored to those specific needs. 

“At the time of the demonstration, our
regional sales, customer service, and tech-
nical support staff do the presentation,”
said Hopson. “Lab customers get to know
the entire local team that supports this
product. This is something we cannot do at
the national trade shows.”

“Also, because the demonstration
includes more people from their lab than

would be at an exhibit hall booth, question
and answer sessions can be more focused
and detailed,” observed Macaitis. “The
greater number of participants from the lab
gives them the opportunity to review rele-
vant issues in greater depth. That is also
something that cannot happen during a
national trade show exhibit.”

Marketing With The Internet
Abbott’s decision to literally bring an
operational instrument to the doorstep of
laboratories around the United States is
only one aspect of the changes occurring
to the sales and marketing of IVD instru-
ments, reagents, and laboratory products.
Abbott is also using the Internet to sup-
plement and support the activities of its
Architour trucks.

“Everyone recognizes that the
Internet is a new marketing channel,”
observed Hopson. “We are using it to



11 / THE DARK REPORT / September 20, 2004

supplement Architour activities in
three ways: by e-learning, by e-mail,
and by e-conferences.”

“Additionally, customers are offered
the opportunity to participate in ongoing
learning seminars covering a variety of
topics that have CEU credits,” explained
Macaitis. “The numbers are becoming
sizeable. Last month more than 2,000 peo-
ple logged on to our e-learning session.”

Has the Architour truck strategy suc-
ceeded in attracting laboratory cus-
tomers to a demonstration? “We think
so,” responded Hopson. “Through the
end of August, more than 2,400 labora-
tory customers had seen the demonstra-
tion. Our prediction is that, by year’s
end, the number will exceed 7,800.”

Marketing Strategy
These are impressive numbers, given the
relatively small number of laboratory
organizations within the United States. It
shows that this marketing strategy has
accomplished one of its major goals: get-
ting a new product in front of potential
buyers. It has done this by going outside
traditional marketing channels. 

Laboratory managers and patholo-
gists should watch how IVD manufactur-
ers continue to develop new marketing
and sales channels for their products that
complement national lab trade shows.
The fact that laboratory administrators
and pathologists have less time to trav-
el—and don’t have the budget to pay for
travel—may make these trade shows less
important in future years. 

THE DARK REPORT finds it notable
that one outcome of this particular mar-
keting strategy is that it got multiple lev-
els of hospital and lab decision-makers
and med techs into a demonstration at
one time. This is an attribute of the
“Information Age”, where customers
have access to more and better informa-
tion before they buy a product.       TDR

Contact Sherri Hopson at 847-935-4644
and Suzanne Macaitis at 847-936-3323.

Why IVD Marketing/Sales
Is Undergoing Change

DURING THE 1990S, consolidation within
the IVD industry was just as significant

as consolidation within the clinical labora-
tory industry. Such consolidation had two
major effects on the sales and marketing
strategies of the IVD industry.

First, it created a new class of “super-
big” laboratory customers. Among private
commercial labs, regional, pathologist-
owned labs were absorbed into larger
commercial lab companies, particularly
Quest Diagnostics Incorporated and
Laboratory Corporation of America.

Within the hospital laboratory sector,
consolidation of hospital ownership creat-
ed 600+ integrated delivery networks
(IDNs). Each IDN wanted to standardize its
laboratory services and use exclusive pur-
chase contracts to lower the prices it paid
for instrument systems and reagents.

The second consequence of consolida-
tion was that, within the IVD industry itself,
the line-up of competitors had changed in
important ways. Many IVD acquisitions
were done as a way for the acquiring com-
pany to broaden its product line. There was
a belief that the biggest lab buyers would
prefer to buy chemistry, hematology,
immunology, and other major instrument
systems from a single source.

Now, almost halfway into the decade of
the 2000s, there is evidence that the “one
source” IVD vendor strategy—the concept
that a single IVD manufacturer needs to
provide almost 100% of the instrument
systems used in a high-volume core labo-
ratory—has not changed the primary buy-
ing strategies of the nation’s largest labora-
tory customers.

However, consolidation within the
IVD industry and within the clinical lab
industry has had an impact. It changed,
in fundamental ways, the sales and mar-
keting strategies of IVD vendors. It also
changed the way laboratory customers
evaluate and negotiate the purchase of
new instruments.



By Albert L. Giles
Editor’s Note: Albert L. Giles is
President of Anodyne Green, a pathol-
ogy consultant and group administra-
tor based in Vorhees, New Jersey. For
three decades, Giles has provided bus-
iness and operational support for
pathology group practices primarily in
the states of New Jersey, New York,
Pennsylvania, Delaware, Florida and
California.

PATHOLOGY GROUP PRACTICES

which operate their own histolo-
gy and cytology laboratories are

faced with a growing problem: main-
taining their access to specimens in sit-
uations where they do not hold man-
aged care contracts. 

There is a breakdown in the famil-
iar business arrangement between
these local pathology group practices
and the commercial laboratories that
hold managed care contracts. For
almost two decades, it was common
for commercial lab companies to neg-
otiate “all-in-one” contracts with man-
aged care plans, keep the clinical lab

testing for themselves, and subcontract
the anatomic pathology (AP) and
cytology specimens to local path-
ology groups.

These subcontracting arrange-
ments are now a dying breed. In recent
years, commercial laboratories have
taken aggressive steps to disrupt long-
standing subcontracting relationships
and capture the AP and cytology spec-
imens for themselves. 

Capturing AP Specimens
As the national and regional labs which
hold these contracts hire their own
pathologists and create the capacity to
do the work, they take two steps in the
marketplace. First, they terminate their
subcontracting relationship with local
pathologists and direct those specimens
to their own labs and pathologists.

Second, in cases where local
pathologists maintain business rela-
tionships with physicians in the area,
national and regional laboratories col-
laborate with the managed care com-
panies to enforce the exclusivity
clause of their “all-in-one” lab testing

How Local Path Groups
Can Keep Patient Access

Efforts to restrict non-contract lab providers
are increasing in Northeastern states

CEO SUMMARY: For pathology groups operating their own
histology and cytology labs, a growing problem is access to
patients covered by exclusive managed care contracts. In
the Northeast, several persistent pathology group practices
are using some effective business strategies to fight this
trend. Not every strategy works every time, but there are
enough victories to make the effort worthwhile.
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contract. Physicians come under direct
pressure to stop referring specimens to
the local pathology group. 

To counter this trend and preserve
access to specimens, my more progres-
sive pathology group clients developed
several strategies. None are effective all
the time. But each has a time and a
place when it can make the difference
and preserve access to the AP and cytol-
ogy specimens needed to sustain local
histology and cytology laboratories. 

Strategy One 1LOOK TO YOUR PPO
If local pathologists participated in the
formation of a Physician Preferred
Organization (PPO), whether it be hos-
pital-based, multi-specialty, or single
specialty, we believe this is the first
opportunity to re-visit. 

If the PPO protected your patholo-
gy group, negotiated for you, and got
you fees only for inpatient work, they
did not fulfill their responsibility to
you. If a pathology group owns a sep-
arate lab, or if it is paying technical
component to its hospital(s) and mar-
keting outside the hospital, the pathol-
ogy group has a right to provide ser-
vices to the PPO’s beneficiaries.  

In many instances, the pathology
group has the right to approach the PPO
and reopen the entire issue. It can force
the PPO to renegotiate contracts with the
“universal” laboratory provider so that
lab company only gets the clinical labo-
ratory testing services. In pursuing this
strategy, political considerations may
prevent the pathologists from prevailing,
but even in this instance, a direct written
appeal to the Board of Directors may ini-
tiate the desired action by the PPO. 

Strategy Two 2ARE YOU SURE?
Too often I find local pathologists make
a wrong assumption when a competing
lab or a payer pressures local physicians

to refer specimens to the contracted lab
provider. Because these pathologists are
aware that one or more labs hold a con-
tract, they make an assumption that the
contract specifically excludes non-con-
tract laboratory providers. 

I often find the opposite to be the
case. But don’t expect your competi-
tors—or the insurer—to readily admit
this fact. There are many instances
where non-contract pathologists can
bill outpatient anatomic and cytology
services to managed care companies.

Whether a lab services contract is
held by one of the two major commer-
cial labs, a regional lab, or even anoth-
er pathologist-owned lab, it does not
automatically exclude non-contracted
pathology groups from having the
right to bill for services. It is important
to persistently query each managed
care company to learn the specific
facts about that lab services contract.
In particular, determine if cytology
and anatomic pathology services can
be provided by a non-contract labora-
tory or pathology group. 

Good News/Bad News
The outcome of this investigation may
produce  a good news/bad news situa-
tion. If pathology and cytology are
included in the contract, pathologists
may find that they can get recognized,
but reimbursement will probably be at
the level of what is paid to the com-
mercial laboratory (very low), and
may result in a marginal loss. At a
minimum, this investigation into the
contract’s structure and terms permits
you to identify the specific testing ser-
vices your group wants to provide. 

If cytology and anatomic pathology
are not part of the contract, I recommend
that you immediately approach that
managed care company. Open negotia-
tions to gain recognition as an anatomic
and cytology service provider and to
negotiate a reasonable fee schedule.
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Even if the contract restricts all lab
testing services only to the contracted
lab(s), you still have viable options
and should not give up. It is time to
make your case that the contract
should be opened to include your
pathology group as a provider. 

Begin with the provider relations
department. If that department indi-
cates your pathology group cannot be
paid for this work, move directly to the
Medical Director of the organization.  

Keep in mind that your goal is to
educate the right decision maker. For
example, if a Medical Director prac-
ticed pediatrics for several years
before accepting the position of
Medical Director, it is unlikely that
he/she fully appreciates the profes-
sional interdependence between the
surgeon and the pathologist. 

If the Medical Director says no, we
have been successful in immediately fil-
ing an appeal to the governing board of
the managed care organization. A word
of advice—don’t get involved with the
marketing people. They will only give
you reasons why they like the single
contract. We also find vice presidents
and presidents to be a waste of time.
They seldom provide any assistance. 

Preparing To Negotiate
Before approaching a health insurer, it is
crucial that you prepare a precise list of
the procedure codes for which your
pathology group wants the right to bill.
If your group performs these procedures,
interpretation of immunohistochemistry,
fine needle aspiration, and flow cytome-
try must be included on this list.

In many cases, the insurer may
indicate it does not have those testing
services in their fee schedule. This
provides another wedge for the pathol-
ogy group. It can provide this unique
service and it can educate the insurer
about the level of fees needed to prop-
erly reimburse for these services. 

There are other issues which can
cause payers to make an affirmative
decision. First, it is important that your
legal counsel review state laws. That’s
because some states passed a managed
care enabling act which requires physi-
cian access to multiple laboratories. 

In most states, there is a legal
requirement that the contract bidding
process be open to qualified providers.
If it turns out that the managed care
contracting entity requested a bid for
only for a universal lab testing con-
tract, that may be justification to file
an administrative appeal to the
Insurance Commissioner or another
regulatory body. 

Strategy Three 3DOCTORS WANT US
There is a third strategy that can be
powerful in certain circumstances.
Have physicians send letters to the
managed care provider requesting that
your pathology group be added to the
provider panel. 

This requires a some work on the
part of the pathologists. Surgeons and
other physicians need to be personally
asked to write a letter to the managed
care entity. We make a point to provide
several types of sample letters, in out-
line form! They can flesh it out on
their letterhead, sign it and send it
along. The letters should note the ben-
efits which result from using a local
pathology group as a provider. (See
sidebar next page.)

Have physicians address all their
petition letters to one place at the man-
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Even if the contract restricts 
all lab testing services only 
to the contracted lab(s), you
still have viable options and

should not give up.



aged care entity—the Medical Director.
He is charged with maintaining clinical
quality and keeping the panel of physi-
cians happy. Remember that it is impor-
tant for these endorsement letters to be
unique, even as they request the same
pathology group be added as a contract
provider. When Medical Directors see a
barrage of nearly-identical letters, they
know who initiated the letter-writ-
ing campaign.  

After these letters are sent (and a
check is made to insure this happened), a
representative of the group should follow
up with the Medical Director. Most are
open to scheduling this meeting. For
pathology groups that either operate their

own labs or operate under a “technical
component purchase agreement,” dili-
gent execution of these three strategies
will generally result in recognition by the
payer. Of equal significance, most such
pathology groups negotiate fee schedules
that are better than those in place for the
commercial laboratory provider(s). 

Have No Misconceptions
Pathologists should have no misconcep-
tions. Each one of these three strategies
can prove to be slow and time-consum-
ing—not to mention frustrating. How-
ever, to our knowledge, these are the
only methodologies that offer a patholo-
gy group the reasonable probability of
gaining recognition for these laboratory
services. Also, our experience teaches
that is it important to follow these strate-
gies in the sequence listed here. This
maximizes the chance for success. 

Here’s another secret from our
experience. Obviously, each managed
care plan requires a separate negotia-
tion cycle. That can appear daunting at
the start. But we’ve learned that, each
time our pathology group earned
recognition with one managed care
carrier, it was easier to negotiate
recognition with the next carrier. The
same holds true for negotiating reason-
able reimbursement for each contract. 
Specimens Going Elsewhere
There is a reality every pathology group
practice must face. The proportion of
patients seen in hospitals is shrinking
compared to the growth in outpatient
procedures. It means that pathologists
must expend extra effort to retain their
access to specimens originating in physi-
cians’ offices, in ambulatory surgery
centers, and specialty hospitals. The
strategies described above can be invalu-
able in helping local pathology groups
maintain their market share. They can
also spell the difference between success
and failure over the long term. TDR

Contact Albert Giles at 856-354-0965.
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Pathologists Offer Benefits
To Local Physicians

WHEN HAVING PHYSICIANS write a managed
care plan asking to have the local pathol-
ogy group added to the provider panel,
there are several benefits which can be
mentioned. They include:

1• Getting all tests for inpatient, outpa-
tient, and outreach procedures from
the same lab.

2• Speedier turnaround time for biopsies,
since national labs typically take a
week or longer to report results.

3• Improved quality of care, particularly if
a pathologist is frequently asked to do
formal (or informal) second opinions.
The referring physician should write
the payer and state clearly that he/she
prefers to use the local pathology
group for the initial case work-up.

4• Quality of reports on outpatient tests,
particularly biopsies.We find it effective
for a surgeon to compare a biopsy as
reported by the pathology group in his
hospital with the biopsy report he gets
in his office from a commercial lab.
Such a comparison can be stunning in
favor of the local pathology group.



Dark Index

TriPath Imaging and Ventana
Sign Major Development Pact
Goal is to marry Ventana’s specimen processing

products with TriPath’s imaging systems
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IF THE NEW BUSINESS AGREEMENT

between Ventana Medical Systems,
Inc. and TriPath Imaging, Inc. is

successful, then the anatomic pathology
laboratory may have a very different look
in future years. 

Last week, Ventana Medical Sys-
tems, Inc. announced a five-year glob-
al supply agreement with TriPath
Imaging, Inc. that involves two prima-
ry objectives. First, Ventana will put its
brand on a version of TriPath’s interac-
tive histology imaging system and sell
it worldwide. Second, this instrument
system will be designed to run propri-
etary imaging assays produced by both
Ventana and TriPath. TriPath Imaging
will seek 510K clearance from the
FDA for performance of the Ventana
assays on the interactive imaging sys-
tem prior to its launch in the U.S. 

New Tools For Pathologists
THE DARK REPORT believes this collabo-
ration has the potential to produce an
integrated technology platform that
gives pathologists a host of new diag-
nostic capabilities. It is the intent of both
companies to provide pathologists with
a way to complement cell morphology
with molecular technology. 

“We believe Ventana has long
viewed imaging as part of the ‘total solu-
tion’ for the AP lab,” stated Paul Sohmer,
M.D., President and CEO of TriPath. “A
key part of its long-term business strate-

gy is to compliment its staining solutions
with an effective imaging solution.

“For TriPath Imaging, the Ventana
agreement brings us two direct benefits,”
explained Sohmer. “One, Ventana has the
largest sales force in both the United
States and the world calling on anatomic
pathology laboratories. It is the goal of
both companies to leverage this resource
to place these imaging systems in labora-
tories throughout the world. That gives
both Ventana and TriPath an installed
base of instrument systems which can
run new molecular assays as they are
developed by both our companies.

“Two, rapid advances in genomics
and proteomics are creating a new chal-
lenge for pathologists. In order for a
pathologist to extract and deliver the full
depth of information possible to a clini-
cian, he/she must have a way to correlate
cell morphology studies with the grow-
ing number of molecular assays relevant
to that particular case,” he noted.

“Combining Ventana’s stainers with
TriPath’s imagers allows us to provide
pathologists with a way to make that
correlation,” said Sohmer. “This need
already exists for ER, PR, and Her2Neu
testing, for example.” 

“It is being developed as an interac-
tive system,” noted Sohmer. “The
pathologist must guide the system and
the supporting technology to the clini-
cal answer. It is also ‘real time.’ As the



pathologist evaluates different areas of
the specimen on the screen, alongside
the image will be the data, including
histograms and similar results.” 

Molecular Cytopathology
Sohmer revealed that a molecular
cytopathology system is under develop-
ment. “In contrast to histopathology,
which needs to analyze and correlate a
variety of supporting technologies, our
molecular cytopathology imaging station
is designed to increase productivity. Our
molecular assay for cervical cancer, for
example, will be developed to be used
with and without an imaging device. It
will complement our FocalPoint™ slide
profiler, a screening system for cervical
cytology,” he said. “Technology used in
both the histopathology and molecular
cytopathology systems is very similar.”

For TriPath Imaging, the Ventana
agreement has at least three strategic
business benefits. “This expands our
presence into an entirely new segment
of the clinical market,” explained
Sohmer. “We will have a place in the
anatomic pathology (AP) lab, just as we
now have a place in the cytology lab.

“Next, this agreement provides
TriPath with an opportunity to generate
new revenue streams directly from the
fee-for-service instrument placements
sold to Ventana,” he continued. “As these
instruments come into clinical use, it then
supports the sale of proprietary assays
developed by Ventana and TriPath.” 
Two Molecular Assays
Sohmer noted that, in August, TriPath
released two new molecular Research
Use Only (RUO) products to select
research centers for cancers of the cervix
and breast. “These assays are available for
research,” he said. “We expect to begin
clinical studies early next year and file
with the FDA for approval in late 2005.”

THE DARK REPORT considers the
Ventana/TriPath collaboration to be a
significant event. It should lead to an

integrated system of specimen process-
ing and specimen diagnosis in the
anatomic pathology laboratory.

Of equal significance, these prod-
ucts are designed to support molecular
diagnostic technologies as they evolve.
The profession of anatomic pathology
is at the earliest stages of a clinical evo-
lution. Cell morphology as the primary
source of AP knowledge is increasing-
ly being supplemented by molecular
(genomic/proteomic) analysis. 

At some point, advances in molecu-
lar diagnostics may cause it not to sup-
plement cell morphology, but to sup-
plant it as the primary source of diag-
nostic information.                    TDR

Contact Paul Sohmer, M.D. at 336-
290-8743
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TriPath, Digene File
HPV Docs with FDA

Even as Tripath Imaging announced
its agreement with Ventana Medical

Systems, it was taking steps to advance
its liquid preparation Pap smear product.

On August 26, 2004, TriPath filed
supplemental data with the Food and
Drug Administration (FDA) to allow
TriPath’s SurePath™ Test Pack as the
specimen-collection medium for Digene
Corporation’s hc2 High-Risk HPV DNA
Test™. Both companies want FDA ap-
proval to use their products in this com-
plementary fashion. 

Just last Thursday, Digene Corpora-
tion disclosed it had filed its own premar-
ket approval (PMA) supplement applica-
tion with the FDA to allow use of TriPath’s
SurePath™ Test Pack as the specimen-
collection medium for Digene’s hc2 High-
Risk HPV DNA Test™. 

Typically, the FDA has 180 days to
issue a ruling on these types of applica-
tions. For that reason, a decision on these
PMA requests is not expected until the
first half of 2005. 



Ventana Medi-
cal Systems, Inc.
now has access to

Qdot® nanocrystal technology
for in vitro diagnostic applica-
tions in anatomic pathology
and cytology. Ventana recent-
ly licensed the technology from
Quantum Dot Corporation
(QDC), based in Hayward
California. It will use Qdots to
create “next generation rapid,
quantitative, and multiplexed
assays for cancer diagnosis
and disease management.”
Qdots have the potential to
support a multiplexed assay
with a surprisingly large num-
ber of analytes. Some scien-
tists conjecture that Qdots
might prove feasible for use
with in vivo testing, once their 
safety in the human body 
is demonstrated.

MORE ON: Qdots
Clients of THE DARK REPORT

with long memories will
remember our coverage of
Quantum Dot in its emerging
phase. The company devel-
oped nano-sized semiconduc-
ter crystals with unique prop-
erties. A single light source
will light up all sizes of Qdots,
which produce sharp colors at
specific frequencies. Qdots
have great potential for multi-
plex assays, both in research
and clinical diagnostic appli-
cations. (See TDR, February
14, 2000.)

15 DISEASES CAUSE
HALF THE ANNUAL RISE
IN HEALTHCARE COSTS
Here is a provocative find-
ing that puts laboratory test-
ing front and center in the
battle to control spiraling
healthcare spending. The
U.S. Department of Health
and Human Services
(DHHS) studied the health-
care costs incurred by
60,000 patients. It deter-
mined that just 15 medical
conditions accounted for
one-half of the inflation-
adjusted growth of $200 bil-
lion in healthcare spending
between 1987 and 2000!
The cost increases were dri-
ven by one of two main fac-
tors: increased costs of new
drugs and/or new medical
technology to treat the ail-
ment; or, increased preva-
lence of the conditions
among the population. 

ADD TO: 15 Diseases
Five diseases were responsi-
ble for the largest cost
increases. They are heart dis-
ease, asthma, mental disor-
ders, cancer, and hyperten-
sion. Heart disease is an
example of “increased cost to
treat” due to new drugs and

new technology. Cost per
case increased by 70%
between 1987 and 2000.
Mental illness is an example
of increased incidence. The
rate of treatment for mental
disorders almost doubled dur-
ing the same 14 years, reach-
ing 8,575 cases per 100,000
people. Lab testing is expect-
ed to play a key role in mini-
mizing health costs by aiding
early detection and guiding
appropriate therapies

TRANSITIONS
• LabOne, Inc. announced
that Chief Financial Officer
John W. McCarty resigned
his position, effective March
31, 2005. McCarty plans “to
travel abroad and pursue
other interests.” McCarty
will aid LabOne in its efforts
to recruit a new CFO.

• There is a new Laboratory
Administrator at Avera
McKennan Healthcare, a
four-hospital health system
based in Sioux Falls, South
Dakota. Leo Serrano joined
the organization in August.
Serrano was formerly Admin-
istrative Director of Labora-
tory Services at West Tennes-
see Healthcare, located in
Jackson, Tennessee.
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INTELLIGENCE
LATE & LATENT

Items too late to print,

too early to report

That’s all the insider intelligence for this report. 
Look for the next briefing on Monday, October 11, 2004.
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• Laboratory IT Breakthrough: Lab
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