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Oncology Diagnostics Attracts Big Money

MORE SURPRISING DEVELOPMENTS for the anatomic pathology profession
during the past three weeks! The impending $215 million acquisition of
IMPATH, Inc. by Genzyme Cor poration, announced on March 1, has
the potential to send new ripples across the national market for oncolo-
gy testing. (See pages 2-7.)

What makes the Genzyme-IMPATH combination particularly fascinat-
ing was the $1 billion Genzyme paid, just days before the IMPATH dedl was
disclosed, to acquire llex Oncology, Inc. As implied by its name, llex is
devel oping therapeutic drugs for cancer. Its biggest product is CAMPATH®,
approved for usein the United Statesfor the treatment of B-cell chronic lym-
phocytic leukemia (B-CLL). It happens that leukemia and lymphoma make
up asubstantia portion of IMPATH’s mix of cancer cases.

Therein lies the intrigue. Is Genzyme preparing to attack the oncolo-
gy testing market with a strategy of offering clinicians both diagnostic
testing for cancer and the therapeutic drugs appropriate for treating can-
cer? Our editor says yes. He also points out that thisis the type of com-
petitive innovation which has the potential to change the needs and
expectations of clinicians. Asthishappens, local pathology groups which
compete for outreach specimens will find themselves at a competitive
disadvantage, particularly if they remain fixed in old business habits.

For my part, | see Genzyme's acquisition of IMPATH and Ilex as omi-
nous portents. During the past five years, the scale of investment in lab-
oratory companies has increased geometrically. The prices paid by
Quest Diagnostics Incorporated, Laboratory Corporation of
America, and other acquirers of existing laboratories continue to sur-
prise pathologists, especially those who sold their regional labs for pro-
portionately less money more than a decade ago.

The ominous aspect to these acquisitionsisthat the“price to do business’
in clinical lab testing and anatomic pathology is increasing. If this proves
true, it will be tougher and tougher for local anatomic pathology groups to
scrape together the investment capital needed to be fully competitive with a
nationa laboratory. Should this occur during the coming years, it may result
inthe gradual decline of local pathology, the type of pathology most respon-
sve to the needs of the particular healthcare community it serves. ™OR
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IMPATH Has a Buyer:
Genzyme Pays $215 Mil

Latest entrant into oncology diagnostics
may intensify marketplace competition

CEO SUMMARY: Two unexpected things happened in
IMPATH’s Chapter 11 bankruptcy action. First, it attracted a
buyer willing to pay the premium price of $215 million for its
assets. Second, the buyer was not another laboratory compa-
ny. Rather, it is a new entrant into the oncology diagnostics
marketplace. This raises interesting questions as to Genzyme’s
strategies—and how it may change the AP marketplace.

HEN IT COMES t0 anatomic
pathology (AP) services, on-
cology continuesto attract big
money bets from mgjor corporations.
The latest entrant is Genzyme
Corporation. On March 1 it announced
it had signed an agreement and had
become the lead bidder to purchase the
assets of IMPATH, Inc’s physician
services business divison. In a ded
worked out under the auspices of
IMPATH’s bankruptcy court judge,
Genzyme will pay approximately $215
million. IMPATH filed a Chapter 11
Bankruptcy action on September 23,
2003. (See TDR, September 29, 2003.)
Genzyme's investment of $215 mil-
lion to acquire the anatomic pathology-
based business of IMPATH follows by
just 13 months the acquisition of anoth-

er anatomic pathology company. In
February 2003, DIANON Systems,
Inc. was purchased by Laboratory
Corporation of America. LabCorp
paid around $598 million for DIANON.
Alsoin 2003, AmeriPath, I nc. was pur-
chased. In atransaction which took that
anatomic pathology company private,
Welsh, Carson, Anderson & Stowe
paid approximately $340 million.

Collectively, these three deals rep-
resent an investment of almost $1.65
billion in companies which provide
anatomic pathology services! Further,
all three acquisitions occurred within
the short span of 13 months.

The message to the pathology pro-
fession couldn’'t be clearer: oncology
testing is expected to be afast-growing
and lucrative market—and big corpo-
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rations want to compete for that busi-
ness. Moreover, these big companies
will invest major amounts of money
on sales and marketing to capture
specimens currently going to loca
pathology groups. This means more
intense competition for anatomic
pathology specimens.

Laboratory Acquisitions
Genzyme already has experience at buy-
ing market sharein laboratory testing. In
the mid-1990s, it became the dominant
commercial lab company in cytogenetic
testing by acquiring, one after another,
amogt dl the nation’s specidty laborato-
ries offering pre-natd and post-natal
cytogenetic tests. (See TDR, February
26, 1996.) It holds that market position
today, eight years later.

In offering to pay $215 million for
IMPATH, a company currently crip-
pled by a variety of problems, Gen-
zyme demonstrates its belief that
oncology will provide the steady
growth and profits needed to recoup
this sizeable investment.

Genzyme's actions reinforce those
of LabCorp. Following its acquisition
of DIANON Systems last January,
LabCorp Chair and CEO Thomas Mac
Mahon, granted an exclusive interview
with THE DARK ReporT. Mac Mahon
made two powerful statements about
the relationship of oncology to the suc-
cess of anatomic pathology.

First, in explaining LabCorp’s
interest in DIANON Systems, he said
“1 believe any laboratory seeking to be a
leader in laboratory medicine must be a
leader in cancer diagnostics. And if alab
isto be aleader in cancer diagnostics, it
must have a tissue business and work
closely with pathologists to evauate
those tissue specimens.”

Next, Mac Mahon pointed out that
“to diagnose cancer requires tissue. To
me, the greatest opportunity for a
pathologist, moving forward, is to get

control of molecular diagnostics. Path-
ologists should be expanding both their
skill base and their business base, not
only to read tissue, but to read tissue as
it relates to molecular biology.

“Molecular pathology is expected
to be the cutting edge of medicine as
we move forward,” he continued. “On-
going scientific advances in genomics
and proteomics guarantee this will be
true...[LabCorp] wants to be a leading
company in tissue-based diagnostics and
recognizes the need to develop our capa:
bilities in anatomic pathology. ”

Mac Mahon's statements are both
clear and powerful. Going forward,
oncology is expected to play a leading
role in laboratory testing. Control of tis-
Sue is a necessary business strategy for
any laboratory that wants to compete in
the oncology testing marketplace.

More Competition Ahead
Competition for oncology specimens
will increase. More specifically,
there are competitive threats for speci-
mens originating in both physician’'s
offices and community hospitals. The
fact that professional money managers
are willing to support $1.65 hillion of
investment into three anatomic pathol-
ogy companies in only 13 months
sends an unmistakable message.
Cancer testing has a bright future, one
which is expected to generate more
profits than routine chemistry and
hematology testing.

What is interesting is that, for the
most part, anatomic pathologists are
not among the investor-leaders and top
executives in these enterprises. That
meansit islesslikely that new compa-
nies offering diagnostic tests for can-
cer will respect traditional relation-
ships between labs and clinicians. If
this proves true, then the next few
years may bring some of the fiercest
competition for lab testing business
yet seen in the lab industry. TR
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Is Genzyme’s Strategy to Pair Up

Diagnostics with Therapeutics?

GENZYME’S AcauisiTion oF IMPATH is only
part of a recent buying spree that may
have significant impact in the market for lab-
oratory testing services.

Just four days before Genzyme's
announcement about its status as the leading
bidder to buy IMPATH, it released the news
that it would pay approximately $1 hillion to
purchase llex Oncology Inc., a drug devel-
opment company with one cancer drug on the
market and several others in the pipeline.

That acquisition was preceded three days
earlier by another announcement, on
February 23, that Genzyme had purchased
“substantially all the assets” of Alphigen, Inc.,
a cytogenetic laboratory based in Pasadena,
California. Although the purchase price was
not disclosed publicly, informed sources say
that Genzyme paid in the range of $40 million
for Alphigen, which had annual revenues total-
ing between $20 and $25 million.

Genzyme already has a sizeable nation-
al business in cytogenetics. The Alphigen
acquisition is believed to be an opportunity
for Genzyme to buy additional market share
and keep its dominance in this diagnostic
testing sector.

Genzyme’s Strategy

Of more immediate interest to both laborato-
ry directors and pathologists is Genzyme’s
motive in paying $1.2 billion dollars in four
days for a company with cancer drugs and
an anatomic pathology company which spe-
cializes in cancer diagnostics. Genzyme
executives have yet to make extensive com-
ments about their strategy for developing the
cancer drug business of llex Oncology and
the cancer diagnostic services of IMPATH.
But there are tantalizing hints.

One clue is Genzyme’s acquisition, last
summer, of SangStat Medical Corporation.
It paid $600 million to acquire the company.
Among its drug products which are either on
the market or in development, are several

promising drugs in the areas of autoimmune,
hematology/oncology, and immunosuppres-
sion. These drugs complement a main drug
offered by llex, which is CAMPATH®. In the
United States, CAMPATH is approved for
use in the treatment of B-cell chronic lym-
phocytic leukemia (B-CLL).

One obvious conclusion is that
Genzyme is building a portfolio that
includes several drugs useful in treating
leukemia and lymphoma. That makes
IMPATH useful to Genzyme. IMPATH's
case mix consists primarily of leu-
kemia/lymphoma and breast cancer.

Selling Lab Tests & Drugs
Genzyme may have just placed a bet totalling
almost $2 hillion (for SangStat, llex Oncology,
and IMPATH) that it can combine IMPATH's
cancer diagnostic capabilities with the oncolo-
gy drugs in its portfolio. IMPATH's relationship
with community hospital-based pathologists
and oncologists allows Genzyme to identify
patients who could potentially benefit from one
of its drugs—at the time that their cancer is
diagnosed! It would then send out pharma-
ceutical reps to offer its therapeutic drugs to
physicians treating those cancer patients.

Much has been written about the poten-
tial of pairing diagnostic laboratory tests with
therapeutic drugs and offering both services
to physicians under one company. Genzyme
Corporation seems to be ready to pursue this
strategy on a large scale.

Will Genzyme change the competitive
market for oncology diagnostics with these
acquisitions? If past history is an indication,
the answer is probably yes. That's because
Genzyme has already built the nation’s
largest business in cytogenetics and contin-
ues to successfully defend its market domi-
nance. It has already demonstrated its ability
to capture market share in cytogenetics. That
makes it a credible threat in the market for
cancer diagnostics.
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New Gompetitors Line Up
In Oncology Marketplace

Genzyme is the latest company to invest
big bucks in oncology diagnostics

CEO SUMMARY: Local pathology groups are advised to more
closely track developments in the national market for oncolo-
gy testing. Not only is big money targeting cancer testing, but
a number of nimble, entrepreneurial start-up companies have
begun to compete for specimens. Genzyme’s acquisition of
IMPATH validates this trend and promises to bring more
change to the anatomic pathology marketplace.

By Robert L. Michel

T SEEMS A GOOD NEWS/BAD NEWS
I story is developing which will

have significant impact on the
anatomic pathology profession in the
United States.

The good news is known to all.
Expectations are that aging baby
boomers, combined with new health-
care technologies, will make oncology a
high-growth segment within our health-
care system. Because of the role played
by anatomic pathology in the diagnosis
of most cancer cases, this bodeswell for
the future of the profession.

The bad news is that the existing
business model for most anatomic
pathology services—the independent
pathology group practice based in a
community hospital—may find itself
unable to vigorously compete with
new competitors already lining up in
today’s oncology marketplace.

Genzyme Corporation’s impend-
ing acquisition of IMPATH, Inc. is
powerful evidence that oncology is
atracting serious investors. In recent

years, as much as $2 hillion has been
invested by investors to support new
business models to provide diagnostic
services in the oncology marketplace.
As noted on pages 2-4, three differ-
ent companies have invested $1.65 hil-
lion to position themselves in the diag-
nostics marketplace during the past 13
months, . They are Genzyme ($215 mil-
lionto buy IMPATH), AmeriPath ($840
million buy-out by an equity investment
company), and Laboratory Corpor-
ation of America ($590 million to
acquire DIANON Systems, Inc.).

More New Competitors
However, the tally of new competitors
in oncology diagnostics shouldn't stop
there. U.S. Labs, Inc. of Newport
Beach, California was launched a few
years ago specifically to provide soph-
isticated cancer diagnostics to commu-
nity hospital-based pathologists. Ven-
ture capitalists have invested tens
of millions of dollarsin this fast-grow-
ing company.

Another anatomic pathology start-
up of recent years is AD Path Labs,



based in Southern California. Its busi-
ness model emphasizes regionalized
histology in support of client patholo-
gy groups. AD PathL abs has received
substantial amounts of capital from
venture capital firms.

Another new national anatomic
pathology firm is CBLPath, Inc.,
headquartered in Ocala, Florida. This
firm launched last summer and its
entrepreneurs include former execu-
tives from DIANON.

Potential Change Agents
When looking at the new competi-
tors—and new types of business mod-
els—in cancer diagnostics, two other
emerging players should be recog-
nized. One is IMPAC Health
Systems, which purchased Tamtron
and IMPATH’s Cancer Registry busi-
ness from IMPATH last December.
Although IMPAC's primary business
is healthcare information systems, it is
crafting a “total” oncology solution
that may eventually lead it into the
actual diagnostics.
|

Another developing trend
involves physician groups
in such specialties as urology
or gastroenterology which hire
an anatomic pathologist.
The goal is to internalize
anatomic pathology testing.

_______________________________________|

The other potentia player is G.E.
Medical Systems Information Tech-
nologies (GEMSIT). Last summer it ac-
quired Triple G Systems of Toronto,
Canada. Triple G offers a laboratory
information system product. GEMSIT is
amajor player in radiology informatics
and radiology instruments.

While recognizing both IMPAC
and GEMSIT are informatics compa-
nies, it is possible that these two com-
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panies could develop a different can-
cer-testing business model. Because
this model incorporates their informat-
ics technology and provides a per-
ceived competitive advantage, both
companies would have an incentive to
help entrepreneurial  pathologists
launch such a business—one which
would compete against existing, local
pathology group practices.

Another developing trend involves
a new business relationship between
physician groups and anatomic pathol -
ogist. In recent years, some forward-
looking urology and gastroenterology
medical group practices have shown
an interest in hiring an anatomic
pathologist to work within the group.
The god is to internalize anatomic
pathology testing and allow the spe-
cialty group to bill for it directly.

The number of specialty groups tak-
ing this approach seems to be increas-
ing. It is supported by another new phe-
nomenon: newly-emerging anatomic
pathology companies organized to pro-
vide contract management services for
the specialty groups histology and
pathology needs. THE DARK REPORT iS
aware of two such companies, operating
in two different states.

Target: Oncology Testing
These examples provide intriguing evi-
dencethat avariety of companiesaretar-
geting the oncology marketplace. In
some cases, their strategy is exclusively
focused on offering services to diagnose
and monitor cancer patients. In other
cases, performing anatomic pathology
servicesis done to complement the com-
pany’s core business services.

For example, there is plenty of evi-
dence to support a conclusion that
Genzyme purchased both IMPATH
(diagnostics) and Ilex Phar maceuticals
(therapeutic drugs) because it wants to
offer lab tests to identify cancer, then be
in aposition to offer the referring physi-
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cian those prescription drugs appropri-
ate for the newly-diagnosed patients.
(See page 4)

Further, because it is primarily a
pharmaceutical company, Genzyme
wants to access tissue specimens from
cancer patientsthat it can usefor research
and development. IMPATH provides a
way for Genzyme to identify sources of
tissue, obtain informed consent from
patients, then harvest the tissues.

Acquiring IMPATH also alows
Genzyme to buy immediate access to
IMPATH’s 2,500 hospital clients and
physicians who have referred cases.
This access comes without the time
and expense otherwise required of
Genzyme to hire sales reps and build
its cancer diagnostic testing business
from scratch.

Change To The Status Quo
As identified in this briefing, the cancer
testing marketplace is about to be
changed by at least three new threats to
the status quo. First isthe arrival of Wall
Street-backed national pathology labs,
which made a collective investment of
$1.6 billionin just 13 monthsto position
themselves in oncology diagnogtics.

Second are the smaller start-up
anatomic pathology companies. Each
has abusiness strategy and adlightly dif-
ferent businessmodel. But they dl share
the same goal: capture specimens and
market share currently going to locally-
based pathology group practices.

The third threat is from non-tradi-
tional competitors. Whether it is
healthcare IT companies like IMPAC
or GEIMS or urology, gastroenterolo-
gy, and dermatology speciaty prac-
tices, these types of companies have a
financial incentive to create new
anatomic pathology arrangements
which help them share in the profits of
direct testing for cancer.

Across the nation, local pathology
group practices face a new challenge
in two dimensions. In the first dimen-

sion, there will be a steady increase
in the number of competitors sending
sales reps into the community to
convince local physicians to send
their anatomic pathology specimens to

their firm.
|

As identified in this briefing,
the cancer testing marketplace
is about to be changed
by at least three new threats
to the status quo.

. ______________________________________|

In the second dimension, these
companies are developing new busi-
ness models for providing anatomic
pathology services. No one should be
surprised if at least one of these busi-
ness models turns out to meet the
needs and expectations of referring
clinicians better than today’s standard
business model—that of the pathology
group based in a neighborhood hospi-
tal. When this happens, local patholo-
gists need to be ready to incorporate
the best qualities of this business
model into their own group.

Response Of Local Paths
Such changes may require loca groups
to consolidate, to raise and invest more
capital, to develop a professona saes
and marketing team, and to establish
other business resources currently not
found in most pathology group prac-
tices. Failure to do so in a timely way
will put local pathologists at a competi-
tive disadvantagein the outreach market.
However, as with every good
news'bad news story, there is opportuni-
ty dong with therisk. Someloca pathol-
ogy groups aready recognize the need to
respond to changes in the oncology test-
ing marketplace. They are developing
strategies and building the resources nec-
essary to defend their turf and expand
their share of the market. TR

Contact Robert Michel at 512-264-7103.
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Lab Industry Briefs

UNINSURED PATIENT
HOSPITAL CHARGES
REDUCED AT HCA & TENET

FOR-PROFIT HOSPITAL COMPANIES
moved swiftly to announce and publi-
cize new policies for billing uninsured
patients. These patients will see
charges reduced to levels that are clos-
er to what hospitals accept from
HMOs and Medicare/Medicaid.

HCA, which operates 166 acute care
hospitals, disclosed in its 2003 year-end
financial report that it implemented a
“charity care and financial discount poli-
cy to provide financid relief to more of
its charity patients and needs-based dis-
counts for uninsured patients who
receive non-elective care at its hospi-
tals.” HCA disclosed that “charity care
and related discounts” amounted to $821
million in 2003, compared to $579 mil-
lionin 2002.

Tenet Healthcare Corp., which
operates 114 domestic generd hospitals,
announced on March 3, 2004, that it was
implementing discounts to uninsured
patients in a five-point program it calls
the “ Compact With Uninsured Patients.”

During the past year, consumer
advocates and the Wall Street Journal
have publicized the fact that many hos-
pitals charge uninsured patients at a rate
which is significantly higher than the
reimbursement they accept from HMOs
and Medicare/Medicaid. Moreover,
some hospitals have policies which
include collection suits, attachments, and
even more aggressive collection tactics.

It was concerns about such prac-
tices at a not-for-profit hospital in
Champaign, Illinois that caused local
and state tax officials to void the hos-
pitals tax-exempt status last month.
(See TDR, February 23, 2003.)

In late February, the Centers for
Medicare and Medicaid Services
(CMYS) issued a detailed ruling letter
which declared that nothing in federal
rules prohibited hospitals from extending
discounted prices to uninsured patients.
CMS pointedly hand-delivered the letter
and asx page question and answer docu-
ment to the offices of the American
Hogspital Association in Chicago.

ABBOTT MOVES FORWAR
WITH ITS POC ACQUISITIONS
IN THE SPACE OF TWO MONTHS, Abbott
Laboratories, Inc. announced the
acquisition of two point-of-care testing
(POCT) companies.

In December, it agreed to purchase
|-Stat Corporation for $392 million.
That transaction closed on January 28,
2004. (See TDR, December 22, 2003.)

In January, Abbott entered into adeal
to acquire TheraSense, Inc. Abbott will
pay $1.2 billion to purchase the compa-
ny, which markets a self-monitoring
blood glucose system. On February 24,
the proposed acquisition cleared anti-
trust review and is expected to close in
the second quarter of 2004.

Both |-Stat and TheraSense pio-
neered point-of-care testing systems
that found growing acceptance in the
marketplace. Abbott’s willingness to
spend $1.6 billion to purchase both
companies shows it believes the POCT
market will grow much more rapidly
than the market for core lab tests.

Abbott received more good news
during the month of February. The
FDA approved 11 assays for hepatitis,
PSA, and AFP. This approval is an
additional sign that the expensive,
multi-year feud between Abbott and
the FDA has ended. TR
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CEO SUMMARY: Do clinical laboratories in any
of the world’s most developed countries have a
performance advantage that makes them “best of
breed?” Recently, a laboratory in the United
States and a laboratory in the United Kingdom
had the opportunity to evaluate their financial,
productivity, and quality performance against
each other. The results were unexpected—and
point to a conclusion that most laboratories in
developed countries are performing very well.

tic,” added Peter Wisher, Divisonal General
Manager of Path Links Greater Lin-
colnshire Pathology, a consolidated lab
organization based in a rura region 200
kilometers north of London, England.

What brought these two laboratory
leaders together was an invitation to com-
pare their laboratories and report on the
findings at the second annual “ Frontiersin
Laboratory Medicing” (FILM), held in
Manchester, England on February 3-4,
2004. This“U.K. War College’ is co-pro-
duced by THeE DARK ReporT and the
Association of Clinical Biochemists
(ACB). As with the Executive War
College in the United States, it brings

Side-by-Side Comparison:
U.S. Lab Versus British Lah

and “world class laboratories,” is the
American system of laboratory man-
agement pre-eminent in the world?

Are laboratories in the United States
consistently better than those of other
countries at utilizing resources and deliver-
ing a higher level of laboratory services?
Answers to these questions are important
because the urgency for lab administrators
and pathologists to maximize the perfor-
mance of their labs increases steadily.

Recently alab director from the United
States and his counterpart from the United
Kingdom were given the rare opportunity
to compare their laboratory organizations

I N THE SEARCH FOR “BEST PRACTICES’

and report on the differences and similari-
ties in performance of their |aboratories.

Startling Conclusions

“Our conclusions startled both of us,”
declared John J. (Jack) Finn, CEO and
President of Centrex Clinical Labor-
atories, Inc. of New Hartford, New
York. “Given fundamental differencesin
the hedlth system of the United States
and the United Kingdom, we did not
expect to find such close alignment on
many operational elements.

“| agree with that statement and further
say that our side-by-side case study pro-
vides useful management insights for [abo-
ratory leaders on both sides of the Atlan-

together laboratory leaders from both
countries to explore the management
successes of early-adopter |aboratories.

Centrex Clinical Laboratories and
Path Links comprised one of two side-
by-side case studies. Both Centrex and
Path Links are based in a semi-rural to
rural region with comparable distances
and population. The objective of this
presentation was to evaluate and report
on the significant similarities and dif-
ferences between the two laboratories.

“Structurally, our two laboratory orga
nizations are uncannily smilar,” observed
Wisher. “Peth Links was one of the first
projects in the United Kingdom to create
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a consolidated, regional laboratory organi-
zation that unified laboratory testing ser-
vices across multiple hospitalsand clinicsin
five towns and cities to form asingle, coun-
ty-wide lab service organization. That was
accomplished in 1997.

Integrated Regional Labs

“From that perspective, both Path Links and
Centrex are integrated regiona laboratory
organizations,” added Finn. “We each have
asingle IT system serving al sites, highly-
integrated courier logistics, centralized his-
tology, and centralized immunol ogy.

“Our labs serve a population of about
1 million people each, along with hospi-
tals as large as 500 to 600 beds,” he con-

tinued. “Thus, our test menus are exten-
sive and include support for point-of-care
testing (POCT) done in hospitals and
physician clinics.”

The most fundamenta difference in the
two laboratory organizations was source of
funding. “In the United Kingdom, funding
for laboratory services comes from the
Strategic Hedlth Trust (SHT),” explained
Wisher. “Our budgets and capitd requests
are established by the National Heath
Service (NHS) Acute Trust. In general, our
annua funding has changed by rather mod-
est percentages. Relative to the United
States and its reimbursement cutbacks,
we' ve had more stable, albeit tight, finances.
That's alowed usto concentrate on our clin-
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ica misson. The fact that we have no
laboratory competitors dso smplifies
our management decisons.”

“That's not the case at Centrex,”
countered Finn. “Financial considera-
tions are ever-present in amost every
management decision. Our funding
comes from public and private payers
and we must compete for lab testing
business and the revenues attached to
them. Also, compliance is a major
issuein our laboratory. Medical neces-
sity regulations limit the types of tests
that physicians can order.”

Test Ordering Limitations
“We are fortunate not to have those
compliance requirements,” Wisher re-
sponded. “There is more freedom for
clinicians to order the tests they deem
necessary. However, because physi-
cians are aware that the overall health-
care budget is limited, pathologists in
the U.K. are able to take a more
aggressive role in providing instruc-
tion and direction in how physicians
should order laboratory tests.”

What may be of greatest interest to
clients and regular readers of THE
DARK ReporT are the financial and
productivity measures achieved by
Centrex and Path Links. Both Finn and
Wisher were surprised when they put
their labs' numbers side-by-side.

Comparing Cost-Per-Test
“Each laboratory counts the number of
testsdifferently,” said Finn. “However,
the scale of our testing is proportional.
Centrex does 3.1 million tests per year
and Path Links performs 4.4 million
tests per year. Using an agreed formu-
la for average-cost-per-test, we found
the number to be similar: US $8.90
(E4.53) at Centrex versus US $7.84
(£4.26) at Path Links.”

“Most of the cost differential could
be attributed to the increased specimen
transport costs in the U.S.,” explained
Finn. “Centrex operates 20 specimen

collection centers and its couriers drive
1.5 million miles annually. At Path
Links, patients travel farther to have
samples collected, a consequence of
having no lab competitorsin the region.

“We are confident this is a reason-
able comparison because other mea-
sures track within 10% or 15% between
our two labs,” Wisher explained. “For
example, Centrex and Path Links had,
in U.S. dollars, apersonnel cost-per-test
of $4.80 and $4.31, respectively. Supply
cost-per-test was $1.96 and $2.19,
respectively.”

One fascinating opportunity in this
side-by-side case study was the poten-
tial to gauge annual test utilization
across the population served. “Centrex
and Path Links both serve a popul ation
of about 1 million people,” observed
Finn. “Because Path Links is the only
laboratory in its service region, it is
easy to divide the annua tests per-
formed by the population and come up
with a test utilization ratio of 3.4 tests
per person per year.

Annual Test Utilization
“That's harder to calculate for our mar-
ket,” he said. “Although Centrex is
doing most of the hospital inpatient test-
ing in our service region, there are other
laboratories providing laboratory testing
services to office-based physicians.
Since we do 3.1 million tests per year,
but don’t do 100% of the testing for the
1 million people living in our service
areg, it is probable that our annual test-
per-person-per-year ratio is reasonably
closeto Path Link’s figure of 3.4 tests.”
From the British perspective,
Wisher was envious of the extensive
consolidation and standardization
across all laboratory sites that Centrex
has achieved. “ One clear limitation we
have in consolidating tests across sev-
eral hospitals is the time required to
transport specimens,” he observed.
“Our road network does not support
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Key Performance Indicators

Listed below are key performance indicators from the side-by-side case study
presented by Centrex Clinical Laboratories of New Hartford, New York and Path Links,
Greater Lincolnshire, England at the second annual “Frontiers in Laboratory
Medicine” meeting in Manchester, England on February 3-4, 2004.

Centrex Clinical Laboratories Path Links
Key Performance Indicators Key Performance Indicators

e Total tests performed . . . . . 3.1 million e Total tests performed . . . .. 4.4 million
e Costpertest ......... $8.90 (£4.80) e Costpertest ......... $7.84 (£4.26)
e Personnel costs/test . . . $4.80 (£2.60) e Personnel costs/test . .. $4.31 (£2.34)
e Supply costs/test . . . .. $1.96 (£1.06) o Supply costs/test. . . . .. $2.19 (£1.19)
e Netrevenue . ... ... $30.3m (£16.4m) e Net revenue . . . ... $34.78m (£18.9m)
e Annual capital spending. . . . .. $1.2m e Annual capital spending $.55m (£0.3m)
e Profitpertest. . ........ $0.87 (£.47) e Profitpertest ............. $0 (£0)
e Full time employees: e Full time employees:

= Pathologists ........ 8 = Pathologists . . .. 28 wte

= Technical. ........ 102 = Technical . .. .. 219 wte

= Non-technical . . . .. 212 = Non-technical . . 150 wte

= Management ....... 8 = Management. . . . 10 wte

Top Tests with Volume

Note: £1 = $1.84
Top Tests with Volume

eCBC(FBC) ............... 277,996 *FBC(CBC) ............... 658,579
*PT(INR)................. 130,871 e Coagscreen............... 75,910
* Blood group (ABO&RH) . .. ... 30,620 e INN(PT)................. 195,894
e Crossmatch units. .. ........ 10,840 eBloodgroup............... 61,315
e Lipid profile . . . ........... 127,673 e Crossmatch units. .. ........ 72,061
e Comp chemistry profile . . . .. 182,496 e Lipid profile . . .. .......... 190,000
e Basic chemistry profile . . . .. 104,537 eRenal................... 572,485
°PSA ..................... 29,570 eliverFT ................. 395,828
eTSH .................... 102,545 ePSA ... ... ............... 34,287
eHBAIC................... 46,804 eTSH .................... 207,203
e Biopsylevel3 ............. 37,018 eHBAIC ................... 82,241
e Cervical smears. ........... 60,405 e Histology requests. . ........ 56,540

=ThinPrep ............... 46,908 e Cervical smears. . .......... 71,179

= Conventional ............ 13,497 =ThinPrep ................... Nil
e Urineculture .............. 51,244 = Conventional. . ............ 71,179

e Urineculture ............. 174,992
Turnaround Times Turnaround Times
STAT Routine STAT Routine

*CBC........ 1hr...... 4 hrs °*FBC ........ 1.0hrs....41t012hrs
e Coag screen. . 1 hr...... 4 hrs e Coag screen. . 1.0 hrs....41t0 12 hrs
e Cross match. . 1 hr...... 4 hrs e Cross match. . 0.75 hrs. . . 24+ hrs
°Renal....... 1hr...... 4 hrs eRenal....... 1.0hrs....41t012hrs
e Liver........ Thr...... 4 hrs e Liver........ 1.0hrs....4t012hrs
e Thyroid. . . . .. 4hrs..... 8 hrs e Thyroid. . . . .. 2hrs ... .. 41012 hrs
e Histo/Breast. . n/a....... 24-48 hrs e Histo/Breast. . n/a. . ... .. 48 hrs
e Histo/Ovarian.n/a. . ... .. 24-48 hrs e Histo/Ovarian.n/a. . ... .. 150 hrs
e Cervical smear n/a. . .. ... 3-5 days e Cervical smearn/a. . .. ... 6 weeks min
e Urinecult(-) .n/a....... 24 hrs e Urinecult(-) .n/a....... 24 hrs
e Blood cult (+).n/a. ...... 48 hrs e Blood cult (+).n/a. . . .... 48 hrs
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fast travel times. For that reason, Path
Links has not been able to concentrate
as much testing in its core laboratory
sites asis true with Centrex.

“1 am a so impressed with Centrex’
success at consolidating microbiolo-
gy,” added Wisher. “In the United
Kingdom, clinicians are reluctant to
support moving microbiology out of
their hospital. There are few examples
in our country where microbiology
consolidation has successfully been
implemented. It is on our ‘to-do’ list
and Path Links now has plans to con-
sult with Centrex on how we can best
accomplish this step.”

Comparing Conclusions
Asked to state their conclusions about
this pioneering side-by-side look at
comparable laboratories in the United
States and the United Kingdom, both
Finn and Wisher had similar things to
say. “Despite the differences in fund-
ing, | was surprised at the consistent
similaritiesin our laboratory organiza-
tions,” noted Finn.

“l believe each of us could be
dropped into the other’s |aboratory and
perform well without much orienta-
tion,” responded Finn. “Both the test
menus and instrument systems are
similar. Probably the most surprising
conclusion we made was how our cost
and productivity performance mea-
sures were right on top of each other.
Neither laboratory had a clear and sig-
nificant performance advantage.”

“For my part, | was surprised to see
how pervasive the economic element
was in the decisions made at Centrex,”
explained Wisher. “We have yet to reach
that point in my country. On the other
hand, so many of the operational issues
and strategic goals are uncannily alike.

“Because the Centrex and Path
Links productivity measures are so
close, it supports a conclusion that both
laboratories operate with a high degree
of efficiency,” continued Wisher. “From

the U.K.’s perspective, that is one vali-
dation that laboratory consolidation and
regionalization does deliver worthwhile
benefits. In my country, laboratory con-
solidation is just beginning. That is not
the case in the United States and Can-
ada, where consolidation and regiona-
ization became widespread amost ten
years ago.”

For laboratory managers and pathol-
ogists, the results of this unique, interna-
tional sde-by-side case study provides
several useful insights. First, despite the
differencesin how lab services are fund-
ed in the United States and the United
Kingdom, these two examples of arurd,
consolidated laboratory organization
posted remarkably similar cost and pro-
ductivity outcomes. This argues that the
fundamenta principles of laboratory
management, along with test technology
and instrument systems, probably don’t
vary much in developed countries.

Teaching Opportunities
Second, the differences in the experi-
ence of labs in the U.S. and the U.K.
reveal opportunities for each to teach
the other. In the case of the U.S,, labs
here are much better at getting the cap-
ital necessary to fund improvements.
American lab managers are better at
combining financial and clinical
parameters into their decisions.

In the U.K., the emphasis on clini-
cal support and the closer relations
maintained between pathologists and
clinicians is a strength. The types of
clinical collaborations achieved by
labsin the U.K. would have high value
if duplicated in the United States.

For lab directors and pathologists
interested in participating in upcoming
side-by-side U.S/U.K. case studies,
contact Editor Robert Michel at the
offices of THE DARK REPORT.  'TEDER

Contact John Finn at johnf@cen-
trexlabs.com and Pete Wisher at
pete.wisher @nlg.nhs.uk.
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Similarities & Differences

Listed below are observations and findings that resulted from the side-by-side
case study involving Centrex Clinical Laboratories and Path Links Greater Lincolnshire
Pathology, as reported at the “Frontiers in Laboratory Medicine” meeting.

Shared Characteristics of Centrex & Path Links

e Regional rural laboratories e Point-of-care testing performed

* Single managed service organization at offsite clinics and GP settings

« One platform, multi-site IT system e Centralized histology department

e High quality (nationally regulated) e Centralized immunology department
service standards e Commitment to the early detection

« Highly integrated courier system of disease to reduce treatment costs

. . o and improve clinical outcomes
e Populations served (circa 1 million) e A A

e Serving 500-600 bed hospitals equipment costs
Centrex Differences Path Links Differences
e Decisions driven by finance e Decisions driven by clinicians served
e A for-profit organization e Part of a regional health system
e Competes with other laboratories ¢ No competition in laboratory service
for testing area
e Many insurance carriers e Aspirational—4 hour AED target
e CEO manages pathologists e Single NHS funding
e Centralized microbiology department e Pathologists “managed” by Trust
¢ Medical necessity regulations limit test ~ ® Microbiology at acute sites
ordering by GPs * Little regulation of test limiting
e Standardized methodologies throughout especially by Trust or PCT
system * Slow but sure development
e Key staff incentive schemes of standardized methodologies

throughout system
¢ No incentivization schemes

Centrex Themes & Lessons e Capital investment low (x/2 %)
e Service strategy driven by turnaround

e (Capital investment high (x%)

times and efficiency Path Links Themes & Lessons
e Allows maximum automation and use e | ab service strategy is more sensitive
of informatics technologies to “local” _funding and arrangements
* Unlocks hidden service benefits as a to maintain quality
result of overall improvement in e This can, in turn, “lock in” problems
turnaround times, quality, and other and jeopardize services
operational efficiencies e Minimal capital investment in the
e (Capital investment unlocks service laboratory inhibits service change

change and progress and development
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Public Labs’ Year-End Earnings
Demonstrate Continued Growth

Lab acquisitions boost two blood brothers,
Bio-Reference and LabOne post solid numbers

ECAUSE OF ACQUISITIONS, there
B remain only four public labora-

tory companies which do sub-
stantial business in testing referred by
physicians offices.

As public companies, their quarter-
ly financia reports provide useful
insights into the competitive market-
place for lab testing services. That is
true of the year-end financial reports
for both Quest Diagnostics Incor-
porated and Laboratory Corpora-
tion of America.

For 2003, Quest Diagnostics generat-
ed revenues of $4.7 hillion. This was an
increase of 15.3%, compared to revenues
of $4.1 hillion in 2002. LabCorp’s rev-
enues grew 17.2%, from $2.5 hillion in
2003 to $2.9 hillion in 2004.

On that revenue base, Quest
Diagnostics generated EBITDA (earn-
ings before interest, taxes, depreciation,
and amortization) of $951 million, or
20.1% of revenues. LabCorp’'s EBITDA
was 24.2%, totalling $711 million.

For fourth quarter 2003, both com-
panies disclosed that accessions had
increased (12.7% at Quest, 7% at
LabCorp) and average revenues per
requisition were up (3.5% for Quest,
5.5% for LabCorp) over those of 2002.

Thenext largest public lab companies
offering testing to physicians offices are
Bio-Reference Laboratories, Inc. and
LabOne, Inc. Bio-Reference endsitsfis

cal year on October 1, so it closed its
2003 fiscal year earlier than LabOne.

For 2003, Bio-Reference reported
revenues of $109 million, a 13.5% in-
crease over 2002 revenues of $96.6.
LabOne generated 2003 revenues of
$346 million, a growth rate of 16%.
LabOne's hedth services business in-
cludestesting donefor office-based phys-
icians. For 2003, those revenues were
$88.5 million. Thisisan incresse of 45%
from the $61 million posted in 2002.

Ongoing Double-Digit Growth
All four of these public laboratory com-
panies generated double-digit growth in
revenuesfor 2003. Thisreflectstheinflu-
ence of two parameters. Specimen vol-
ume increases and price increases togeth-
er contribute to higher revenues.

Among other conclusions, double-
digit revenue growth demondtrates that
these laboratory companies are seeing a
shift in test mix toward assays which are
reimbursed at higher rates. For example,
Bio-Reference Laboratories noted that
esoteric testing comprised 29% of itstest
mix for its fiscal quarter ending January
31, 2004 and helped contribute to a rev-
enue per accession which increased
2.5%, from $49.56 to $50.85.

All four laboratories are posting
respectable profits. This is certainly a
contrast from the mid-1990s, when
most public laboratories were posting
Sizeable losses. TR
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Useful Info at War College
On Molecular, Lean, et al

Answers to lab management challenges
as healthcare’'s new change cycle commences

CEO SUMMARY: When the nation’s leading laboratory admin-
istrators and pathologists gather in New Orleans on April 27-
28, they will get the best and latest developments in labora-
tory management. From Aetna’s National Medical Director to
the former Chief of the Industry Guidance Branch of the OIG,
the Ninth Annual Executive War College offers powerful infor-
mation and insights to help labs succeed.

OLECULAR DIAGNOSTICS CON-
M tinues to be a big question

mark for most clinical labo-
ratories. In many cases, it comes with
lots of expenses and without adequate
reimbursement.

Along with the rapid acceptance of
qudity management systems such as Six
Sigmaand Leaninlaboratories, thereare
ever more opportunities for laboratories
to establish and expand molecular diag-
nostics testing programs. These “twin
trends’ are bringing swift changesin the
operational and financid structure of
many |aboratories.

To help lab managers and patholo-
gists prepare their laboratory for molec-
ular diagnostics and other challenges,
this year's Executive War College on
Laboratory and Pathology Management
features a powerful line-up of faculty
speakers who've aready mastered
aspects of molecular diagnosticsin their
own laboratory. Now in its ninth year,
the Executive War College will take
place on April 27-28 in New Orleans.

Of great interest will be the presen-
tation of James D. Cross, M.D., Aet-

na, Inc.’s Nationa Medical Director.
He will speak to how and why payers
like Aetna make coverage decisions
and establish reimbursement for new
diagnostic tests. This will be the first
time Dr. Cross has addressed a group
of senior |laboratory executives, and it
is a rare opportunity for laboratorians
to learn what happens on the other side
of the payer table.

Molecular Lab Case Studies
Complementing Dr. Cross presentation
with be detailed case studies by both
academic center |aboratories and com-
munity hospital laboratories which
developed financially-viable molecular
testing programs. Attendees will learn,
first-hand, how Medical College of
Virginia (Richmond, Virginia), St.
Luke' sRegional Laboratories(Kansas
City, Missouri), UCLA Medical Center
(LosAngeles, Cdifornia), and Hartford
Hospital (Hartford, Connecticut) devel-
oped and maintain thriving molecular
diagnostic programs.

Quality management systems are
helping laboratories achieve radical
improvements in short periods of time.
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Competitive Lab Compliance
Practices Get Scrutiny

IN A WAR COLLEGE EXCLUSIVE, Medicare
compliance practices in the competitive
marketplace will be scrutinized in a candid,
detailed discussion—extended to two hours
by popular request.

The panel of experts brings attendees
face-to-face with knowledge and experience
never before assembled in a public lab man-
agement forum. Speaking from experience
about how the OIG views compliance issues
will be Kevin G. McAnaney, Attorney, Law
Offices of Kevin G. McAnaney in
Washington, DC. Until last year, McAnaney
served as the Chief of the Industry Guidance
Branch of the Office of Investigator General.

Representing the perspective of labora-
tory managers is John McCarty, Chief
Financial Officer of LabOne, Inc. of Kansas
City, Missouri. The legal view of patholo-
gists and clinical laboratories will be provid-
ed by Jane Pine Wood of MacDonald
Hopkins (Cleveland, Ohio) and Jeffrey J.
Sherrin, O’Connell and Aronowitz
(Albany, New York), respectively.

For lab directors and pathologists
frustrated with “uneven” compliance prac-
tices in the marketplace, this is the perfect
opportunity to get insightful answers to
tough questions.

Rick Panning, Vice President of
Laboratory Services at Fairview Health
Servicesin Minnegpolis, Minnesota will
provide an in-depth look a why his
seven-hospital system is deploying Lean
management techniques into the high-
volume core laboratories and histology
laboratories as fast as feasible. In
Fairview'sfirg core laboratory Lean pro-
ject, inpatient test turnaround times were
dashed by 50%, labor productivity
increased 60%, and the hospital |aborato-
ry gained new respect among clinicians,
nurses and other staff.

Advances in lab automation get
attention as well. With the title “Con-

fessions of a Sinner: | Automated Bad
Work Processes in My Core Labora-
tory!”, Leo Serrano, Administrative
Director of Laboratories at Middle
Tennessee Healthcare in Jackson,
Tennessee will reveal the important
lessons they learned from their total
laboratory automation project.

The automated lab, constructed in

2000, underwent a Lean project make-
over last year. The results were stunning.
“ After our first mgjor Lean project, aver-
agetest turnaround time fell 42%. It was
reduced from 71 minutesto 51 minutes,”
observed Serrano. “And remember,
that’s in a highly-automated core labora
tory which is performing in the top per-
centile of its peersl We adso achieved
comparable percentage gains in labor
productivity and quality. Physicianslove
the changes in our laboratory.”
“Real Time” Anatomic Path
For anatomic pathology groups, there
are exciting case studies about automa-
tion in histology. For example, at the
University of Miami Medical School
in Miami, Florida, 70% of pathology
cases are signed out the same day. “We
have also built a ‘ point-of-care’ histolo-
gy laboratory upstairs next to the oncol-
ogy department,” stated Azorides
Morales, M.D., Chief of Pathology
Services. “With our automated histology
systems, we are providing full pathology
reports at the same time patients are
wheeled out of the recovery room.”

Complementing these powerful
topics are a total of 40 presentations.
These include direct access testing
(Ohio State University Labora-
tories), Getting Your Best Dea from
Molecular Test Vendors (NorDx
Laboratories), and Anatomic Path-
ology’s Three-Way Informatics Col-
lison (UPMC Health System).

Full details for the Executive War
College and theseimportant sessions can
be found at www.darkreport.com. T
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Bar codes will

soon be an essen-

tial element in
most |aboratories. Find regu-
lations published on February
26 by the Food and Drug
Administration (FDA) will
take effect during the next two
years. The FDA is requiring
that prescription and over-the-
counter drugs given to hospi-
tal patients have bar codes.
Vaccines and certain blood
and blood products will have
bar codes. To prevent errors,
patients in hospitals will have
bar code wrist bands to alow
providers to verify patient
identification and the drugs
or other products prescribed
for that patient. Estimates are
that bar codes will prevent
500,000 adverse events and
transfusion errors during the
next 20 years.

Did you catch “National
Patient Safety Awareness
Week” last week? Officidly,
it ran from March 7 to 13.
This event precedes the wide-
spread concerns over medical
errors that followed the
IOM’s report on that subject
two years ago. “Nationa
Patient Safety Awareness
Week” was actualy launched
in 1996 by the AMA and sev-
eral corporate Sponsors.
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WATCH OUT!

THE “ZIPPIES”

ARE COMING!

In the 1960s, it was “hip-
pies.” By the 1980s, “yup-
pies’ was in the lexicon.
Prepare yourselves. The
next socio-economic label is
going to be“zippies.” More-
over, it may be zippies who
transcribe pathology cases
long-distance, who provide
customer service for your
laboratory vendors, and may
even read pathology slides at
some future point. The term
is used in India to describe
the host of educated youth
who are getting jobs to serve
the developed world.
Outlook, a weekly news
magazine published in India,
recently profiled zippies
with a story headlined “The
Zippies Are Here.”

ADD TO: “Zippies”

Laboratory directors and
pathologists should not
underestimate the potential
of zippies to affect many
dimensions of laboratory
testing—from the other side
of the globe. In India, 55%
of the population is under
age 25. That's 555 million
people. A zippy working as
a telemarketer (selling ser-

& \A\\

ms tOO late 0 reloort

[ENY

prlnt

vices to Americans or
answering the service calls
made by customers of
American companies), gen-
eraly earns around $300 per
month. This is more than
double what that telemar-
keter's middle class father
earned in professional posi-
tions. For that reason, zip-
pies have economic clout in
India. Zippies speak Eng-
lish, often have sophisticat-
ed technical skills, and pro-
vide services at a price that
is a fraction of the compen-
sation paid in  North
America and Europe. THE
DARk ReporT knows of at
least one laboratory IT ven-
dor now outsourcing soft-
ware code development and
other servicesto acontractor
inIndia

Glucose testing in Japan has
entered a new dimension.
Matsushita Electric Indus-
trial Co. of Japan hasbuilt a
toilet that checks a person’s
temperature, blood pressure
and blood sugar. This data
can then be electronicaly
transmitted to amedical pro-
fessional monitoring the
patient’s status from afar.

That's all the insider intelligence for this report.
Look for the next briefing on Monday, April 4, 2004.
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EXECUTIVE WAR COLLEGE
April 27-28, 2004 « Astor Crowne Plaza Hotel « New Orleans

Direct Access Testing (DAT): Unique Partnership
Between Kroger Grocery & Ohio State Univ. Labs

Can a direct access testing (DAT) collaboration between a chain
retailer and a local health system laboratory bring additional
benefits to both partners? Go behind the scenes of this unusual
arrangement and find out why the DAT retail program launched
by Kroger Grocery Stores and Ohio State University Medical
Center Labs outlasted a similar marketing trial in Columbus,
Ohio between Quest Diagnostics and CVS Pharmacies. Lots of
unexpected twists and useful insights in this story!

Full program details available now!
visit darkreport.com or call 888.291.2525

Know That Their Laboratory Customers Don't.

 Value-Added Clinical Pathology Attracts
Additional Outreach Business.

* Regional Idiosyncrasies That Hamper
Or Enhance Marketing of Lab Testing Services.

visit us at:
www.darkreport.com




