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Survivor: Story of the Nation’s Largest Lab Firm

TELEVISION'S “SURVIVOR” IS THE UNFOLDING STORY Of how one person
competesto outlast 16 fellow playersin aremote outdoor setting. The win-
ner of “Survivor” walks away with a $1 million prize. The show has
proven to be popular and is now airing episodes of its fourth group of com-
petitors, stuck on atropical island in the South Pacific.

Since the early 1990s, competition among public lab companies has been
intense. The number of competitors declined steadily. The process was much
like the TV show “Survivor.” One at atime, lab companies would falter and
disappear from the marketplace. Their labs, their clients, and their employees
would be absorbed by a surviving lab company, usually through acquisition.

Thus, it was 1995 when the public lab industry ended up with three
billion-dollar lab companies. They were Quest Diagnostics I ncor por at-
ed, Laboratory Corporation of America, and SmithKline Beecham
Clinical Laboratories (SBCL). Here is where my story begins. In a
national market overshadowed by three billion-dollar lab testing behe-
moths, one was to pursue a business strategy that would make it the true
survivor in the public lab consolidation game.

Around the offices of THE DARK RePORT, we remember the comments
made by Quest Diagnostics CEO Ken Freeman in the years following its
1997 spin-off from Corning Corporation. Freeman observed publicly
that, in any industry where three companies were large and dominant, eco-
nomic forces invariably worked to eliminate one of the three. In this busi-
ness analysis of his company’s situation, it became a strategic goa of
Quest Diagnostics to survive this expected shake-out.

Thus, when Quest Diagnostics acquired SBCL in 1999, it did not surprise
those in the lab industry who understood the business strategy underpinning
this acquisition. Freeman was taking active steps to insure the surviva of his
company by pushing the commercia lab industry into the two-company oli-
gopoly that it istoday and making Quest Diagnostics one of itstwo survivors.

| think this story isrelevant for hospital lab administrators and pathol-
ogists. At aregional level, these same management dynamics argue that
metropolitan areas dominated by three major hospitals or health systems
will eventually see that number reduced to just two. For that reason, hos-
pital labs and pathology groups in such cities should develop a business
strategy that insures they are one of the two survivors! DR
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More Lab Gonsolidation:
LabCorp Buys Dynacare

LabCorp gains entry into new regional
markets and expands into Canada

CEO SUMMARY: Recent weeks brought many rumors about
an impending deal between Laboratory Corporation of
America and Dynacare. That speculation was ended last week
when it was disclosed that LabCorp would pay about $685
million in cash, stock and assumed debt to acquire Dynacare.
The acquisition also spells the end to Dynacare’s strategy
developing lab testing joint ventures with hospitals.

EwS THAT Dynacare, Inc. would

be acquired by Laboratory

Corporation of America, Inc.
confirms that 2002 will be a milestone
year in the ongoing consolidation
of independent commercial labora-
tory companies.

LabCorp’s purchase of Dynacare
follows on the heels of two earlier
acquisitions involving the purchase of
American Medical Laboratories,
Inc. and Unilab Corp. by Quest
Diagnostics Incorporated, announced
since January 1 of this year.

The acquisition agreement was an-
nounced last Thursday. LabCorp will
pay approximately $480 million in
cash and stock. It will also assume
$205 million of Dynacare’'s debt.
Dynacare reported annual revenues of

$402.4 million for 2001 and operates
24 laboratories in the United States
and Canada. It has 6,300 employess.

There are three interesting aspects
to this transaction. First, it removes
another independent laboratory com-
pany from the physicians' office mar-
ketplace and concentrates that testing
volume into LabCorp.

Second, LabCorp now acquires
laboratory operations in Canada. This
makes it the first United States-based
laboratory firm in many years to have
apresence in that country.

Third, the end of Dynacare as an
independent laboratory company rep-
resents a failure of the business strate-
gy that originally brought Dynacare
into the United States back in the mid-
1990s. Dynacare had declared its
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intent to build alaboratory testing bus-
iness based on developing lab testing
aliances and joint ventures with hos-
pitals and health systems.

The sale of Dynacareto LabCorpis
due, in part, to its failure to develop a
sufficient number of viable lab testing
ventures with hospital partners. In fact,
as part of the announcement that it
would sell to LabCorp, Dynacare aso
confirmed that it is terminating two of
its four existing joint ventures with
hospitalsin the United States. The JVs
with Ellis Hospital in Schenectady,
New York and Allegheny General
Hospital in Pittsburgh, Pennsylvania
will be ended.

Benefits To LabCorp

In acquiring Dynacare, LabCorp is pro-
jecting that it will boost cash flow sig-
nificantly as it integrates Dynacare's
operationsinto itsown. By the end of 30
months, LabCorp predicts it will gain
$45 million in cash flow, attributable to
operational consolidation, internaizing
esoteric testing, and its lower costs for
reagents and supplies.

“The numbers provided by Lab-
Corp indicate they believe they can
double the current profitability of the
Dynacare business they are acquiring,”
stated Bill Bonello, Senior Anayst at
U.S. Bancorp Piper Jaffray, based in
Minneapolis, Minnesota
Economies of Scale
Bonello’s assessment about Lab-
Corp’s ability to squeeze more profit
from Dynacare’s business supports
either of two conclusions about the
lab marketplace in the United States,
mainly: 1) Dynacare was operating in
a relatively inefficient manner and
had unrealized potential for substan-
tial cost savings, or 2) LabCorp’'s
economies of scale give them signifi-
cant cost advantages over regiona
independent laboratory companies.

The right answer is important. If it
is true that the nation’s two billion dol-
lar testing behemoths have intrinsic
cost advantages due to their sheer size
and purchasing volume, then more
trouble lies ahead for the handful of
larger independent commercial labs
that till remain in business. It means
the two blood brothers will continue to
dominate the market segment for physi-
cians' office-based lab specimens.

After dl, as of January 1 this year,
AML ($300 million), Unilab ($390.2
million), and Dynacare ($402.4 million)
were the three largest independent lab
companies still competing against Quest
Diagnostics and LabCorp. It must be
assumed that each of these three size-
able companies decided to sdll, at least
in part, because they believed sdlling
their company was a better financid
option than continuing to compete
againgt the two blood brothers.

Slgn Of Market Change
The fact that al three “second tier”
public lab companies decided to sell to
either of the two blood brothers within
afour-month period may be an impor-
tant signal about the changing market-
place for specimens originating in
physicians offices. It may mean the
clout and market power of Quest Dia-
gnostics and LabCorp now make it
extremely difficult for an independent
commercial lab company to compete
in this segment of lab testing.
Thisleaves hospital 1ab testing out-
reach programs and hospital-owned,
for-profit commercia lab ventures as
the only viable class of competitorsfor
specimens from physicians’ offices. It
will be interesting to see what happens
to these lab organizations now that
Quest Diagnostics and LabCorp have
removed the largest remaining com-
mercial laboratory companies from the
marketplace. TR
Contact Bill Bonello at 612-303-5532.
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Specialty Labs Goping
With Unique Challenges

Regulatory sanctions and lab consolidation
each require a detailed management response

CEO SUMMARY: Few laboratory executives have ever been
tested as intensely as those of Specialty Laboratories, Inc.
Since the first of the year, Quest Diagnostics Incorporated
has purchased two of its biggest lab clients. In April, state and
federal lab regulators issued sanctions. Both developments
are roiling the market for hospital send-out testing.

spot” for Specialty Laboratories,

Inc., based in Santa Monica,
California. Not only has it been hit by
sanctions from state and federal lab
regulators, but Quest Diagnostic
Incorporated has acquired two its
biggest lab clients.

As Quest Diagnostics integrates
the operations of American Medical
Laboratories, Inc. (AML) and Uni-
lab Corp., it is expected that much of
the reference testing referred to
Specialty Laboratories by these two
companies will be redirected to labs
belonging to Quest Diagnostics.

Plan of Correction (POC)
Even as this unfolds in coming
months, Specialty Labs must also
come to an understanding with its lab
regulators and develop a plan of cor-
rection (POC). It will then need to
implement that POC and correct the
deficiencies which triggered sanctions
announced in April.

Strategically, this means that Spec-
ialty Laboratories must develop abusi-

I T'S THE PROVERBIAL “rock and hard

ness plan which addresses declines in
specimen volume caused by the acqui-
sition of two big clients, aong with
reductions in its test menu as an inter-
nal response to its regul atory situation.

Oneimpact of the federal sanctions
issued to Speciaty Laboratories is the
uncertainty they raised about Medicare
billing for referred testing. Since fed-
eral regulations lack clarity about the
unique circumstances of Specialty
Labs' case, the lab company hasissued
a letter of opinion from its law firm.
This letter of opinion can be found on
the company’s Web site at www.spe-
cialtylabs.com.

Resolution of the federal and state
sanctions is the most pressing priority
at the Santa Monica-based lab compa:
ny. The departure of Chairman and
CEO James B. Peter, M.D., Ph.D. last
month and the appointment of Douglas
Harrington, M.D. as interim CEO is a
major part of that effort. Dr. Harring-
ton is a long-time board member for
Specialty Labs. Heis aso Chairman of
Chromavision, Inc., based in San
Juan Capistrano.
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One reason for Dr. Harrington's
appointment as interim CEO is his
considerable experience at working
with laboratory regulators from the
California Department of Health
Services (CDHS) to correct deficien-
ciesin an esoteric laboratory setting.

One of the lab industry’s best-kept
secrets is that, in the late 1980s and
early 1990s, Nichals Institute, then an
independent, publicly-traded lab com-
pany, was inspected by CDHS and
found to have serious deficiencies,
some involving the same issues of
“non-licensed personnel” performing
and supervising tests. (See pages 16-
17.) Dr. Harrington supervised devel-
opment of a plan of correction (POC)
which resolved those deficiencies and
brought Nichols Institute back into
compliance. This type of experience
obviously now has high value within
Specialty Laboratories.

Reduced Test Menu
Another part of Speciaty’s effort to
address deficiencies involves its exist-
ing test menu, numbering some 3,000
assays. Clients should expect to see a
reduction in the number of available
tests. Infrequently-ordered assays will
probably no longer be offered. By
reducing the wide spectrum of seldom-
ordered tests, Speciaty Labs will find
it easier to reorganize lab operations
and cure the deficiencies that were
cited by state and federal regulators.
For lab executives and patholo-
gists, the sanctions issued to Specialty
Laboratories raise questions about
whether lab regulators are actively
sending a message to the lab industry.
In particular, are federal lab regulators
preparing to become tougher in their
enforcement of CLIA-88 standards?
On pages 16-17 of this issue, THE
DARK REPORT reviews earlier cases of

lab deficiencies in California. These
earlier cases seem to indicate that
some of Specialty Lab’s current prob-
lems are similar to deficiencies identi-
fied by state regulators at other labsin
past years. When the full story
becomes public, there is aso most
likely lots of blame in how the execu-
tive team at Specialty Labs responded
to the concerns of lab regulators.

Unrealistic Regulations

As weéll, another contributing factor
will turn out to be the rather unrealis-
tic regulations that define a CLS—
clinical laboratory scientist—and how
CLS-licensed personnel conduct and
supervise laboratory tests in the state.
This is particularly true for Ph.D.s
whose line of study may not have
included much of the “med tech” cur-
riculum that California regulations
require for a CLS license.

THE DARKk REerorT will aso go
out on a limb and predict that the
end to the Specialty Labs-regulator
spat may come sooner than anyone
expects. Certainly Specialty Labs has
every incentive and motivation to
negotiate a speedy and swift resolution
to its problems with state and federa
lab enforcers.

But what of the enforcers? The deci-
sion by federal regulators to issue sanc-
tions that include the revocation of
Specidty Labs' license, now stayed on
legal appeal, has put them squarely in
the spotlight. This first-ever revocation
of a public lab company’s CLIA-88
license, and itsfinancia consequenceto
Specidty Labs, certainly attracts the
scrutiny of elected officials from both
the executive and legidlative branches.

THE DARK REPORT’S pointissimple:
both parties to this dispute have good
reasons for a speedy resolution. If that
happens within weeks, it will be awel-
come break for the beleaguered execu-
tivesat Specialty Laboratories.  mmme
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High Cost of New Assays
Stretching Lab Budgets

Increased costs of new test technologies
are busting hospital laboratory budgets

CEO SUMMARY: Growing numbers of hospital labs report
that higher costs of new diagnostic tests have become a new
management problem. That’s because diagnostic manufactur-
ers are developing tests around a new business model, one
that calls for higher pricing based on a premise of higher clin-
ical value. Marketing campaigns for these new assays will
become increasingly sophisticated and pervasive.

To INTRODUCE hew diagnostic
tests, manufacturers are adopt-
ing more sophisticated market-
ing models, some of which are
designed to support higher prices for
these new assays.

In a growing number of hospital
laboratories, the higher cost of new
reference and esoteric testing is caus-
ing concern. In response, many lab
directors and pathologists have begun
to develop formal procedures within
the hospital to guide physician utiliza-
tion and educate them about the actual
costs incurred by these new tests.
Problem Expected To Grow
THE DARk ReporT predicts that the
problem of higher costs for new lab
assays will become a bigger manage-
ment challenge for hospital |aborato-
ries in coming years. That's because
companies introducing new diagnostic
tests built upon genomic and pro-
teomic technology design their busi-
ness model upon the assumption they
can sell their new lab tests for arela
tively high price.

Such companies want to copy the
success of Cytyc Corporation’s Thin-
Prep® Pap Test, which, since its launch
in 1995, has captured more than 50%
of the Pap testing market in the United
States, causing Cytyc's stock price to
soar in value.

Besides copying Cytyc's new pro-
duct launch strategy, diagnostic test
developers will increasingly borrow
marketing techniques from the phar-
maceutical industry. This will include
direct-to-consumer advertising and
“detail reps’ paid to visit cliniciansin
their offices and educate them about
the test and how and when to order it.

One direct consequence of this
trend is that clinical laboratories will
be bypassed, in certain ways, because
these types of marketing campaigns
are aimed directly at clinicians and
patients. When this occurs, clinical
laboratories lose their primary role as
the source of information and educa
tion about new diagnostic tests for the
clinicians they serve.

For hospital |abs seeking to control
test utilization and the cost of send-out
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testing, this is a troublesome trend.
The desire of diagnostic manufacturers
to introduce tests which generate high-
er profits is in direct conflict with
the hospital 1ab’s need to control the
overall cost of testing done on its pat-
ient population.

The strategic marketing plan used
by Cytyc to introduceits ThinPrep Pap
test is now considered a textbook
example for how to launch a new
diagnostic test. That iswhy it is being
studied and emulated by other diag-
nostic companies.

|
..this is a troublesome
trend. The desire of diagnostic
manufacturers to introduce
tests which generate higher
profits is in direct conflict
with the hospital lab’s need
to control the overall cost
of testing done on its patient
population.

In the ThinPrep marketing plan,
Cytyc attacked with four distinct ini-
tiatives. First, it worked diligently to
seethat clinical studies claiming bene-
fits from the ThinPrep test were wide-
ly-publicized in the medical communi-
ty. Two, it worked diligently to get
health plans to agree to adequate reim-
bursement for ThinPrep tests—then
publicized those agreements as a way
to encourage other insurers to make
the same decision.
Direct-To-Consumer Ads
Third, Cytyc marketed ThinPrep
directly to female consumers. In mag-
azine advertisements and other litera-
ture, the company subtly implied that
ThinPrep was a “safer” test than con-
ventional Pap smears. Cytyc also
played a role in supporting advocates
of improved women's health as they
lobbied payers and Medicare to make

favorable decisions to include the
ThinPrep Test as a covered procedure.
Fourth, Cytyc carefully structured
the pricing structure of ThinPrep test-
ing to make it more profitable for com-
mercial laboratory companies than
conventional Pap smear testing, so
long as local headlth plans offered ade-
quate reimbursement for ThinPrep.

Cytyc’s Next Test

The success of Cytyc’'s marketing pro-
motion of ThinPrep testing is reflected
in its revenues and profits. For 2002,
the company expects revenues to top
an estimated $272 million. To diversi-
fy its product line, last fall Cytyc paid
$167.5 million to acquire rights to
“ductal lavage,” a procedure that can
be used in breast cancer screening.

By understanding this four-prong-
ed marketing strategy, lab executives
and pathologists can track Cytyc's
efforts to duplicate its ThinPrep mar-
keting strategy for ductal lavage. The
early efforts are aready visible. Thus,
a press release on April 3, 2002 trum-
peting the decision by CareFirst
BlueCross BlueShield (with 3.1 mil-
lion beneficiaries in  Maryland,
Delaware, DC, and Virginia) to “adopt
a positive coverage policy for ducta
lavage.” It isworth noting that the def-
inition of a“positive coverage policy”
is not provided.

This announcement was followed
on April 24, 2002 by Cytyc's financial
earnings report. In this report, Cytyc
confirmed that two of the four ele-
ments of its marketing plan were
aready in play.

First, Cytyc has ateam of sdes peo-
ple now calling on clinicians. “In
January, CytyC's specidty sdes force
began promoting to breast surgeons and
radiologists the use of FirstCyte Ductd
Lavage.” Second, Cytyc notes that
Empire Blue Cross (New York) an-
nounced coverage of ductal lavage test-



ing. Cytyc aso declared that “currently,
health plans representing nearly 20 mil-
lion members cover ductd lavage.”

In coming months, the laboratory
profession will probably see news
releases about clinical studies of ductal
lavage. It isimportant for the company
to demonstrate clinical efficacy if it
wants clinical use of ductal lavage for
breast cancer screening to become
more common. Thus, the company
will widely-publicize any positive
findings from these studies.

Labs “Out of the Loop”

THE DARK REPORT believesit isimpor-
tant for lab directors and pathologists
to understand the marketing strategies
used to introduce new diagnostic
assays. Because these marketing
strategies call for the manufacturers to
advertise directly to consumers and
educate clinicians with their own sales
reps, laboratories will be “outside the
loop,” at least until test requestsfor the
new assays are received in the lab.

As many pathologists know from
first-hand experience, being outside
the loop means a surprise when aclin-
ician requests a multi-test esoteric
panel, costing severa thousand dol-
lars, following avisit by that manufac-
turer’s sales rep to the clinician. These
surprises are hitting hospital labs more
frequently, demonstrating that more
esoteric testing sources are using this
marketing strategy.

New Set Of Challenges

As growing numbers of new assays
based on genomic and proteomic sci-
ence hit the clinical marketplace,
hospital laboratories will find them-
selves dealing with an entirely new set
of problems involving physician uti-
lization and the cost of send-out test-
ing. Many of these will be a direct
result of the different business models
and marketing strategies used by diag-
nostic manufacturers.
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Not All Labs Will Get
Access to New Assays

EVEN AS DIAGNOSTIC MANUFACTURERS
change the way they market new labora-
tory tests, they are also changing the way
they distribute these new assays to clinical
laboratories.

To build a “brand” (think Coca-Cola,
MacDonald’s, and Mercedes-Benz) from
a new diagnostic assay, companies need
to develop a distribution channel to the
clinical marketplace. To accomplish this,
they will sign exclusive agreements with
specific laboratories they think can help
them build market demand. These agree-
ments will prevent other labs from having
access to the test.

Becoming the distribution partner with
diagnostics companies is a key strategy of
Quest Diagnostics Incorporated and
Laboratory Corporation of America. They
believe it will be a source of competitive
advantage. (See Ken Freeman’s comments
on this subject in TDR, April 22, 2002.)

Visible Genetics, Inc. is using this
strategy with its FDA-approved TRUE-
GENE HIV-1 genotyping test kit. It has
agreements  with  Esoterix, Bio-
Reference Laboratories, and a handful
of other selected labs to offer this test in
competition against the “branded” home
brew assays offered by some of the
national lab companies.

While this may be a good business
strategy for the diagnostic manufacturer, it
restricts access to the test by early-
adopter labs which want to set up and run
the test for their clinicians.

In summary, the experience of many
laboratories demonstrates that funda
mental changes are aready occurring in
theway new diagnostic tests are brought
to market. These changes may be
adding extra costs without providing
better clinical outcomes. TR

Contact Robert Michel at 503-699-0616.
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Commercial Lab Consolidation is The Culprit

Is Physicians’ Office Testing

By RoBERT L. MiCHEL

STHE LABORATORY TESTING INDUSTRY N
I the United States becoming an

oligopoly, a market typicaly domi-
nated by two or three companies?

Economists familiar with the details
of the lab testing industry would increas-
ingly answer “yes’—specifically for the
physicians office testing segment of the
market. This has been the primary source
of specimens and revenues for indepen-
dent commercial laboratories during the
last two decades.

But more provocatively, |1 would
posit that, on a city-by-city analysis, it
can be argued that the physicians’ office
testing segment of the laboratory indus-
try is already a monopoly. Consequences
of this duality—oligopoly at the national
level, monopoly at the regiona level—
have yet to play out in the marketplace.
Thus, most lab executives and patholo-
gists are not yet alarmed at the negative
dynamics that often result from markets
characterized by monopolistic and
oligopolistic characteristics.

By way of illustration, | believe the
American airline industry provides a
good example of the duality of a nation-
al oligopoly supported by regiona
monopolies. Most laboratorians have
first-hand experience with the consumer-

CEO SUMMARY: One of the most unpopular indus-
tries with consumers is the airline industry. At the
national level, it is an oligopoly—dominated by seven
carriers. But in many cities, it is a monopoly, with one
airline flying 80% of the seats in and out of town.
Ongoing consolidation of regional commercial labs
by the Two Blood Brothers is creating a parallel situ-
ation in the lab industry segment serving physicians’
offices. Nationally, that market segment is now an
oligopoly. But in many cities, it is already a monopoly,
dominated by one national lab company. Con-
sequences of this trend will soon be obvious.

unfriendly service and prices offered by
arlines. Over time, similar service and
pricing practices can be expected to
emerge in the commercial |aboratory
segment of our industry as this oli-
gopolistic and monopolistic duality
becomes more entrenched.

Two-Lab Oligopoly In U.S.

Ongoing consolidation of the commercia
laboratory segment of theindustry is creat-
ing a two-company oligopoly, comprised
of Quest Diagnostics Incorporated and
Laboratory Corporation of America.
During 2002, the two companieswill do an
estimated $4.3 hillion and $2.6 hillion,

respectively.

But their dominance of the national
market becomes evident when looking
at the third biggest public lab company
that remains. That is Bio-Reference
Laboratories, Inc. (BRLI), with pro-
jected revenues of $90 million in 2002.
LabOne, Inc., at $234 million, should-
n't be overlooked. However, the lion's
share of its testing volume does not
come from physician’s offices, but from
life insurance testing.

This year, acquisitions of Unilab,
Inc. ($390 million in 2001) and Amer-
ican Medical Laboratories, Inc.
(AML —$300 million in 2001) not only
made Quest Diagnostics bigger, but
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Evolving Toward an Oligopoly?

removed two of its three largest |aborato-
ry competitors from the marketplace. (See
TDR, April 22, 2001.) Last week LabCorp
announced that it would acquire Dyna-
care, Inc., with estimated 2002 revenues
of $410 million from its lab operationsin
the United States and Canada. It has been
the ongoing acquisitions of independent
commercial labs such as these that con-
centrated testing from physicians’ offices
into the hands of just two national labora-
tory companies.

Customers Pay More

Most laboratorians are familiar with the
concept of a business monopoly—domi-
nance of a market by one company. Such
dominance alows a company to manipu-
late supply in order to atificidly raise
prices. Because customers pay more than
they would otherwise, monopolies have
long been considered “bad,” thus making
them vadid targets for government antitrust
action. Innovation and service generally
suffer because the monopoly company
doesn’t have to improve its products and
services, since its customers have no ater-
native choice. (Think “airlines.”)

In our nation's history, examples of
“bad” monaopolieswere John D. Rockfeller's
Standard Oil Trust and Andrew Carnegi€'s
United States Stedl Trust. At the turn of the
century, federa “trustbusters’ took decisive
action to bresk up such monopolies.
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1970s OPEC Oligopoly
Yielded to Competiton

Dunme THE 1970s, OPEC’s oil cartel
represented an oligopoly in the crude
oil markets. Through overt collusion,
member-countries were able to restrict
supplies of oil, causing prices to artifically
double and triple between 1973 and 1981.
Early in the 1980s, OPEC lost its
oligopolistic-derived power to keep oil prices
artificially high as non-OPEC countries
brought increased supplies of crude oil into
the world market. The arrival of new suppli-
ers eroded the oligopoly’s effectiveness and
restored a degree of competitive balance.
For the lab industry, the OPEC exam-
ple demonstrates that having multiple
competitors offering lab testing in the
same market is one effective way to break
an oligopoly. But because healthcare is
local, the key is to have multiple lab com-
petitors in a region, each capable of pro-
viding comparable lab testing services to
physicians’ offices in that region.

In so doing, government regulators
developed the basic principles of
antitrust law which are dtill in use.
One prominent recent example is the
government’s antitrust case against
Microsoft Corporation. Federa reg-
ulators charged that Microsoft Win-
dows has a monopoly share of
the market for PC operating systems
and that Microsoft has engaged in
anticompetitive behavior to protect
this monopoly.

But an oligopoly has important dif-
ferences from a monopoly. Because
there are at least two competitors,
efforts to truly control supply and
artifically raise prices requires, at
worst, outright collusion and, at best,
careful synchronization between the
oligopoalists to implement “uncoordi-
nated and unplanned” moves that con-
strict supply and increase prices.

In the United States today, probably
the best example of an oligopoly market
isair travel. At the national level, seven
airline companies control inter-city air
travel in the United States. At this level,
their control of the supply of seats
between cities, and the prices of those
seats, is a“competitive” process that is
carefully manipulated.

However, a a regiond level, these
same airlines become monopolies. This
isaresult of the hub-and-spoke business
model that devel oped during the 1980s.
For example, Northwest Airlines con-
trols more than 80% of the flights going
in and out of Detroit's McCarran
Airport, giving it monopoly pricing
power in that regional market. In North
Caroling, USAIir has a similar market
share at Charlotte/Douglas International
Airport, which was recently judged to
have the highest airfares of any airport
in the United States.

From this perspective, the oli-
gopolistic business practices of the
nation's seven airlines can offer in-
structive insights into the business
practices of the two blood brothers,
Quest Diagnostics and LabCorp.

Monopolies At Local Level
My contention is that |aboratory test-
ing offered to physicians' offices by
commercia laboratories is becoming
an oligopolistic market at the nationa
level—and is aready monopolistic in
specific regional markets.

Thus, if the nationa market for
physicians office testing segment is
becoming a true oligopoly, does this
portend a better or worse future for
career laboratorians. And how will this
dichotomy of oligopolistic/monopolis-
tic characteristics at the nationa and
local level affect the customers served
by labs, including physicians, patients
and payers?

| pose this question for a good rea-
son. | believe, in particular, that the



back-to-back acquisition of Unilab and
AML by Quest Diagnostics, assuming
that antitrust enforcers approve the
Unilab dedl, is a sentinel event in the
American laboratory services market-
place. That is to say, in calculating
market share to determine whether
proposed lab mergers and acquisitions
would be anti-competitive, regulators
are willing to lump all classes of test-
ing into one pot and then calculate the
post-merger impact against that pot.
Market Share Threshold
Generadly, one element that triggers
antitrust concerns is whether, post-
merger, the combined enterprise will
hold more than 30% market share of the
area served. As many laboratorians rec-
ognize, the combination of Unilab and
Quest Diagnostics in Cdifornia would
certainly exceed that threshold by a
Sizeable factor—if the testing segment
served is measured as the share of
physicians' office send-out testing with-
in the Golden State. If it includes al lab
testing, including hospital inpatient/out-
patient and POL (physician’s office lab-
oratory), then it probably doesn't.

That is why, if antitrust concerns
are not triggered by the Unilab/Quest
Diagnostics merger in the California
regional market, it will be a sign that
antitrust concerns will apparently not
be triggered by the continued acquisi-
tion of local independent commercial
lab companies by the Two Blood
Brothers. That implies further consoli-
dation of the dwindling number of
viable independent lab companies in
the United States that are organized to
primarily serve the send-out testing
needs of physicians' offices.

Are hospital laboratory testing out-
reach programs a viable and competi-
tive factor in this analysis? That
depends. In certain cities, one can find
flourishing and viable hospital lab test-
ing outreach programs. However, ac-
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ross the nation, there is a depressingly
low number of successful hospital out-
reach testing programs operated by the
nation’s 4,800 hospitals and the 600+
integrated delivery networks.

In fact, in the nation’s biggest
cities, such as New York, LosAngeles,
and San Francisco, there are less than
a handful of hospital outreach pro-
grams. Most of these serve “captive’
business—physicians's offices owned
or managed by the hospital or health
system itself. In those cities, lab out-
reach programs which are viable com-
petitors against the Two Blood Bro-
thers are difficult to find.

In contrast, Detroit, Seattle, and
severd large Florida cities have high-
ly-competitive lab testing markets.
Hospital lab outreach programs are
every bit as competitive as the nation-
a labs in fighting for lab testing busi-
ness that originates from physicians
offices. They have professional man-
aged care contracting capability and
their contracts are usually serviced by
aregional laboratory network.

Regional Lab Networks

THE DARK REePORT has written about
Detroit's Joint Venture Hospital
Laboratories (JVHL), the Florida
Reference Laboratory Network
(FRLN), and Washington State's
PacL ab Network. Since healthcare is
aregional business, it is not surprising
that there are some regional successes.
However, in many communities across
the United States, no hospital 1ab out-
reach program exists, leaving those
regional markets wide open for the
Two Blood Brothers.

It should not be overlooked that the
ranks of independent commercial lab
companies have been dramatically
reduced through mergers and acquisi-
tions. On page 14, a table of the
largest, non-hospital-owned indepen-
dent laboratory companies is present-
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ed. Estimates of the annual revenues of
these private lab companies show that
only a couple exceed $50 million per
year in annual revenues.

Defacto, and independent of subse-
quent federal antitrust policy, there
now exists a duality of nationa oli-
gopoly and regional monopoliesin the
market segment of send-out 1ab testing
for physicians’ offices.

Impact On Small Labs
Assuming that to be true, it becomes
important for those regional lab com-
petitors which are still in business to
think strategically about how this
oligopolistic/monopolistic duality im-
pacts their business.

After al, oligopolies create inter-
esting and complex challenges, both
for the tiny competitors trying to sur-
vive on the fringes of the market, and
for government regulators. Again, the
airline industry is instructive. Any
time a start-up airline emerges, the
oligopoly of the seven major airlines
works in concert to squeeze it before it
gets financial traction. They do this by
adding flights and seats on the same
routes and discounting ticket prices.

A great example of this was in
Dallas, hub for American Airlines. In
the last 18 months, an upgtart airline
began flying regiond jets from Dallas
Love field, non-stop, to mgjor markets.
American immediately put comparable
jets into Love Fiedd (athough it had
never scheduled service there since the
opening of Dallas-Fort Worth Airport in
the 1970s). American matched the
upstart’s flights and discount fares.
When the discount airline failed,
American ceased flying from Dallas
Love Field.

No AntiTrust Enforcement

Antitrust behavior by a regiona
monopolist and a national oligopolist?
Certainly most individuals with com-
mon sense would think so, but federal
antitrust regulators decided not to

bring a case. This scenario happens
regularly to start-up airline companies
and preserves the basic oligopoly for
existing airline companies.

Could the collective number of
hospital lab outreach programs and
small independent commercia labs
that still operate in the United States
somehow act as a counterweight to
many business practices of the Two
Blood Brothers?

Probably not. Take managed care
contracting, for example. Size givesthe
Two Blood Brothers clout, both at the
national level and the local level. Not
surprisingly, in most urban markets, the
Two Blood Brothers hold amost al the
major managed care contracts.

Clout In MC Contracting
That's because, on one hand, the
national insurance companies like the
simplicity of “cutting one contract”
with one lab company to serve all their
local plans. On the other hand, the two
national labs are willing to provide
testing at prices which are uneconomi-
ically-low for local lab providers serv-
ing local markets. Yet, these same
managed care companies will com-
plain about the poor service levels of
the Two Blood Brothers, while deny-
ing local labs, with recognizably better
infrastructure and service, the opportu-
nity to serve those beneficiaries.

It is important for the laboratory
industry to recognize the redlity of this
national oligopoly and regional
monopoly in the physicians’ office test-
ing segment. It has changed the compet-
itive dynamics of the [ab industry.

Furthermore, ongoing consolida-
tion of anatomic pathology groups
could bring about asimilar situation in
future years. This would be particular-
ly true if the Two Blood Brothers
decided to aso begin acquiring loca
pathology group practices. TR
Contact Robert Michel at 503-699-0616.
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Lab Market Duality of National Oligopoly

And Regional Monopolies Exists In U.S.

National Lab Oligopoly  pwindling Number of Privately-Owned
How thin are the ranks of private- — |ndependent Commercial Lab Companies

ly-owned independent lab compa- ($0003)
nies serving the physicians’ office Lab Gt Est. Rev
market? The list at right shows 1. Clinical Patholoay Lab A _'YTX ST
almost all the non-hospital labs - Uinical Fathology Labs ustin,

(i.e.- not owned in whole or part by  2- Dodlors Laboratory Valdosta, GA 835

a hospital entity) remaining in the - Sunrise Medical Labs Hauppauge, NY ~ $30

United States which do at least 4. Boyce & Bynum Med Labs  Columbia, MO S30
$25 million per year in revenues. 5. Universal Diagnostic Labs  Brooklyn, NY ~ $25

Revenue estimates were based on 6. Westcliff Medical Labs Newport Bch, (A $25
information from several sources, 7. Mefropolitan Medical Labs  Davenport, A $25
including Dun & Bradstreet. 8. Healthline Clinical Labs Burbank, CA $25
\M Minngapoli
Boston
i 0 OPitishurgh :
5 Icago Philadelphia &> iew York
Las Vegas Denver . o Baltimore
O 5
© AIEAL St. Louis Ledsville Washington DC
Los Angeles ™ phoenix Mol
= O
O
Dallss Atlanta WI- hc
Quest _plub(or Houston o 7 ;gmmamawcmmnm!\'m!n
Atlanta 6575%  — ‘
Baltimore —  5565% ‘@?
Boston 7080%  — Mo
Chicago 50-60%  — 2

Dallas w40% 5565%  Regional Market Dominance
Denver 65-75% —

TR 55.65%  30-40% Shown above are a number of major American Cities
Kansas City — 50.60% where one of the Two Blood Brothers is believed to
Las Vegas 85-95% = — hold 50% or more of the physicians’ office testing
Los Angeles ~ 60-70%  — segment in that region. It demonstrates how, city by
Louisville —  70-80% city, the two national labs have expanded their domi-
Miami 45-55%  30-40% nance of selected urban markets in recent years.
Minneapolis ~ 70-80% ~ — Estimates of market share come from lab profession-
Noshville —  I58% a5 familiar with these areas and represent their “best

New York 70-80%  —
Philadelphia  60-70%  —
Phoenix 65% 30%
Pittshurgh 65-75%  —
o San Francisco  65-75% —
St. Louis 6575%  —
Washington DC 65-75%  —

guess” at current market share of physicians’ office
testing for these cities.
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ﬁ Public Laboratory Rankings H

2001 Another Year of Fast Growth!

Boom times continued during 2001 for both the clinical laboratory industry
and anatomic pathology profession.

Throughout 2001, almost every public lab company was able to post dou-
ble-digit revenue growth. For a number of companies, this growth was accom-
plished by acquiring smaller laboratory companies.

But most lab companies also report strong increases in specimen volume
attributable to sales efforts. This is compelling evidence that investments in
professional sales and marketing programs are worthwhile in today’s health-
care environment. Hospital outreach programs and local pathology groups
should take note and develop their own effective sales program.

General Reference Laboratories
Ranking By 2001 Annual Revenue (Ss in millions)

2001 % 2000
Rank Laboratory Revenve  Change  Revenve
1. Quest Diagnostics Incorporated' $3,627.7 +6.1%  $3,421.2
2. Lahoratory Corporation of America $2199.8  +14.6% 19193
3. Dynacare, Inc. $4024  +140%  $3529
4. Unilab Corp. $390.2  +15.6% 93375
5. American Medical Laboratories? $297.0  +139%  $260.8
6. LabOne, Inc! $2339  +38.0%  S169.2
7. Bio-Reference Laboratories, Inc.5 816 +22.7% $66.3

Total: General Reference Laboratories $7,232.6 +10.8% $6,527.2

! Quest Diagnostics has an agreement to acquire Unilab in 2002.
2 |abCorp has an agreement to acquire Dynacare in 2002.

3 Quest Diagnostics acquired American Medical Labs in 2002.

4 BRLI's fiscal year ends 10/31/01.

5 Majority of LabOne’s revenues come from life insurance festing.

Niche & Pathology Lab Companies
Ranking By 2001 Annual Revenue (Ss in millions)

2000 % 2000
Rank Laboratory Revenve  Change  Revenue
1. AmeriPath, Inc. (pathology management) S418.7  +26.8%  $330.1
2. IMPATH Inc. (oncology) $189.6 +37.2%  S138.2
3. Specialty Labs (reference) S1752  +14.3%  SI153.2
4. DIANON Systems, Inc." (anatomic pathology) S1257  +31.3% $95.7
5. PharmChem, Inc.? (substance abuse) $43.9 -6.2% $46.8
6. MedTox (substance abuse) S49.1  +14.5% $42.8

Total: Niche & Path Lab Companies $1,002.2 +24.1% $5806.8

! DIANON acquired UroCor during 2001.
2 PharmChem was delisted from NASDAQ in 2002.
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Calif. Lab Regulators
Are A Tough Bunch

Other public lab companies in Golden Sate
have run afoul of state laboratory regulations

CEO SUMMARY: By law, government regulators cannot com-
ment publicly about the actions they take against the compa-
nies they regulate. That's why the lab industry never learned
that other public lab companies operating in California, follow-
ing inspections by state authorities, were judged to have some
deficiencies similar to those found at Specialty Laboratories.

Y NOW, JUST ABOUT EVERYONE
B in the lab industry knows that
Specialty Laboratories, Inc.
was hit by sanctions that included
revocation of its CLIA-88 license,
subject to an appeal which was filed
by the troubled laboratory company
last month. (See TDR, April 22, 2002.)
What most laboratorians don’t
know isthat Californialaboratory reg-
ulators have been tough on several
other well-known laboratory compa-
nies in past years. What was different
in most of these earlier casesisthat the
public lab companies were able to
keep news of regulatory deficiencies
from becoming public knowledge.

Undisclosed Facts

THE DARK RePoRT has tracked these
fascinating stories over the years, since
they provide insights into the enforce-
ment philosophies of |aboratory regu-
lators. For example, back around
1989, Nichols I nstitute, then an inde-
pendent public company, was inspect-
ed by the California Department of
Health Services (CDHS). Deficien-

cies were deemed serious enough that
Nichols Institute was required to
develop an acceptable plan of correc-
tion (POC) and was subject to state
inspections for atwo-year period, end-
ing around 1991. News of this situa-
tion was kept confidential and never
became public knowledge.

Another situation occurred in the
1998-99 time period. CDHS lab regu-
lators cited the Van Nuys laboratory
owned by SmithKline Beecham Clin-
ical Laboratories (SBCL) for defi-
ciencies. This was prior to SBCL's
acquisition by Quest Diagnostics
Incorporated. SBCL ceased certain
lines of testing at that facility and was
forced to send those specimens to its
[ab in Dublin, California until the defi-
cienciesin Van Nuys were corrected.

An even more interesting case
involved PharmChem, Inc., the
drugs-of-abuse testing company. In
recent years, while it was still based in
Menlo Park, California, PharmChem
was caught in the regulatory cross-
hairs of CDHS lab officials. Of the
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deficiencies cited, some mirrored
those at Nichols in 1989 and Specialty
Labs in 2002, most notably the use of
“unlicensed personnel” to perform and
supervise testing.

|

Since a number of public lab
companies have experienced
similar episodes with California
lab regulators, Specialty Lab’s
case is exceptional specifically
because sanctions reached
the point of license revocation.

As with other labs cited by CDHS
inspectors, PharmChem had Ph.D.s,
some with board certificationsin diag-
nostic specialties, working in the lab,
but not holding a license as a clinical
laboratory scientist (CLS) under
California regulations. Since these
Ph.D.s lacked the CLS license, CDHS
regulators found the lab to be in viola
tion of state regs requiring CLS
licensed individuals “to perform and
supervise” testing.

One unique feature of Pharm-
Chem’s dispute with its regulators
involved the interpretation of state lab
regulations covering “patients.” Unlike
earlier years, CDHS regulators began
defining the individual who provided
a drugs-of-abuse test specimen as a
patient. Based on this new interpreta-
tion, CDHS then cited PharmChem for
deficiencies under regulations intended
to address clinical laboratory testing,
despite the company’s activities in
drugs-of-abuse testing.

Legislative Branch Appeal

Executives a the laboratory tell THE
DARK RePORT that the situation escalat-
ed to the point where regulators actually
drafted a “cease and desist.” To resolve
the issue, this laboratory company went

to the state legidature, pled its case, and
gained relief through passage of legida
tion clearly defining the differences for
regulating clinical laboratory testing
as digtinct from drugs-of-abuse testing.
In recent years, this lab company relo-
cated its testing activities outside the
state of Cdlifornia.

THE DARK RePORT has been told
that the same regulators involved in
this case are also involved in the
Specialty Laboratories case. As noted
above, THE DARK RePorT has docu-
mented serious regulatory actions
between the California Department of
Health Services and Nichols Institute,
SBCL, PharmChem, and, most recent-
ly, Specialty Laboratories.

Each was a public lab company at
the time that regulators identified defi-
ciencies during inspections. Taken col-
lectively, this is factual evidence that,
at some level, the fundamental rela-
tionship between certain lab compa-
nies in the state and CDHS lab
enforcers is probably not amicable.

Little Information Available
Since a number of public lab compa-
nies have experienced similar episo-
des with California lab regulators,
Specialty Lab's case is exceptiona
specifically because sanctions reached
the point of license revocation. The
differences are difficult to judge, since
few details about the deficiencies have
been disclosed by either lab regulators
or Specialty Laboratories.

But each of these earlier cases does
support a conclusion that aspects of
Cdlifornia’'s lab regulatory environ-
ment have become unwieldy. Changes
in laboratory technology, such as
molecular and genetic diagnostics, and
the growing shortage of technically-
trained laboratorians, may have out-
moded existing regulations which
were created years ago to address a
different set of problems. TR
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Guesswhose DNA
was used by Cel-
eraGenomicsdur-

ing its project to map the
human genome back in
19997 It was primarily the
DNA of J. Craig Ventor,
Ph.D., who was Chairman of
Celera at that time. The dis-
closure, made last week, has
stirred some controversy.
Defenderssay itisinthetra
dition of self-experimenta
tion by researchers. But crit-
ics say it was motivated by
Dr. Ventor's desire to im-
mortalize himself. At any
rate, the disclosure now lets
laboratorians involved in
genomic research know the
source of the human DNA
with which they work.

DIANON POSTS

STRONG GROWTH
DIANON System, Inc.’s
acquisition of UroCor, Inc.
last year is paying off. The
anatomic pathology compa-
ny reported an increase of
66% in revenues for the
quarter, from $26.8 million
in Q1 2001 to $44.6 mil-
lion for Q1 2002. Net
income increased by 128%
for the quarter.
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FIRST “ID CHIPS”
IMPLANTED IN HUMANS
Last week, doctors in Florida
implanted “ID chips’ into
several humans. When a
handheld scanner is waved
over thechip, it emitsasignal
with an ID number. This
number, when entered into
the Web site of the manufac-
turer, Applied Digital Sol-
utions, Inc., dlows the user
to obtain medical or other
information about the indi-
vidua carrying the chip. The
godl is to eventualy provide
medical histories and infor-
mation about the individuals
carrying the chips. The tech-
nology is similar to that used
by pet ID chips. One barrier
to use is that hospitals and
physicians do not have the
scanners, which cost at least
$1,000. Since lab data is a
major part of most medica
records, laboratorians should
keep an eye on this develop-
ing technology.

ADD TO: ID Chips

Here's another example of
how implanted instrumentsin
humans can generate diag-
nostic data. Biotronik has
developed a pacemaker that
includes a computer chip
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which tracks heart rhythm
and the number of jolts deliv-
ered. Ordinarily the physician
must see the patient to evalu-
ate the effectiveness of the
pacemaker. But Biotronik’s
model links to a transmitter
the patient keeps nearby. This
connects to Biotronik and
downloads the performance
details of the pacemaker.
Biotronik then sends a fax
with this information to the
physician. This type of tech-
nology may demonstrate the
feasibility of in vitro diagnos-
tic monitoring.

Beckman Coulter
Reports Earnings

For the first quarter,
Beckman Coulter Corp.
posted revenue growth of
3.9% and earnings growth of
20%. Its clinical diagnostics
business increased by 3.9.%
for the first quarter, totaling
$313.9 million versus
$302.1 million for first quar-
ter 2001. Fastest-growing
products were in robotic
automation and genetic
analysis, which grew 20%,
and immunodiagnostics,
which increased by 8%.

That's all the insider intelligence for this report.
Look for the next briefing on Monday, June 3, 2002.
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 Pathology Billing and Coding: Fixing
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Are Changing Browser-based Lab Services.
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