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Chipping Away at Laboratory Reimbursement

ProPosED NEw MEDICARE RULES by the Office of the Investigator
General (OIG) dealing with “discriminatory billing practices’ and
“usual charges’ should be seen as part of alarger trend. The government
doesn’'t have the money to pay for Medicare and Medicaid. Thus, it is
exploring indirect ways to reduce the amount of money it pays providers.

Asyou will read on pages 2-5, the OIG'’s publication of the proposed
new rulesin the Federal Register last month isjust the newest in a series
of attemptsto align alaw passed years ago with today’s healthcare pric-
ing practices. According to thislaw, no provider should bill Medicare for
more than its “customary charge.” Back in the days of fee-for-service
medicine, this was arelatively easy thing to do.

But the 1990s brought a host of new contracting and pricing models
to the American healthcare system. Not surprisingly, bureaucrats in the
federal hedthcare programs fell behind developments in the market-
place. So thislatest attempt to offer more precise guidance on the subject
of discriminatory billing practices is laudable. But | would like to sug-
gest that the proposed new rules represent a new regulatory cycle.
Medicare officials recognize that many providers are willing to provide
healthcare services at prices that are significantly below Medicare's.

Focus, for the moment, on the laboratory industry. It is tough to justi-
fy a situation where a laboratory performs atest for a physician’s patient,
then client-bills the physician for, say, $5.00. (Of course, the physician will
then turn around and bill the private insurance company for a greater
amount and pocket the difference.) The lab, doing the same test for a
Medicare patient, generally bills the Medicare program for its full reim-
bursement, which, in our hypothetical example, might be $15 or $20.

It seems to me that, sooner or later, senior policymakers within the gov-
ernment, whose mission is to see that Medicare does not pay more than pri-
vate insurers for smilar services, will recognize this situation as one which
needs correction. Whether that is motive behind this round of proposed new
rulesisnot for meto say. But | canread all thetealeaves. Client bill arrange-
ments and heavily-discounted fee-for-service contracts between labs, insur-
ers, and IPAs certainly expose this industry, collectively, to a reasonable
clamthat Medicareis not getting the lab industry’s“usual charge.” TOR
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to Address

“Usual Charge” Issue

“Discriminatory billing practices’ istarget
of new rules published on September 15

CEO SUMMARY: Federal regulators are taking another crack
at defining “usual charges.” Language in the proposed rules
published last month precisely defines which payers should
be included in determining “usual charges” and what
charge basis to use for specific payers. Once effective, the
new rules will have financial impact on many laboratories,
particularly those known to offer clients heavy discounts.

NCE AGAIN the Office of the

I nvestigator General (OIG) is

tackling the subject of “dis
criminatory billing practices’” in the
Medicare and Medicaid programs.

On September 15, 2003, the OIG
published rulesin the Federal Register
that would amend regulations related
to the Medicare/Medicaid prohibition
against discriminatory billing prac-
tices. The public can comment on the
proposed language until November 15.

Clinical laboratories typicdly dis-
count lab test prices to HMOs and cer-
tain other payers, physician clients,
employers, and other customers.
Because price discounting is widespread
across the laboratory industry, the pro-
posed new rules could have significant
financial impact on many laboratories.

“Thisissue revolves around along-
standing federal law that basically says
‘providers should not bill Medicare
more than they customarily bill oth-
ers,” stated Jane Pine Wood, Partner
in the Cleveland, Ohio-based law firm
of McDonald Hopkins.

“Thelaw itself isunambiguous,” she
added. “It saysthat no provider shall bill
Medicarefor servicesat apricewhichis
‘substantialy in excess of such individ-
ual’s or entity’s usua charges or costs
for such items or servicesto any of their
customers, clients, or patients’ The
ambiguity has always been in the defini-
tion of ‘usua charge.’

“This is at least the third mgor
attempt by federal rulemakersto address
thisissue,” Wood said. “ Their concernis
that Medicare pays more for services
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than the private sector, because it does-
n't get discounts equal to what providers
will offer private clients.”

Within the laboratory industry, this
iscertainly true. Highly-discounted fee-
for-service contracts between laborato-
riesand payersare widespread. In states
that permit physicians to mark up, it is
common for laboratories to offer those
physicians extremely low prices in
client-bill arrangementswhile generally
submitting claims to Medicare for the
full amount alowed under Medicare
reimbursement guidelines.

“The proposed new regulations are
very precisein severa ways,” observed
Thomas P. Joseph, abilling and compli-
ance expert with Sprick, Stegall and
Associates. “For thefirst time, there are
detailed definitions of the key terms
‘usual charges and ‘substantidly in
excess.” (See Sdebar on next page.)

“While not specifically mentioned,
account bill clients appear to fall under
the categories of payers that should be
included in the usua charge calcula
tion,” explained Joseph. “The financial
impact could be considerable for labs
that maintain a high proportion of
account-bill clients who get significant
discounts in the price of their lab tests.

Detailed Analysis Required

“Also, the proposed language makes it
clear that the rules apply to individua
procedures, not charges for al com-
bined procedures,” he added. “That
means labs will have to do a detailed
analysis of each procedure to deter-
mine the ‘usual charge.’ These calcula

Send written comments on the proposed rules
by November 14, 2003 to: Office of Inspector
General, Department of Health and Human
Services, Attention: OIG-53-P, Room 52486,
Cohen Building, 330 Independence Avenue,
SW., Washington, DC 20201. The rules were
published in the September 15, 2003 edition of
the Federal Register (pp 53939-563945).

tions will need to be updated periodi-
caly to ensure compliance to reflect
changes in the laboratory’s payer mix
or as changes occur in different pay-
ers fee schedules.

“Certainly in the long run, the pro-
posed rules, if implemented as written,
will limit a laboratory’s ability to
negotiate reduced feesto HMOs, man-
aged care organizations, physicians,
and other clients,” Joseph said.
Significant Impact on Labs
“Further, the inclusion of Medicaid in
the proposed rules may create a signif-
icant impact for laboratories operating
in states where Medicaid program fees
are substantially less than Medicare
fees,” said Joseph. “For example, if the
Medicaid program is reimbursing at
70% of the Medicare rate for lab tests,
to meet the excessive charges require-
ment in the new rules, a much higher
proportion of that lab’s charges would
need to be reduced.”

To help clients and readers of THE
DARK RePorT, Joseph prepared tables
to show, based on assumptions of
payer mix and proportion of discount-
ed business, how much of a typica
laboratory’s book of business would
be considered “ excessive charges’ and
how that would change the Medicare
billing rate. (See sidebar on page 5.)

Even if these rules take effect, this
may not be the final word on the issue
of Medicare “discriminatory billing
practices’ and “usual charges,” accord-
ing to attorney Wood. “ The original let-
ters which defined usual charges were
issued by the Healthcare Finance
Administration (HCFA, now Centers
for Medicare and Medicaid [CMS])
and the OIG back in the 1980s. That
predates HMOs and a variety of new
hedlthcare contracting models which
appeared in the 1990s,” stated Wood.
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Feds Get Specific on “Usual Charges”

DEFINITION OF USUAL CHARGES: Proposed new rules would determine usual
charges by evaluating a provider’s charges to selected payers using a defined charge
(depending on the payer). The key elements to be used in the calculation of usual

charges are summarized below.
Usual charges calculations include:
Payer
Cash-paying patients
Patients covered by indemnity insurers
with which the provider has no contract

Fee-for-service rates from any payer,
including discounted fee-for-service
rates with managed care plans3

Hybrid fee-for-service arrangements
where <=10% of the payment is in
form of a bonus or withhold

TriCare (Including TriCare Standard)4

during a 12-month period.

reduced rate
+ Capitated payments

1" Would be based on either the weighted average (mean) or median of all charges for these payers

2 As long as a good faith effort is made to collect the entire charge.

3 Including Medicare+Choice plans, state managed care plans and other federal managed care plans

4 Unless based on capitated or hybrid fee-for-service arrangement with >10% of payment withheld.
Calculation of usual charges would not include:

+ Uninsured patients who receive services free of charge or at a substantially

+ Hybrid fee-for-service arrangements where >10% of the payment could be paid
in the form of a bonus and/or withhold payment

+ Medicare and certain state and federal health care programs

Basis for calculation?
Entire charge billed?

Combined insurance
+ patient payments

Negotiated contract rate
+ any co-pay

Contracted fees
+ 50% of the withheld amount

Contracted rates

DEFINITION OF “SUBSTANTIALLY IN EXCESS”: The OIG is proposing that “only
those charges or costs that are more than 120% of a provider’s usual charges or costs
will be deemed to be "substantially in excess.” It should be noted that this would apply

to individual laboratory procedures, not aggregate payments to payers.

“Each revision to these rules is an
attempt by regulators to clarify existing
law,” she continued. “The proposed
rules are much more precise than earlier
attempts. However, for laboratories that
likealevel playing field for compliance,
thereis still aloophole.

“The rules specify a formula for
determining excess charges relative to

Medicare and Medicaid fees. Thisfor-
mula determines an average of charges
and creates the opportunity for manip-
ulation by an aggressive laboratory.”
Wood's observation drikes at the
heart of the compliance conundrum with-
in the laboratory industry. Laboratories
which follow consarvative compliance
policies often find themsel ves at compet-
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Gauging the Financial Impact on Labs

Te Two TABLES ON THIS PAGE illustrate the net financial  Tap/e 1: Payer Mix and Relative

effects of the proposed rule on a hypothetical labora- Level of Reimbursement from
tory, based on specific assumptions about payer mix Various Payers

and fees. They offer insight into the economic impli-
cations of these proposed rules. The example is
based on the top 100 procedures of a laboratory, and
assumes a typical Payer mix using actual charges,

Reimb. Relative to
Medicare

% of Total Charges

Medicare, and third party fee schedules. Medicore 25% 1.00
When the mean (weighted average) usual Medicaid il 0.54
charge is calculated for the 100 procedures and |Managed Care 2T% 0.52
compared to Medicare screens, 25% were outside of | Commercial 20% 1.22
Charges o Medicare owers the recuing Medicars [ T
charges to Medi Wi ~ o )
reim%ursement by 5.6%; but by only 29.2% if the t [l ][])802 LU7

charge to Medicare was reduced to the usual charge
x 120%.

Table 2: Effect of Proposed Rules as Client Bill Mix and Discount Changes
% DISCOUNT FROM LIST

0% I 10% I 20% 130% ! 40% ! 50% I 60% ! 70% I 80%

Pl40% 5% | 5% | 5% |11% | 15% | 19% |33% |55% | 83%
T135% 5% | 5% | 7% | 12% | 15% | 19% | 31% | 53% | 78%
cl30% 5% | 5% | 8% |10% | 15% |22% |31% |51% |69%
T125% 5% | 5% | 9% | 10% | 17% | 24% | 31% | 47% | 61%
“120% 5% | 8% | 9% [13% | 19% | 25% | 32% | 46% | 55%
T115% 8% | 9% | 12% |15% |20% |25% |33% | 40% | 50%
5110% 1% | 14% | 16% |20% | 22% | 25% | 31% |39% | 43%
L1 5% 19% | 20% | 22% |24% | 24% | 21% | 30% | 34% | 38%
0% 34% | 34% |34% |34% |34% |34% |34% | 34% | 34%

IF THIS HYPOTHETICAL LABORATORY increased client
hill accounts to 35%, with a 70% discount from
list, 53% of the procedures would be classified
as excessive. This would reduce Medicare pay-
ments by 15.7% if charges to Medicare were
reduced to the usual charge level and by 7.4%

if reduced to usual charges x 120%. (Note: If a
lab’s clients had a higher proportion of fee-for-
service or agreements that are more heavily dis-
counted than shown above in the payer mix
table, then that lab might face more significant
reductions in its Medicare payments.)

Tables and analysis prepared by Thomas P. Joseph

itive disadvantage when other labs in
their region take a more aggressive pos-
tion on compliance. Because federd reg-
ulators seldom act on “minor” compli-
ance infractions, laboratories with the
laxer policies gain economic advantage,

often for years. These new regulations
promise to rectify some of the inconss-
tencies in the marketplace, but ill leave
room for interpretive mischief.  'wmm
Contact Thomas Joseph at 734-741-0356
and Jane Pine Wbod at 508-385-5227.



THe DARK REPORT / October 20, 2003 / 6

No Disruptive Technology
In Lab Industry’s Future

Experts discuss trends and technologies
which give labs new testing capabilities

CEO SUMMARY: As new diagnostic technologies move
through the development pipeline and into widespread clini-
cal use, the scientific knowledge and skill sets needed by lab-
oratory staff and management will change. The emphasis in
laboratory medicine will evolve to include more molecular
technology, but this evolution will proceed incrementally,
giving all laboratories time to adapt.

APID ADVANCES in genomics and
Rproteomics promise to revolu-
tionize healthcare and the labo-
ratory testing industry. But it will be a

few more years before truly disruptive
technology becomes aredlity.

That was the consensus of three
experts who participated in a strategic
planning session with the Board of
Directors of the American Society of
Clinical Pathology (ASCP). The ses-
sion took place last month in New
Orleans at the ASCP's annual meeting.

The three experts included Myla
Lai-Goldman, M.D., Executive Vice
President and Chief Medical Officer of
Laboratory Corporation of America,
Tim Orr, Vice President, United States
Marketing for Johnson & Johnson’s
Ortho-Clinical Diagnostics (OCD)
and Robert L. Michel, Editor-In-Chief
of THE DARK REPORT.

There was surprising consensus
among the expert panel on at least three
key points. First, there is no “disruptive
technology” in the pipeline which would
create rapid and far-reaching changesin

the clinica laboratory industry. Most
technologies currently in development
will take about five to eight years to
enter the marketplace and gain
widespread acceptance and use.

Second, the knowledge base for
laboratory medicine is going to steadi-
ly shift toward the fields of genetics
and proteomics. This will happen
gradually, not suddenly.
More Complexity Ahead
Third, more complexity is coming to
the management of clinical laborato-
ries, in several ways. As new assays
are approved for clinical use, these
assays will require more sophisticated
skills and equipment in the laboratory.
The organization of the laboratory
itself will undergo change, with testing
migrating out from the core lab into
point-of-care, near-patient, and patient
self-test settings. Aswell, management
philosophies and techniques used in
the laboratory will become more
sophisticated.

Each expert panelist has a unique
perspective on the laboratory market-
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place and emerging technology. For
that reason, the convergence of views
on these three points is noteworthy.

Lai-Goldman, as LabCorp's Chief
Medical Officer, is uniquely positioned
to see the wide range of diagnostic tech-
nology that is under development. A
large number of biotech and pharma
ceutical companies regularly approach
L abCorp to demonstrate emerging tech-
nologies. They want LabCorp's per-
spective on whether the healthcare mar-
ketplace would accept these technolo-
gies. In addition, LabCorp has its own
research and development effort under
way. It is continually looking for
promising technology which it could
commerciaize.

Early Look At Technology

In a similar way, Ortho-Clinical Diag-
nostics also gets to see promising new
diagnostic technology as it undergoes
development and evaluation. As one of
the world's largest diagnostic manufac-
turers, OCD is motivated to actively
seek out and acquire promising tech-
nologies. For this reason, Orr is privy
to a wide range of emerging diagnos-
tic technologies.
___________________________________________|]

For laboratory directors and
pathologists interested
in the strategic direction of the
laboratory industry in the
near future, this panel of
experts had reassuring news.

______________________________________|
The perspective of Michel comple-
ments that of the large commercial lab-
oratory and the large diagnostic manu-
facturer. As Editor-In-Chief of THE
DARK REePORT, he constantly visits lab-
oratories and industry vendors. He
closely watches the point of intersec-
tion where new diagnostic technology
first enters the clinical marketplace.

For laboratory directors and path-
ologists interested in the strategic
direction of the laboratory industry in
the near future, this panel of experts
had reassuring news. During the next
few years, it is expected that diagnos-
tic technologies currently under devel-
opment will take between five and
eight years to enter the marketplace
and gain widespread acceptance.

The example of liquid preparation
Pap smear tests illustrates this dynamic.
In 1998, this technology was just enter-
ing the marketplace. It took five years
for liquid prep Pap teststo capture amar-
ket share which is now considered to be
more than 65% of the 55 million Pap
tests done annually in the United States.
It was the opinion of al three panelists
that this example would be representa-
tive of the clinical acceptance curve for
most new diagnostic technologies cur-
rently in the development pipeline.

Consensus around the second key
point, the shift toward greater use of
genetic and proteomic science in labo-
ratory medicine, reinforces the experi-
ence of individual laboratories. At
LabCorp's Center for Molecular
Biology and Pathology in Research
Triangle Park, North Carolina, that
future has already arrived. Thislabora-
tory is home to the most advanced and
complex testing done inside LabCorp.

Lai-Goldman told the ASCP board
that MTs hired to work in this labora-
tory generaly must undergo several
weeks of additional classroom training
before they are ready to work at the
bench. This training emphasizes the
molecular science that supports the
sophisticated esoteric assays per-
formed at that site. She recommended
that MT training programs should
evolve to provide more training in
these new areas of diagnostic testing.
This is the knowledge that will be
required to support most of new diag-

(Story continues on page 15)
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Hollywood Glamour Gomes to the ASCP:

CSI Star William Peterson Gets Award

Fonsusm PATHOLOGY IS THE THEME
of the nation’s top-rated televi-
sion show. CSI: Crime Scene Inves-
tigation is a ratings blockbuster and
has brought pathology to the atten-
tion of many television viewers.

CSI's star and Co-Executive Pro-
ducer is William Peterson. He has
developed a reputation as someone
who wants to get both the science
and the details of the program as
accurate as possible. At least three
pathologists (two who are members
of the ASCP) are regularly consulted
during script development and film-
ing to insure the authenticity of the
show, in every detail.

To recognize these accomplish-
ments, the American Society of Clinical
Pathology (ASCP), at its annual meet-
ing in New Orleans last month, award-
ed Peterson its “ASCP Special
Recognition Award” for his contribu-
tions to the pathology profession.

At far left, William
Peterson, star and
Co-Producer of
CSl:Crime Scene
Investigation,
receives the
ASCP Special
Recognition
Award from ASCP
President Eugene
Baille, M.D.

Not only has Peterson increased
public awareness of pathology and
laboratory medicine through his tele-
vision program, but he has also tes-
tified before the Senate Judiciary
Committee in 2001 to support in-
creased funding for crime labs.

This is only the third time that the
Special Recognition Award has been
given out. The first was in 1979, when
Jack Klugman of the television show
Quincy received the award from the
California Association for Medical
Technology. The second award was in
1989, when C. Everett Coop, M.D.
received the award following his term
of service as the U.S. Surgeon General.

Peterson spent considerable time
at the ASCP convention, participating
in discussions and making several
presentations. One evening presen-
tation covered the laboratory tech-
nology incorporated into CSI and the
specific special effects used to make
each scene look authentic. This ses-
sion was heavily attended.
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Useful Strategic Planning Insights For Laboratories

Looking at Fast-Growth
And Slow-Growth Areas
In Diagnostic Testing

CEO SUMMARY: This exclusive intelligence briefing predicts how specific
new technologies may drive changes in the laboratory-testing marketplace
during the next five years. The key message is that change is expected to be
incremental, not disruptive-given the technology known to be in develop-
ment at this time. But the more provocative insight relates to how even
incremental change will create a labor challenge within the nation’s labo-
ratories. The basis of laboratory medicine is shifting to new areas of sci-
ence, requiring existing lab staff to acquire new training and experience.

RRECTLY ANTICIPATING CHANGES in
the test menu mix during the com-
ing years is a key element of

strategic planning for clinical labs.

To help laboratory directors and
pathologistsin this area of strategic plan-
ning, THE DARK REPORT was given per-
mission to share the contents of an exclu-
sive briefing on how new laboratory test
technologies are expected to enter clini-
cal use over the next few years.

At a strategic planning session con-
ducted by the Board of Directors for the
American Society of Clinical Path-
ology (ASCP) during its annual meeting
in New Orleans last month, Tim Orr pro-

vided a concise overview of the existing
and projected market trends for different
areas of diagnostic testing. Orr is the
Vice President, U.S. Marketing for
Ortho-Clinical Diagnostics (OCD), a
Johnson & Johnson company.

“In looking at how diagnostic tech-
nology will affect clinical laboratories
during the next decade, | have six funda-
mental points,” stated Orr to the ASCP
board. “First, in mature areas of diagnos-
tics, automation will be the primary driv-
er of change. Second, clinical chemistry
and immunoassay testing will be
increasingly integrated onto single
instrument systems.

“Third, expect molecular diagnostics
to go mainstream, astechnology becomes
easier to use and test methods become
more automated,” he continued. “Fourth,
everything we see & OCD points to a
dow (verus rapid or exponential) emer-
gence of new, high-value tests during the
next five years. Fifth, new diagnogtic
technologies will emerge at an equaly
steady pace during that same period.

“Sixth, in coming years, clinical labo-
ratories will place greater emphasis on
improving operational processes,” offered
Orr. “As it relates to higher test qudlity,
improved productivity, labor optimization,
and improved service levels, operationa
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excellence will become a distinguishing
characterigtic of the nation’s best-run labs.”

In reviewing different areas of diag-
nostic testing, Orr noted that, to date,
home testing in the lab market has had lit-
tle impact. Outside of glucose and preg-
nancy testing, the sales volume of home
diagnostic test kits remains small. In a
similar way, direct access testing (DAT)
by consumers has yet to become a signifi-
cant part of the overall market for labora
tory testing. Laboratories offering DAT
consider it a small part of today’s busi-
ness, athough it is expected that future
consumer demand will increase.

Growth in POCT

Point of care testing (POCT) will contin-
ue to grow in importance relative to core
lab testing. “In 1998, core lab testing and
POCT testing was about $15 billion and
$4 hillion, respectively, as measured by
manufacturers’ sales,” stated Orr. “Core
lab testing is expected to grow about 2%
per year, while POCT testing is growing
at 12% to 16% per year. It is projected
that, by 2008, core lab testing will
increase modestly, to about $18 billion,
while POCT will total $14 hillion.

“These projections demonstrate that
|aboratories should plan to see more POC
testing within the clinical communities
they serve,” he said. “ The numbers above
demonstrate that the core lab will neither
shrink in volume nor importance. Rather,
the added value of doing testing at the
point of patient care will encourage more
testing outside the core laboratory.”

More specifically, Orr notes that ongo-
ing miniaturization of diagnostic test
devices will play a significant role in
expanding the ability of POCT. Specific
areas of ongoing technology development
to watch are: micro-array, micro-fluidics
(which support “lab on a chip” efforts),
MEMS (micro-electrical mechanical sys-
tems), and wireless connectivity.

New diagnostic markers and molecu-
lar testing was addressed. “Without ques-
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tion, knowledge from the human
genome is aready generating new
diagnostic tests,” noted Orr. “The ex-
pectation is that labs will see new
markers emerge for diagnosis of can-
cer, diabetes, heart disease, Alz-
heimer’'s, and CNS disorders.
Alliances between lab test developers
and pharma companies will lead to
specific diagnostic tests married to
specific therapeutic drugs.

Greater Role For Informatics
“What will surprise most laboratory
directors and pathologists, however, is
the importance of informatics in diag-
nostics,” predicted Orr. “This is hap-
pening on two levels. First, there are
active and highly-visible efforts to
eliminate paper records in healthcare.
The goal isto capture clinical informa-
tion digitally and make it feasible to
move clinical data seamlessly among
al types of providers and payers.
Because laboratory datais the heart of

the patient record, the informatics
capabilities of individua clinical labo-
ratories will become very important.
Laboratories will find themselves han-
dling more information and handling it
in a different way than in the past.

“Equally important will be the
lab’s ability to capture the high vol-
umes of data coming from those new
assays which are based on genetic and
proteomic science,” he explained. “ For
example, new instrument systems will
need to simultaneously measure tens,
even hundreds of proteins for a single
laboratory diagnosis. The Luminex
system and Ciphergen’s protein chip
are early stepsin this direction.”

Mass Spectrometry

Orr then made a particularly interest-
ing observation. “Mass spectrometry
is an emerging area for clinical diag-
nostics. It is catching on for selected
diagnostic applications. The fascinat-
ing aspect of mass spectrometry is that

Changes in Relative Size of Core Lab Testing Versus POCT

This graph illustrates how, by 2008, the volume of point-of-care test-
ing (POCT) will almost equal the volume of core lab testing. Core lab
testing is predicted to grow about 2% per year between 1998 and
2008, while POCT will grow at rates approaching 16% per year.
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Predictions About Technology Pipeline

For Different Diagnostic Capabilities

Technology

Capillary
Electrophoresis
(CE)

Potential Impact on Laboratory

e Qver 100 laboratories now estimated to be using CE
instruments

e CE will eventually replace slab gels for DNA and serum protein
analysis

e CE has many potential clinical applications: drug assays,
DNA analysis, immunoassays

e CE also used in large DNA sequencers and micro-fluidic lab
chip technologies

Micro-Electrical

e MEMS is similarly closely aligned with micro-fluidic lab chip

Microarrays

Mechanical technologies. MEMS refers to miniaturization of pumps, valves,
Systems (MEMS) etc. that can be incorporated into “lab chip” technologies

e Currently at an early stage of development
DNA e Currently in use in specialty reference labs for selected

applications (e.g. HIV resistance)

e Utilization of micro-arrays in the clinical laboratory will grow
with advent of new applications and systems

Protein Chips,
Arrays

e Proteomics is still largely limited to life science research

e Selected clinical applications will emerge over next 5 years
leading to Protein Chip or other array technologies in the
clinical lab

Mass e Mass Spec is currently widely used in life science research
Spectrometry * Clinical applications now emerging

e Expect more clinical applications in future
Micro-fluidic e Micro-fluidic technology has made transition
“Lab-on-a-Chip” from development to marketed products
Platforms

e Likely future clinical applications include DNA sequencing,
SNP and mutation detection, biochemical assays, hematology

IN LABORATORY STRATEGIC PLANNING, it can be challenging to both identify
and track specific technologies which are moving from use in primary
research and finding applications in clinical diagnostics. The manage-
ment challenge is to know when the time is right to acquire and offer
these emerging technologies to clinicians. The table above was pre-
pared by Tim Orr, Vice President, U.S. Marketing, Ortho-Clinical
Diagnostics for presentation to the Board of Directors of the ASCP at a
recent strategic planning session.
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Impact of MT Shortage
On Lab Operations

WITH FEWER MEDICAL TECHNOLOGISTS (MT)
available, laboratories face serious
strategic challenges, which new diagnostic
technologies may intensify.

“There is widespread recognition that
the supply of trained technical labor is
already inadequate,” stated Tim Orr, Vice
President, U.S. Marketing, Ortho-Clinical
Diagnostics. “That is why automation is
increasingly viewed as a way to substitute
for scarce labor. But molecular diagnostics
and the need to generate and manage
greater quantities of information will add to
the problem.

“Today, the technical staff in most labo-
ratories have neither experience nor training
in molecular diagnostics. Moreover, most
educational programs have yet to incorpo-
rate much molecular science into the cur-
riculum,” said Orr. “Similarly, there will be a
growing need for new skill sets to interpret
genomic and proteomic diagnostics.”

LAB STAFF VACANCY RATES,

(From a recent ASCP survey)
HOSPITAL LABORATORIES:
+10.9% in histo-technologist staff
+9.1% in histo-technician staff
+9.0% in phlebotomist staff

REFERENCE LABS & PRIVATE CLINICS:
+10.7% in cyto-technologist staff

+10.6% in phlebotomist staff

PHYSICIAN PRACTICES:
+ 10.0% in medical laboratory
technician staff
OUTPATIENT CLINICS:
¢ 13.8% in medical laboratory
technician staff

+ 11.4% in medical technologist
supervisors

it is reagentless technology. It promis-
es new capabilities in sensitivity and
specificity.

“Having looked at the wide range
of technology influences on the labo-
ratory testing menu of the future, it is
appropriate to step back and comment
on the big picture,” commented Orr.
“The evidence today indicates the
diagnostic marketplace is moving for-
ward in small steps. It is appropriate to
view lab testing as moving forward by
incremental improvements to existing
technologies and methodologies.

Disruptive Technology
“Obviously the potential exists for
some type of disruptive technology to
emerge—a technology that would
rapidly change both lab operations and
clinical practices. However, no clear
candidate is visible now that could
cause such disruption,” said Orr.

“In fact, the past ten years provide
us excellent insight into the current lab
testing marketplace,” he explained.
“During this time period, only about
five to ten ‘new’ diagnostic tests have
achieved wide-ranging success, as
judged in both clinical terms and sig-
nificant new volumes of specimens.
Examples would include BNP, Tri-
ponin, PSA, HCV, and HIV.

Primary Challenge Ahead
“From my perspective, new diagnostic
test technology will not be the primary
challenge facing laboratory directors
and pathologists during the next few
years. It will be staffing issues,”
declared Orr.

“First, does each laboratory have
adequate numbers of technical staff to
do the work?’ he asked. “ Second, and
more importantly, does this staff have
the specific scientific training and
practical  laboratory  experience
required to properly set up and per-
form diagnostic tests which utilize
technologies that did not exist when
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Which Areas Will Drive Growth in Lab Testing Volume

IVD Segments
$ Billion (+$8.6 billion)
25+ 0
+11% CAGR $21.645
20+
1594 $13,041
10+ INFECTIOUS
DISEASE
BLOOD PROCESSING
5 COAGULATION
0-

2002 2007

Source: Boston Biomedical Consultants, Inc.

IT’s No surPRISE that the low-growth segments of laboratory testing
involve mostly clinical chemistry and hematology. (See graph below
right) The fast-growth drivers in laboratory medicine will be primarily
diabetes testing and infectious disease testing. (See graph below left)

Seven Fastest-Growing  Seven Slowest-Growing

IVD Segments
(+$1.8 billion)

+3% CAGR

/$11,747

2002

most medical technologists were in
school ?

“If most improvements in diagnos-
tic technology will be incremental,
then laboratories have the time to pre-
pare for new assays and new technolo-
gies,” he continued. “ At the sametime,
these incremental improvements will
add complexity into al facets of labo-
ratory operations. That is one reason
why | believe that the training needs
for technical staff should be a strategic
priority for every laboratory.”

Overlooked Point

THE DARK RePORT observes that Orr’s
insights drive home a point that is
often overlooked when laboratories
undertake strategic planning exercises.
The challenge is not new test technol-

ogy which is expensive and complex.
Rather, the challenge is whether the
laboratory has incrementally advanced
the technical skills of its staff, alowing
it to capably deploy new test technolo-
gies asthey are ready for “prime time.”

The business intelligence offered
by Orr represents an analysis of the
diagnostic marketplace made by one
of the world’s leading diagnostic man-
ufacturers. It isthe type of intelligence
not often shared with the general 1abo-
ratory public. THE DARK REPORT
would like to acknowledge the will-
ingness of both the American Society
for Clinical Pathology and Ortho-
Clinical Diagnostics to share these
insights with our clients. TR

Contact Tim Orr at 908-218-8500.
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“No Disruptive Technology”

(Continued from page 7)

nostic assays expected to enter the
clinical marketplace during the next
five years.

For the ASCP, one message was
unmistakeable. Training programs for
medical technologists (MT) and medi-
cal laboratory technicians (MLT) must
be revised to accommodate this gradu-
al shift in the laboratory testing menu.
Molecular science will play a greater
role as routine chemistry and hematol -
ogy testing receivesless emphasis and
molecular assays gain greater clinical
importance.

More Complexity Ahead

The trend toward more complexity in
laboratories reflects fundamental
changes within healthcare and the
economy in general. Consumers in-
creasingly want healthcare customized
to their specific needs and particular
medical conditions.

At the same time, medical science
is gaining the ability to discern the dif-
ferences between individuals. These
differences explain why some people
get disease and others do not; why a
specific disease is more virulent in
some people and not in others; and
why some people benefit from thera-
peutic drugs and others do not.

Three Dimensions

For laboratories, the complexity trend
will play out in three dimensions.
First, treatment algorithms for disease
will become more complex. As science
enables clinicians to understand more
about disease processes, diagnosis and
therapy will become more detailed and
specific. Laboratories will need to
respond to the more sophisticated de-
mands of clinicians in this area
Advances in diagnosing and treating
different types of breast cancer illus-
trate this principle.

Second, advancesin molecular diag-
nostics will add to the complexity of
performing laboratory tests. In simple
terms, a routine chemistry test panel is
much less complicated to perform than
atest to identify genetic mutations pre-
sent in an HIV patient. The technica
knowledge required by the laboratory
staff to support such testing will be more
detailed and intricate.

Third, the organization and opera-
tion of clinical laboratories will be-
come more complex, in at least three
dimensions. In the first dimension,
laboratory testing will be migrating
out from the core laboratory. New
standards for patient safety and higher
quality care are already pulling testing
into settings like the hospital emergen-
cy department. Consequently, labora-
tories will end up managing diagnostic
testing being performed in avariety of
locations within the healthcare system.

In the second dimension, increased
medical speciaization will generate
specialized diagnostics to support it.
L aboratories now organized around tra-
ditional departments will need to devel-
op subspecialty expertise and support
the diagnostic needs of these subspecial-
ties. The organization chart for the labo-
ratory will become more complicated.

In the third dimension, management
of laboratories will evolve toward more
sophisticated management systems and
methods. The earliest successes of labo-
ratories adopting 1SO-9000, Six Sigma,
and Lean management systems provide
evidence of this trend. Management of
laboratory operations will require more
complex and subtle skills.

In conclusion, the three key insights
suggest that change within the laborato-
ry professon will be incremental, not
disruptive. This gives lab directors and
pathologists needed time to respond
appropriately to the steadily-evolving
healthcare marketplace. TR
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Two Blood Brothers Ramp Up
Marketing of New Lab Assays

National lab firms launch campaigns to promote
their versions of colorectal cancer screening tests

ROWTH IN SPECIMEN VOLUME

and revenues is the mgjor chal-

lenge at the nation’s two largest
laboratory corporations.

How Laboratory Corporation of
America and Quest Diagnostics
Incorporated solve this problem will
affect and influence every remaining
clinical laboratory and pathology group
practice in the United States. That's
because the marketing and pricing
strategies of the two blood brothers
tend to establish new competitive
norms in the healthcare marketplace.

Until this year, public laboratory
companies relied on acquisitions of
smaller independent laboratories as the
most reliable way to generate growth in
revenues and earnings. However, as
clients and regular readers of THE DARK
ReporT know, in 2002, LabCorp and
Quest Diagnostics purchased four of the
largest remaining public laboratory com-
panies (American Medical Laborato-
ries, Dynacare, Unilab, and DIANON
Systems). Only a handful of potentia
lab acquisition candidates remain.

Lab Test Distribution

Because this situation makes the
“growth by acquisition” strategy less
viable, the two multi-billion-dollar lab
testing behemoths are transitioning to a
different strategy. Each hopes to
increase both specimen volume and
revenues by using their unique position

asalab test distribution channel. Itisa
way to gain advantage from their rela
tionship with hundreds of thousands of
the nation’s doctors.

Laboratory directors and patholo-
gists can watch this strategy unfold in
real time. The first big play involves
colorectal cancer. Both nationa labs
want to transform the market for col-
orectal cancer screening. To accom-
plish this, each is ramping up a market-
ing campaign for their particular assay.
At LabCorp, its Pregen-Plus™ test has
been available since August. LabCorp
licensed technology from Exact
Sciences. Quest Diagnosticsis offering
atest it calls InSure™ which uses tech-
nology it licensed from Enterix.

Substantial Market Potential
Colorectal screening was identified as a
potentialy lucrative market because it
currently lacks a viable screening
methodology that is patient-friendly, rea-
sonably priced, and offers acceptable lev-
els of diagnostic sengtivity and specifici-
ty. The need for a better test is obvious.
Each year, approximately 147,000 new
cases of colorectal cancer are diagnosed
and 53,000 desths occur. It is ranked as
the number three cause of death for men
and women in the United States.

The marketing formula is smple.
Both national labs want an assay with
patent-protected technology. They want
to brand the name with physicians and
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consumers. This excludes other labora
tory competitors from offering that test.
The test must be reimbursable by major
payers a levels sufficient to make the
test profitable and must have clinical
research that demonstrates its effective-
ness over existing methodologies.

Payer Acceptance

Quest Diagnostics is pricing its InSure
test a $95. LabCorp's Pre-Gen Plus is
priced at $795. Quest Diagnostics re-
ports that 50 payers, including Aetna,
have agreed to reimburse for InSure.

Acceptance by insurersis an essen-
tial part of this growth strategy. Quest
Diagnostics introduced ten new assays
during the past year and claims that all
ten tests were accepted by at least 35%
of the health insurance industry.
Internally, it considers 50% acceptance
to be an attainable goal.

To drive acceptance of these col-
orectal screening tests, both nationa
laboratory companies are gearing up
their sales and marketing teams.
Collectively, several thousand sales
reps from the two companies are even
now calling on physicians and provid-
ing information and encouragement to
add these assays into their regular
ordering mix. Local laboratory com-
petitors tell THE DARK RepPorT that
they are seeing evidence of this effort.

Watching Sales Success

It's not just laboratory competitors that
are watching this emerging new mar-
keting model for new diagnostic tests.
Wall Street is keenly interested to see
whether or not the two blood brothers
can generate substantial increases in
sales volume from this strategy.

It takes regular increasesin revenues
and earnings to support the share prices
of these companies. If the two nationa
labs cannot demonstrate the ability to
push revenues up by introducing propri-
etary new testswhich cliniciansfind use-

ful, then their stock prices will lag be-
hind the genera market.

Moreover, some of the savvier
investors know one of the ongoing
weaknesses in the commercial labora
tory business model is field sales.
Historically, few of the public lab com-
panies have been able to generate sus-
tained revenue increases because of the
new accounts opened by their sales
representatives. New accounts were
generally offset by the number of
accounts lost to competitors.

For this reason, both lab companies
have an extra challenge in demonstrat-
ing that this market strategy can work.
They must demonstrate that they can
organize and manage a force of sales
reps that can predictably and profitably
sell these new assays to physicians.
Physician education about the series of
new assays they want to introduce is
the linchpin to the success of the “pro-
prietary test” marketing model.

Competitive Strategy

In the short term, neither LabCorp nor
Quest Diagnostics have enough propri-
etary assays to gain competitive advan-
tage in winning physicians office
accounts from local competitors. The
question that local lab administrators
and pathologist must ask is “will either
or both of these companies eventually
lock up enough clinically-useful assays
so that clinicians find the national lab
option to be compelling over that of a
local |aboratory competitor?’

Expect the noise leve to increase in
the marketplace as the publicity machines
of both blood brothers kick into gear.
There will be news stories, TV reports,
and media mentions of “the new teststhat
promise to improve existing medical
practices” Early evidence of this is
aready visble in the news rel eases trum-
peting clinical studies that velidate the
ability of Pregen-Plus or InSure to detect
colorectal cancer a improved rates over
other methodol ogies. TR
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\ Here's a remin-

der that corporate

fraud didn't by-
pass hedlthcare. Last week
Albert Bergonzi, former Ex-
ecutive Vice President of
M cK esson/HBOC, pled guil-
ty to violations of securities
laws. He admitted that he had
“cooked the books’ around
the time of HBOC's acquisi-
tion by McKesson. In a court
filing, Borgzoni declared “we
fasdy inflated quarterly soft-
ware sales revenues by...
recording revenue on con-
tractsthat were conditioned on
‘sde letters that permitted
customers to cancel the con-
tract or return software...and
backdating contracts to record
revenue in prior quarterly
quarterly periods.”

MORE ON: McKesson

The crimes were committed
in 1998. When McKesson
discovered the fraud and dis-
closed the news to the public
in April 1999, its share price
dropped from $65 to $34,
costing investors $9 hillion
in lost market value! Berg-
zoni was indicted, along
with two other HBOC offi-
cers whose trials have not
yet been resolved.
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“TALKING TUBES”
MAY SOON BE

IN NATION’S LABS

All too often, laboratories
must cope with lost or mis-
placed tubes and specimens.
However, a new technology
promises to end that prob-
lem. Watch the technology
curve for RFIDs, which
stands for radio frequency
identification tags. These are
small plastic strips that con-
tain a computer chip and a
radio antenna. Current ver-
sions can hold 96 characters
of information. The antenna
broadcasts to alocal receiv-
er, which feeds the datainto
a computer for tracking and
analysis. Stick an RFID on
an object, like specimen
tubes and slides used in
labs, and the radio receiver
can tell the operator both
where it is and what it is.
The military used versions
of these to inventory and
track containers of ammuni-
tion and supplies during the
war in lrag. Retailers are
preparing to use them in
grocery stores, department
stores and other settings.

ADD TO: “Talking Tubes”

Prices for RFIDs are falling
rapidly even as the device's
capabilities increase Wal-
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Mart may be the first big
retailer to deploy this technol-
ogy. For clinicd laboratories,
RFIDs would alow an indi-
vidua, holding the receiver, to
find misplaced or missing
specimens quickly. One pass
near a rack of RFID-tagged
tubes would identify al the
tubes in that rack. Hospitals
may be an early adopter of
RFID products because of the
difficulty in managing and
tracking the huge inventories
of items used in hedlthcare.

TRANSITIONS

* In Toronto Canada, Ene
Underwood has left Toron-
to Medical Laboratories
(TML), where she was Pres-
ident and CEO. TML is a
large, joint venture laborato-
ry in Ontario. Underwood
will become the Executive
Vice President and Chief
Operating  Officer  of
Bridgepoint Health, also
located in Toronto.

*Oregon Medical Labor-
atories in Eugene, Oregon
has a new acting CEO. Ran
Whitehead was recently
appointed to the position. He
had been the lab company’s
COO since 2001.

That's all the insider intelligence for this report.
Look for the next briefing on Monday, November 10, 2003
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Diagnostics to Give Added Value to Docs.

* Aetna Launches First Health Plan That
Includes Only Better-Performing Physicians
and Hospitals: How Pathology and Lab
Testing Services Are Affected.

* Lab Acquisition Fever: Why Deals Are
Still Done, But Without Public Disclosure.

For more information, visit:
www.darkreport.com




