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Commentary & Opinion by...

2 Lonis VO

Founder & Publisher

MY TOPIC TODAY CONCERNS THE POTENTIAL FOR A BIOTERRORIST ATTACK tO
infect Americans on a vast scale. As most know, health authorities are
struggling to explain new cases of pulmonary and cutaneous anthrax in
victims with no obvious connections to contaminated mail or the post
office. | consider this to be evidence that the infectious potential of bio-
logical agents like anthrax is not well understood and may be extraordi-
narily more potent than originally believed.

Let me add to thisfact a story published in the October 22, 2001 issue of
the eIl Street Journal (WSJ). Found on page one and titled “The Military,
Microbes, and Secret Tests Using the U.S. Public,” it chronicles military
experiments upon unknowing American citizens using biologica agents. The
most chilling test took place on September 20-27, 1948. Cruising in the Pacific
Ocean, just off the city of San Francisco, anavy mine-layer with specia equip-
ment pumped an aerosol cocktail of Serratia marcescems and Bacillus glo-
bigiin into the foggy air. Military experimenters considered these bacteria to
be harmless to humans. The bacteria were coated with fluorescent markers of
zinc-cadmium-sulfide to help detect the results. The WSJ noted “based on
results from monitoring equipment at 43 locations around the city, the Army
determined that San Francisco had received enough of adosefor nearly al the
city’s 500,000 residents to inhae at least 5,000 of the particles.”

Without commenting on other aspects of this particular Army experi-
ment on unsuspecting American citizens, | would like to make two obser-
vations. First, in 1948, using technology considered crude by today’s stan-
dards, our military was able to blanket the 49 sguare miles of San
Francisco with enough infectious agent to expose virtually every resident!
Second, in today’s world, technology to create fine aerosols is highly
advanced and small enough to fit inside a standard commercial helicopter
or small pleasure craft. If | add these two facts together, it certainly seems
that a well-planned bioterrorist attack has the potential to succeed on a
scale heretofore undiscussed by our nation’s leaders.

Conclusion? | believe the threat is immense and it's no coincidence that
federal officias want to acquire 300 million doses of smallpox vaccine,
enough for the entire population of the United States. My recommendation is
that, because the nation’s clinical labs will be first to see evidence of such
attacks, they should take preparationsfor bioterrorist actsvery serioudy. Tmae
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Labs in NY & Wash, DG
Get Anthrax Test Orders

Publicity about anthrax exposure
generates test requests at local labs

CEO SUMMARY: In both New York City and Washington,
DC, widespread publicity about exposure to anthrax gener-
ated a steady volume of test requests. Clinical labs in both
cities adopted similar management strategies to deal with
the sudden public interest in anthrax testing. One common
step was to send detailed information about anthrax testing
to physician clients, source of many anthrax test requests.

LINICAL LABORATORIES in both

New York and Washington, DC

found themselves doing lots of
anthrax tests in recent weeks.

“The first anthrax cases in Florida
didn’t cause much of areaction around
Washington, DC,” said Jack Berg-
strom, Executive Vice President at
American Medical Laboratories,
Inc. (AML), located in the Washington
suburb of Chantilly, Virginia. “But that
all changed following the discovery of
anthrax in the letter mailed to Senator
Thomas Daschle’s office (D-South
Dakota) on October 15.

“Beginning on that date, we began
to seearegular flow of specimenswith
arequest by the referring physicians to
rule out anthrax,” he continued.
“There was also a noticeable increase

in cals from the public requesting
information about anthrax testing.”

AML’s experience mirrors that of
most labs offering lab testing services
in both Washington, DC and New
York. Concerns about anthrax sparked
three specific responses from the gen-
eral population.

One, labs began to get a steady vol-
ume of phone calls from the public
requesting information about screening
tests for anthrax. Two, office-based phy-
sicians began referring specimens to
labs accompanied by a request to rule
out anthrax. Three, certain government
agencies and private companies contact-
ed labs to request that designated staff
members be screened for anthrax.

“Inquiries and requedts for anthrax
testing picked up immediately after the
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news of the anthrax-infected NBC assis-
tant,” noted Elkin Simson, M.D.,
Medical Director of the Center for
Clinical Laboratories at Mt. Sinai
M edical Hospital in Manhattan. “In par-
ticular, anumber of patients began show-
ing up at our emergency department.
Lab Scheduled Extra Hours
“Our laboratory responded by extend-
ing the hours that we would do test-
ing,” he said. “In fact, our microbiolo-
gy laboratory was temporarily staffed
on a24/7 basis during the initial phase
of this concern.

“We sent information about anthrax
to the clinical gtaff and it was posted on
the Web sites of both the hedlth system
(Www.msnyuhealth.org) and the medical
school (mssm.edu),” continued Dr.
Simson. “ Specimens cometo usfrom the
emergency department, the hospital, and
affiliated clinics. Clinica specimens
come to our lab. Environmentd speci-
mens are referred to public hedth labs.”

Although  anthrax-contaminated
sites were generaly found in New York
City and New Jersey, residents on Long
Idand aso had concerns. “When the
news broke about the discovery of
anthrax in Tom Brokaw’s officeat NBC,
the very next day we got cultures from
doctors asking us to rule out anthrax,”
stated Pat Lanza, President of Sunrise
Medical Laboratories, Inc. in
Hauppauge, New York.

Meetings With Lab Staff
“The interesting thing that happened
next was that some of our employees
became concerned about potential
exposure,” she added. “We conducted
a series of meetings with each depart-
ment and reviewed the points about
anthrax testing and safety procedures.
We also discussed procedures for han-
dling mail that appeared suspicious.”
In the days following the initial
disclosures about anthrax discoveries
in New York and New Jersey, Sunrise

fielded a call from an occupationa
medicine facility. “They inquired
about the details of testing up to 500
employees of a local post office”
noted Lanza. “Days later, that number
was raised to 2,500 employees.”

Even as more anthrax-contaminated
Stes were identified in New York and
New Jersey, the nation’s attention quick-
ly shifted to Washington, DC. In recent
weeks, the number of contaminated mail
rooms and offices in government build-
ings climbed steadily. Residents in DC,
aready living in a high-profile target for
terrorism, began keeping close tabs on
the anthrax situation.

Steady Flow Of Phone Calls
“Because government buildings are
likely targets for terrorists, our lab’'s
proximity to the nation’s capital puts
us close to anything that happens,”
stated Chuck Krambuhl, AML's Ex-
ecutive Vice President of Employee
and Client Relations. “Not only did we
start getting a steady flow of phone
cals from individuals with questions
about anthrax testing, but patients
were walking into our service centers
and asking phlebotomists to educate
them about anthrax testing. We also
discovered that calls about anthrax
were coming into different depart-
ments of the laboratory.

“Once we recognized this situation,
our management strategy was to create
an ‘anthrax information center’ and
direct al requeststo this newly-designat-
ed team,” explained Krambuhl. “We
changed the telephone prompt for callers
to the lab, giving them an option to
switch directly to our anthrax informa-
tion resource center. Couriersand staff at
the patient service centers referred ques-
tionsto this phone resource. We also sent
a gpecia ‘Lab Alert’ to our clients,
informing them of basic procedures for
ordering anthrax tests.”



In response to the anthrax contami-
nation, some government agencies and
private companies contacted AML to
arrange anthrax screening for their staffs.
“We've cooperated in these efforts,”
noted Bergstrom. “In some cases, sever-
a hundred people were screened.

“Normally, thisis a category of lab
testing which istypically quiet,” added
Bergstrom. “Operationally, our normal
operating procedures alowed us to
handle this unplanned increase in test-
ing in atimely fashion.”

Calls Come Into LabCorp
At Laboratory Corporation of Am-
erica, Inc., the situation has been simi-
lar. “We' ve certainly gotten inquiries
and calls regquesting information about
anthrax,” stated Pam Sherry, Senior
Vice President of Investor and Public
Relations a LabCorp.

“We sent detailed information to our
clinician and staff about anthrax testing
and employee safety. Like many other
labs, we test only clinica specimens.
Environmental specimens need to be
sent directly to the appropriate public
hedlth laboratories,” she noted. Sherry
aso confirmed that LabCorp has done
screening programs for public and pri-
vate organizations that had reasons to
request such testing.

Community Resource

The bioterror attacks using anthrax
reveal how quickly laboratories be-
come an important resource for the
affected communities. The experience
of clinical laboratories in New York
City and Washington, DC demon-
strates that most labs aready have in
place the basic management proce-
dures necessary to react effectively to
this level of biological attack.

At the same time, the redlity of this
rather modest bioterror attack forces
laboratories throughout the United
States to contemplate a more fearful
question: what happens if there is a
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Labs Beware: Coming Soon
Home Tests for Anthrax

REDICTIONS ARE THAT RETAIL STORES Will
have over-the-counter test kits for
Anthrax as early as Thanksgiving.

These are non-invasive test kits to be
used for determining whether anthrax is
present in the environment, such as in a
letter or in an air conditioning system. As
a non-invasive test, these kits are exempt
from most government regulation.

Vital Living Products, Inc. of
Matthews, North Carolina may be first to
market with such kits. Already, Ace
Hardware Corporation has announced it
will sell the $25 kit in its nationwide chain
of 5,100 stores. Other national retailers
are also expected to stock the kits.

Nationwide surveys indicate that as
many as half the people polled would buy
a home test kit for anthrax. Because
these types of kits are designed to detect
for the family of Bacillus bacteria (of
which Bacillus anthracis is a member),
some experts point out that a high num-
ber of false positives can be expected.

THE DARK REPORT advises that clini-
cal laboratories should maintain a
watchful eye on how consumers
respond to the availability of home test
kits for anthrax. Worried consumers,
after using their home test kits, will defi-
nitely include clinical laboratories in
their search for information and follow-
up testing.

wide-scale biologica attack, affecting
thousands of people? Can individua
laboratories effectively respond? 'mTmae
Contact Jack Bergstrom and Chuck
Krambuhl at 800-336-3718; Elkin
Smson, M.D. at 212-659-8181; Pat
Lanza at 631-435-1515; and Pam Sherry
at 336-436-4855.
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New Legal Trends Now
Affecting Pathologists

Here are four developing legal trends
that bear watching by pathology groups

CEO SUMMARY: During the past 36 months, quiet and signifi-
cant changes have occurred to certain legal issues involving
anatomic pathology services. The resulting new environment
exposes pathology groups to different types of threats, partic-
ularly to their sources of income. This intelligence briefing
launches a new series concerning the law and pathology.

ITHOUT MUCH ATTENTION Of
fanfare, specific legal issues
affecting anatomic patholo-

gy services have evolved in new direc-
tions during the past 36 months.

THE DARK RePorT identifies four
specific areas where the marketplaceis
in transition and pathologists may be
a risk if they fail to recognize and
respond appropriately. “Pathologists
should be aware that a number of
developments during recent years have
created new risks for their group prac-
tices,” stated Richard S. Cooper,
Attorney and Partner at McDonald,
Hopkins, Burke & Haber in Cleve-
land, Ohio.

“In some cases, it involves trends
to reduce or even eliminate traditiona
sources of compensation for pathology
services,” he said. “In other cases,
long-standing and accepted legal stan-
dards are changing and evolving in
directions that create a different type
of risk exposure for pathologists.”

Four legal issues top Cooper’s list
of concerns. In future installments,

THE DARK ReporT will provide more
detailed assessments of each. As an
introduction, Cooper categorizes these
four trends in the following manner.

Attack On Clinical Fees
“Top threat on my list is the
widespread action by hospitals and
payers across the country to reduce or
eliminate compensation for clinica
pathology services,” stated Cooper.
“Obviously, this involves Medicare
Part A agreements between pathology
groups and hospitals. But it goes
beyond that.

“There is sustained pressure by all
classes of payers to eliminate the pro-
fessional component for clinical
pathology services,” he continued.
“This despite successful lawsuits
which did affirm the validity of these
professional medical services and the
right of pathologists to bill for them.

“The second trend involves payer’s
actionsthat limit the number of pathol-
ogy and laboratory providers for out-
reach medical services. This principal-
ly occurs in two ways,” explained



Cooper. “One way isto limit the panel
of pathology and lab providers.
Another way isto offer reimbursement
a levels that only larger labs are able
to accept. Smaller anatomic pathol ogy
(AP) groups won’'t pursue contracts
offering minimum reimbursement for
AP specimens. In my opinion, thisrep-
resents a sustained threat to the long-
standing access pathol ogy groups have
had to patients in their community.

1

“Pathology groups should
recognize that the longer
they delay before taking
active steps to comply
with HIPAA requirements,
the greater the risk.”

|

“My third important issue is
HIPAA compliance,” noted Cooper.
“Right now, payers are ahead of the
industry in their compliance efforts.
Next would be hospitals and health
systems. Smaller labs and anatomic
pathology groups are lagging. Path-
ology groups should recognize that the
longer they delay before taking active
steps to comply with HIPAA require-
ments, the greater the risk.

Pressure To Consolidate
“Fourth on my list of key legal issues
is pressure by hospitals and integrated
delivery networks (IDN) to drive con-
solidation among pathology group
practices affiliated with individual
hospitalsin the IDN,” he said.

“This pressure and interference has
many forms,” continued Cooper. “It
can range from pressuring independent
groups to consolidate to actualy dic-
tating how the consolidation should be
accomplished and which individua
pathologists should be retained in
leadership positions.”
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Cooper’slist of high-priority issues
is rooted in the experience he and his
colleague gain in advising their pathol-
ogist-clients. “Geographically, we
work with pathology groups from
amost every region of the United
States,” noted Cooper. “That gives us
first-hand insights into which legal
issues are regional in nature and which
have national implications.”

Business Strategies
THE DARK RePorRT recommends that
pathology groups take time to under-
stand these trends and devel op effective
business strategies to counter them. In
upcoming issues, THE DARK REPORT
will address each of the four legal trends
identified by Cooper in more detail.
These briefings will identify the
factors defining the trend and explain
how legal practices have changed.
Also, effective responses and strate-
gies already in use by top-performing
pathology groups to dea effectively
with these threats will be discussed,
along with their pros and cons.
Preparation is one strategy that
Cooper recommends. “At a minimum,
| seelots of pathologistsleaving lots of
money on the table,” he declared.
“One reason is because the opposition
is well-prepared and holds the money.
But the other reason is that many
pathol ogists do not prepare themselves
effectively before entering into these
types of negotiations. They are not
good advocates for themselves.” T
Contact Richard S Cooper at 216-
348-5438.

UPCOMING

To provide in-depth analysis on these
important legal trends in anatomic
pathology, THE DARK REPORT is launch-
ing an ongoing series. The next install-
ment will address the trend of eliminat-
ing reimbursement for clinical pathology
professional services.
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Lab Industry Briefs

—

—

ROCHE DIAGNOSTICS
POSITIONED TO SERVE
PUBLIC HEALTH LABS

HEIGHTENED CONCERNS over bioterror-
ist attacks have accelerated plans with-
in the public health lab sector to
acquire state-of-the art diagnostic tech-
nology in DNA typing and enzyme
immunoassay.

Roche Diagnostics has instrument
systems well-suited for both testing cat-
egories. Its DNA analyzers will compete
with systems from Applied Biosystems
and Cepheid. Magjor competitors in the
immunoassay field will be PerkinEl-
mer and Applied Biosystems.

The Center for Disease Control
and Prevention (CDC), along with
state and local public health labs, is
accelerating long-standing plans to
incorporate speedier methods of detect-
ing bioterrorist attacks. The goa is to
replace conventional testing methods
for such organisms as anthrax and
plague with molecular and DNA-based
technologies that are faster and offer
increased sensitivity.

The CDC is currently working to
validate molecular DNA and antibody
tests for organisms and molecules most
likely to be used in bioterrorist attacks.
Its goal is to supply state public hedth
labs with identical kits of reagents nec-
essary to identify bioagents. This would
alow faster and more accurate analysis
to be done. It would &l so create common
capabilities so that, if needed, results can
be verified at other labs.

DIGENE CONTINUES
TO BORROW FROM CYTYC'S
MARKETING PLAYBOOK

EFFORTS TO ESTABLISH HPV TESTING as
an accepted part of clinical protocols

for cervical cancer detection continue
at Digene Corporation.

As noted in past issues of THE
DAark ReporT, Digene has studied the
marketing methods used by Cytyc
Corporation to successfully introduce
thin-layer Pap tests into the healthcare
community. One technique used by
Cytyc was to position its thin-layer
product as enhancing women’s health.

Digeneis following that same path.
In Belgium’s Parliament, the Chamber
of Representatives has “approved
unanimously a resolution calling for
the introduction of human papillo-
mavirus (HPV) testing within a nation-
al cervical cancer screening program.”

Digeneis hoping that this resolution,
and similar pronouncements by authori-
tative organizations, will help create
public pressure for health systems to
incorporate HPV testing into their
accepted clinical procedures.

CENTREX CLINICAL LABS
SELECTS LABTEST.COI
FOR WEB ORDERS, RESULTS
THROUGHOUT THE SUMMER, lab portal
companies competed intensely to win
the contract to implement browser-based
lab test ordering and results reporting at
Centrex Clinical Laboratories, Inc. of
New Hartford, New York.

In September, Centrex awarded the
contract to L abtest.com. Implementation
of the new system is dready under way.
Some of the first sites are dready live.

Centrex has areputation for being an
early adopter. Just two years ago, it
became one of Abaton.com’s first cus-
tomers and one of the first hospita-
owned commercia lab companies to
implement browser-based lab test order-
ing and results reporting. (See TDR,




February 14, 2000.) However, McK es-
son now only supports Abaton.com for
use as part of itsintegrated information
product suite designed for multi-hospi-
tal health systems. This forced Centrex
to look for another vendor, which
turned out to be Labtest.com.

Among the emerging lab portal
companies, Labtest.com has begun to
establish its credibility. Earlier this year,
Diagnostic Laboratories, Inc. of
Honolulu, Hawaii and PathL ab, Inc. of
Portsmouth, New Hampshire (now
owned and operated by Laboratory
Corporation of America) selected
Labtest.com for browser-based lab test
ordering and reporting.

Sources also tell THE DARK REPORT
that Labtest.com has the inside track to
sal its browser-based ASP system to
one of the major health system labs in
New York City. It's a signa that more
laboratories believe the physicians
office marketplace is becoming com-
fortable with the concept of browser-
based |ab test ordering and reporting.

PE ORTS
INCR ECIMENS

ICREASES IN SP
AND REVENUE FOR Q-4

ALTHOUGH SEPTEMBER Was a turbulent
month for the entire laboratory indus-
try, Specialty Laboratories, Inc.
seemsto have taken it in stride.

For third quarter, it reported total
accessions had increased 16% over the
same quarter last year. Net revenue for
the quarter was $42.8%, an increase of
8.3% and net income was $2.9 million,
up by 22.4%.

This strong increase in specimen vol-
ume indicates that, despite economic
doldrums in other sectors of the econo-
my, demand for esoteric and reference
testing remains strong. Clinicians con-
tinue to order sophigticated tests as an
integral part of their practice.

Because of disruptions in the
national air transport system following
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the events of September 11, it might be
expected that national esoteric labslike
Specialty would have experienced a
flat or declining volume of accessions.
Since that was not the case, the logis-
tics response by Speciaty’s manag-
ment team seems to have sustained the
incoming flow of specimens.

In fact, at 1:30 am. on Thursday
morning of that tragic week, Special-
ty’s Lifeguard flight, a FedEx charter,
was the first plane to land at Los An-
gelesInternational Airport (LAX) since
its closure at 9:00 am. on September
11. Specidty told THe DARK REPORT
that, for the entire week, specimen vol-
ume was only down 15%.

TRIPATH IMAGING GAINS
EDA CLEARANCE FOR
THIN-LAYER PREP & SCREEN

AFTER A LENGTHY EFFORT, TriPath
Imaging, Inc. finally obtained clear-
ance from the Food and Drug
Administration (FDA) to market its
automated thin-layer preparation sys-
tem and automated Pap screening sys-
tem as an integrated product.

The FDA's clearance, announced
October 8, makes TriPath Imaging the
first company to offer a totally-auto-
mated solution for preparing, then
screening, thin-layer Pap tests. Just
nine days later, MDS Laboratory
Services of Canada signed an agree-
ment to acquire and use TriPath’s auto-
mated Pap test system. MDS does
about 500,000 of Canada's four million
Pap smears yearly.

TriPath Imaging was formed from
the merger of AutoCyte, Inc. and
NeoPath, Inc. in the summer of 1999.
(See TDR, July 19, 1999.) It has
worked continuously since the merger
to obtain clearance from the FDA to
marry its automated PREP® system
with AutoPap®, its automated screen-
ing system. TR
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Secrets For Negotiating Win-Win Agreements

Pricing Models and RFP Terms
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For Web Orders and Results

CEO SUMMARY: Browser-based systems for lab test
ordering and results reporting are now offered by a
growing number of vendors. Early adopter labs are suc-
cessfully acquiring these systems and offering them to
their physician-clients. In this third installment of our
special series, Cory Fishkin explains how to develop
effective RFPs (Request For Proposals). He also
explains the three common pricing models offered by
vendors, along with their benefits and disadvantages.
With an insider’s perspective and experience, Fishkin
offers valuable information on how to negotiate for the
right browser-based system at the right price.

PART THREE OF A SERIES

EpiTor' s NoTE: In the first two install-
ments of this series, Cory Fishkin,
President of Mostly Medical, Inc. of
New York, identified and explained the
operational requirements for an effective
browser-based lab test results reporting
system, followed by the same for brows-
er-based lab test ordering. (See TDRs,
July 23, 2001 and September 4, 2001,

respectively.)

COM PARED TO PURCHASING tradition-
a LIS software, the acquisition of
a browser-based lab test ordering
and results reporting system has unique
differences which should be incorporated
into the request for proposal (RFP).

“The concept of ASP (application
service provider) systems requires a dif-
ferent relationship between the lab cus-
tomer and its vendor of choice,” stated
Cory Fishkin, President of Mostly
Medical, Inc. of New York. “Whether
the lab hosts its own server or alows the
vendor to do the hosting, the nature of
the day-to-day business relationship has
changed between the two.

“The success of this new type of
business relationship starts with the
RFP” he explained. “Moreover, a well-
prepared RFP is key to negotiating the
most effective price. Vendors see lots of

RFPs. They recognize the good ones
from the bad ones.”

Fishkin believes a lab enjoys two
benefits from a well-structured RFP.
“One, the RFP communi cates to the ven-
dor whether or not the laboratory will be
a good customer with which to work,”
he stated. “Two, the better the RFP, the
more likely it is that the lab will negoti-
ate favorable terms and prices.

Secrets Of The Good RFP
“That's why it is important that the lab
understand how to craft a detailed RFP”
continued Fishkin. “It forms the basis
for developing a win-win relationship
with the chosen vendor.

“This installment will first address
the essential elements of an effective
RFP” noted Fishkin. “Then I'll discuss
the three common pricing models used
to sell browser-based lab test ordering
and reporting systems.

“Writing an effective RFP for a
browser-based |ab testing ordering and
results reporting system is actually a
fairly simple process,” he said. “The
first secret is not to create the RFP
from scratch. Review RFPs your lab
has used in the past to purchase LIS
software. Organize your RFP in much
the same way and borrow sections as

appropriate.

“Your RFP should query the vendor
about its past experience with the specif-
ic LIS software products used by your
lab,” observed Fishkin. “You want the
vendor to provide alist of customers with
the same LIS for which the vendor has
created an interface. Be particular about
which LIS versions have been interfaced
successfully, because interfacing to dif-
ferent versions of the same LIS software
can require radically different resources.

Critical Success Factor

“Next, it's equally important for the lab to
identify the most significant practice
management systems (PMS) used by its
physician-clients,” added Fishkin. “A
good interface between the physician’s
PMS and the browser-based order entry
module is a critical success factor.

“This requires the lab to survey its
clients to determine the most prevalent
PMS products used in the community,”
he said. “As part of the RFP, vendors
should identify the specific PMS systems
to which they have written interfaces and
list their experiences with these systems.

“Requirements for training and instal-
lation in physicians' offices must aso be
addressed in the RFP,” Fishkin stated.
“Can these functions be outsourced to the
vendor? Does the vendor have the
resources to do this properly? This can be
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Three Pricing Models
For Browser Systems

LoNG WITH the introduction of browser-

based systems for lab test ordering and
results reporting came a new pricing model,
the per-transaction model. Cory Fishkin,
President of Mostly Medical, Inc. of New
York explains the three common pricing
models now found in the lab industry.

TRANSACTION MODEL:

This model charges a fee for every
transaction between the lab and its
clinician-clients.  Pioneered by
claims vendors, this pay-as-you-go
model is suited for use with the
introduction of application service
provider (ASP) software offered on
a remote host basis.

PER-USER MODEL:

In this pricing arrangement, the lab-
oratory pays either a monthly, year-
ly, or one-time fee for each individ-
ual licensed to use the browser-
based lab test ordering and results
reporting system.

SITE LICENSE MODEL:

Probably the most familiar software
pricing model, the vendor charges a
flat fee to the laboratory, and is paid
an annual support fee in the range of
18% of the site license cost.

an issue for hospital laboratory out-
reach programs.

“Frequently, there is only one indi-
vidual responsible for marketing, cus-
tomer service, trouble-shooting, and
the like,” he added. “ Asking this same
person to also install and train physi-
cian-clients in how to use the test
ordering and results reporting system
may overload them. That is why it
might make good business sense to
outsource these responsibilities.”

Fishkin also recommends devel-
oping an RFP which is “vendor-

friendly.” “Too often, labs issue RFPs
which require the vendors to repeat, in
text, information which is already
available in marketing and collateral
literature,” he commented. “Or, the
RFP may pose broad questions, like
‘explain your implementation proce-
dures.” In both cases, vendors must
spend more time and energy providing
detailed written responses on topics
for which better documentation
aready exists.

Use Checklists In RFP

“I's a much better strategy to use
checklists,” recommended Fishkin.
“Ask the vendor to check items or ser-
vices they provide which are relevant to
the lab’'s needs. Alternatively, the RFP
can invite the vendor to use attach-
ments. That permits the vendor to attach
documentation concerning implementa-
tion procedures and other functions.

“In both cases, your vendor can
probably provide better information
than if it must write narrative answers
to broad questions,” he noted. “As
well, these basic guidelines insure that
the RFP gives the lab a fair basis to
evaluate competing vendors.

Earlier Interfaces
“Next, it is particularly important to
identify how the vendor has interfaced
its other clients to the same LIS and
PMS systems in use by your lab and
your clients,” commented Fishkin.
“Thisis akey point and the lab should
definitely contact those customers the
vendor provides as references. Writing
the interface and implementing it are
critical success items as you move to
introduce browser-based services
across your laboratory organization.
“Another critical success factor is
the vendor’s ability to install the sys-
tem and implement the solution with
maximum success,” he added.
“During the RFP process, you should
insist on meeting the staff and the



managers who will be responsible for
implementation,” stated Fishkin.
“Frequently, it is only the sales people
who work with the RFP. After signing
the agreement, the lab then must
implement the system working with
an implementation team they’ ve never
met. It's a shrewd business step to
meet the vendor’s implementation
staff during the RFP process. It gives
you the opportunity to evaluate their
capabilities and whether they can
meet your laboratory’s unique needs.”

|
It’s a shrewd business step
to meet the vendor’s imple-
mentation staff during the
RFP process. It gives you the
opportunity to evaluate their
capabilities and whether they
can meet your laboratory’s

unique needs.”
|

Pricing is the next subject. “As
vendors respond to the initial RFP,
they have three basic pricing models
to offer,” he said. “These are: 1) the
transaction model; 2) per user license
model; and 3) site license model. Each
has different advantages and disad-
vantages for laboratory customers.”

According to Fishkin, the transac-
tion model is the newest pricing
model to emerge as part of the ASP
remote-host business concept.
“Transaction pricing involves charg-
ing the lab for each electronic transac-
tion. This can be done by charging
either a fee for a single patient’s test
order and results—commonly called a
‘round trip’—or charging individually
for test orders and reports.

“Under this pricing model, higher
volumes of transactions will earn lower
prices per transaction,” he said. “Also,
vendors have up-front fees. Each inter-
face that needs to be written might cost
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between $10,000 and $75,000. Training
and project implementation fees can
run as high as $25,000. However, some
vendors are willing to offset these up-
front costs and recover those monies
from slightly higher transaction fees
during the life of the contract.

Price Per Transaction
“Typically, the price per transaction will
range from 25¢ to $1.00. The exact
amount is determined by transaction
volume and whether the vendor’s front-
end fees were deferred and will be
recouped from transaction fee revenues
over the life of the contract,” explained
Fishkin.

The lab’s sales strategy will influ-
ence the type of transaction pricing it
selects. “ Some |labs want to emphasize
browser-based lab test results report-
ing as the main service. They want to
get as many doctors as possible to
begin accessing lab test results by
browser. To support this strategy, |
recommend that labs ask their vendor
for a two-tier pricing arrangement,
with results reporting charged at a
lesser sum than test ordering.

Economic Benefits

“Typicaly, test order transactions
should be priced higher than lab results
transactions,” continued Fishkin. “This
is sensible. It is less complex to report
results. Also, the economic benefits to
the lab from an accurate and complete
electronic test order justify a higher
price per transaction.

“Some vendors are amenable to
this pricing arrangement,” he stated.
“They know that the more frequently
a physician’s office uses electronic
test reporting, the more likely they are
to subsequently adopt electronic test
ordering. That benefits both the lab
and its vendor.

“A couple of caveats about the
transaction pricing model. First, make
sure that support fees, generally
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around 18% to 20%, are not assessed
on implementation fees,” advised
Fishkin. “Such fees would include
project planning, project management,
training, administrative, set-up—any-
thing relating to installation.

36-Month Estimate

“Second, the best way to determine
your total cost and compare proposals
from competing vendors is to add the
up-front charges to your projected vol-
ume of transaction fees over the first
36 months of the contract,” he added.
“This is precisely what the vendor
doesto insure it recovers all its costs.

“Such a calculation allows the
lab to understand how the pricing
for individual services in the contract
affect the total price paid over the
life of the contract,” observed Fishkin.
“Equally important, it allows the
lab to accurately compare its true
costs between all vendors and any
of the three pricing models that might
be used.”

Next is the per user license fee
pricing model. “This can be described
as ‘pay-as-you-go’,” said Fishkin.
“For every clinician using the system,
including M.D., PA., and N.P, the lab
pays a license fee to the vendor. This
fee can either be a one-time payment
or a monthly charge. It is based upon
the number of individual users.

Popular Pricing Module
“Currently, thisisthe most popular pric-
ing model in the lab marketplace,”
observed Fishkin. “It's easy to set up
and manage. Monthly fees will range
from $20 to $70 per user. One-time fees
go from as low as $100 to as much as
$1,500 per user. Again, if thereis not a
separate implementation fee, license
fees should include implementation,
including installation of the server,
establishing adatabase, loading thelab's
test catalog and ordering rules, and val-
idating interfaces with the LIS,

“A word of caution about this
pricing model,” warned Fishkin.
“Exercise care in how the agreement
defines a user. Be sure to know
whether it includes staff in the physi-
cians’ office or only clinicians.
Further, make sure you can recycle
the user license if individual physi-
cians leave the client practice.

“It's been my experience that the
laboratory’s marketing strategy and
client composition determines the eco-
nomic justification for the per user
license pricing model,” observed
Fishkin. “For example, if the lab
serves lots of smaller physician group
practices, per-user arrangements can
be quite cost effective.

More Economical Options
“However, in larger groups and clinics
where per-user fees could be assessed on
20 or more clinicians, it may be more
economical for thelab to either switch to
another pricing model or ingtal a thick
client, depending on the needs of the
practice. Another option is for the ven-
dor to carve out these types of clientsand
price them differently for the lab.”

The third pricing mode is the famil-
iar “dte licensg” arrangement, used for
decades to acquire LIS software. It
involves aflat cost to operate the system.
“Conceptually, the lab pays once for use
of the system and fees are not linked to
either the volume of transactions or the
number of clinicians using the system,”
explained Fishkin. “Annual support
costs generaly run between 18% and
20% of the license fee.

“The actual price of the system will
vary according to the features selected
by the lab and the number of users it
expects to use it,” he continued. “To
negotiate the most favorable agree-
ment, the lab should do detailed esti-
mates of the number of physicians
offices which can be expected to move
toward browser-based lab test ordering



and results reporting during the life of
the contract. This is the customer mix
which must be supported by the thin
client ASP software.

“One benefit of the site license
pricing model is that the fixed cost
arrangement allows a laboratory to
accurately budget its costs over a
multi-year period. The downside is
that the lab may be paying for the
complete menu of functions such as
orders, reporting, and queries, but only
using certain services or for physician
licenses you may never need.”

Contract Terms

Fishkin notes that most site license
agreements have a clause that allows
the contract to be renegotiated if
the lab’s parent hospital or health sys-
tem isinvolved in amerger or acquisi-
tion. “This is a reasonable response
to magjor changes in the client's
operations and transaction volume,”
he observed.

Fishkin notesthat, regardless of the
pricing model used, laboratories
should be careful to establish the right
kind of support for their needs. “If
your lab provides services to emergen-
cy departments, urgent care centers,
and physician’s offices that offer
weekend hours, you may need a 24/7
service arrangement,” he said. “Also,
you want a vendor whose support
infrastructure is capable of notifying
you if the system is down. That avoids
the unpleasant surprise that occurs
when aclient calls and says they can’'t
use the system.

“I"d also recommend that |aborato-
ries build an ‘up-time’ incentive into
the agreement,” he added. “In situa-
tions where the system might be down
for hours or days, vendors should pro-
vide a credit to the laboratory. This
credit is a motivation for them to
maintain service continuity and fix
problems fast!”
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Inducement Issues May
Need To Be Considered

“WHEN INSTALLING these browser-based
systems in physicians’ offices, it's
important to remember that inducement
issues must be considered,” advised
Cory Fishkin, President of Mostly
Medical, Inc. of New York.

“For example, if the lab provides a PC
to the physician’s office which hosts the
browser used to order lab tests and
access results, the browser should point
only to the lab’s Web site,” noted Fishkin.
“If the physician is using the PC for other,
non-lab related tasks, he should pay ‘fair
market’ for these functions. Each situation
may vary, so it's wise to consult your legal
counsel about compliance and other legal
issues.”

Fishkin's advice and recommenda-
tions on RFPs and pricing models is
based on several years of hands-on
experience with the earliest generations
of browser-based systems built on the
ASP concept. THE DARK REPORT
believes this experience can help labo-
ratories acquiring such servicesto nego-
tiate the best possible terms and prices.

Better Performance

Each new generation of browser-based
lab test ordering and results reporting
products offers a better combination of
performance and price. Most likely,
the pace of acceptance by physicians
officeswill track the rate at which they
acquire broadband Internet access in
their offices.

The entire American hedthcare sys-
tem ismoving toward more effective use
of Internet-based services. Laboratories
and pathology groups would be well-
served to position their organizations to
benefit from this trend. TR
Contact Cory Fishkin at 888-391-6260
or email: cfishkin@optonline.net.
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L egisiative Update

Certain Medicare Lab Reforms
May Make It Through Congress

NE CONSEQUENCE of the terrorist

tacks on September 11 is that
proposed reforms to Medicare

lab reimbursement policies have
assumed a lesser priority with the cur-

rent Congress.

Despite that fact, Congress must
still address the day-to-day require-
ments of managing government func-
tions. Thus, there is still activity under
way to develop and pass hills affecting
funding and policy issues for the
Medicare and Medicaid programs.

“There is a measured degree of
optimism that certain reformsinvolving
lab testing may yet be passed by
this Congress,” stated David N.
Sundwall, M.D., Executive Director
for the American Clinical Labora-
tory Association (ACLA), based in
Washington, DC.

“We are hopeful that action will be
taken to bring about a nationa fee
schedule for lab testing services,” he
noted. “That will benefit labs in sever-
al ways. However, given recent events,
it is now unlikely that overal funding
for lab testing will be increased.”
Specific Reform Proposals
Dr. Sundwall noted that one reform
measure that has promising prospects
for enactment would alow labs to
choose a single Medicare carrier.
“There are some very tangible propos-
as to reform the way Medicare con-
tracts for lab testing services,” he indi-
cated. “One element would alow labs
to select and work with a single
Medicare carrier. Another would bring

more transparency to Medicare con-
tracting procedures. For example, CMS
(Centersfor Medicare and Medicaid
Services) would be more open to input
and comments from |laboratories during
reviews of new testing technology and
similar issues.”

Recently CMS Director Thomas
Sculley disclosed that reimbursement
for the physician professional compo-
nent would be reduced 4% in the next
fiscal year. “This will certainly impact
pathology professional fees,” noted Dr.
Sundwall. “When Medicare does cut
physician fees by 4% across the board,
it will be the first-ever reduction in the
RBRVS schedule. This action demon-
strates how priorities are shifting with-
in the Medicare program.”

Earlier this year, two bills were
introduced into the House and Senate.
Numbered as H.R. 1798 and S. 1066,
the Medicare Patient Access to
Preventive and Diagnostic Tests Act
was designed to implement a number
of the reforms to Medicare lab reim-
bursement policy recommended by the
Institute of Medicine (IOM).

“We never expected to seethe IOM’s
completelist of reforms passed. But there
was enough Congressional support to
give us hopethat key reforms, along with
additiond funding, might be possible”
explained Sundwall. “Despite recent
events, the lab industry has garnered
important attention to see at least a few
long-overduereformsenacted.” T

Contact David Sundwall, M.D. at 202-
637-9466.
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Quest Buys New Jersey Lab,

Lab Investors Cash In Stock

Major shareholders of AmeriPath, Unilab,
and Dynacare offer their stock to public

HERE'S LOTS OF BUYING and sell-
I ing taking place among the pub-
lic laboratory companies.

On one side of the spectrum, Quest
Diagnostics Incorporated announced
the acquisition of Clinical Diagnostic
Services, Inc., aprivate laboratory com-
pany based in Englewood, New Jersey.

Clinical Diagnostic Services (CDS)
was one of the largest independent lab
companies remaining in the United
States, with annua revenues of approxi-
mately $80 million. In recent years,
magjority owner Guy Seay had enter-
tained offers from many buyers, but had
aways said no. Some were surprised by
the decision to sdll to Quest Diagnostics,
but it makes sense for many reasons.

Savings From Integration
First, most clients of CDS are located
in the New York metropolitan area.
Thisis also prime geography for Quest
Diagnostics. Thus, savings from opera-
tional integration should be significant.

Second, Quest Diagnostics holds
many of the major managed care con-
tracts in this region. This may help it
generate more specimens from the
physician offices served by CDS. That
would provide additional revenues to
Quest Diagnostics as a result of the
CDS acquisition.

Third, CDS has a pool of taented
medical technologists which, in light of
the nationwide shortage of med techs,

Quest Diagnostics can readily use.
Quest’smain laboratory in Teterboro cur-
rently has about 250 job openings. It's
expected that current CDS employees
will fill many of those open positions.

Secondary Stock Sales

Even as Quest Diagnostics was acquir-
ing a major regional competitor, other
public lab companies were busy. At
AmeriPath, Inc., Dynacare, Inc., and
Unilab Corp., primary shareholders
decided it was an auspicious time to
sell blocks of their shares to the public
in secondary offerings.

AmeriPath filed its secondary
offering on September 17. Three major
investors sold 4,125,000 of their
AmeriPath shares for $107.25 million.
The offering was priced on October 23.
These shares represented 14.06%
of Ameripath’s 29.3 million outstand-
ing shares.

Unilab Tests The Market
Next was Unilab, which filed on October
3. Investors connected with Kelso &
Company, the private equity firm which
acquired Unilab in 1999, offered 8 mil-
lion shares. The secondary offering was
priced on October 18 at $20.50 per
share, representing a total of $164 mil-
lion. However, the participating share-
holders decided the price was not suffi-
cient and the offering was not closed.
Just last week, on October 26,
Dynacare filed for a secondary offering.
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The company will sell 2.7 million
shares. Stockholders, including the pri-
vate equity investment firm Golder,
Thoma, Rauner, and Cressy (GTCR)
and several senior Dynacare executives,
want to sell 2.3 million shares. Total
value of the offering would be about $79
million at current prices. This would be
about 25% of Dynacare's total outstand-
ing shares. As of presstime, this offering
was neither priced nor closed.

Stock Sales By Equity Firms
Both Kelso and GTCR have moved to
sl shares and recover their origina
investment, and subsequent profits, in
Unilab and Dynacare, respectively. If the
financial markets continue to be viewed
as auspicious, the logical next lab com-
pany to make a public offering would be
American Medical Laboratories
(AML) of Chantilly, Virginia

GTCR isamaor investor in thislab
company and wants to create a public
market for AML’s shares. In fact, this
was attempted last fall. AML filed for
an initial public offering (IPO) on
September 29, 2000. (See TDR,
October 23, 2000.) This occurred at
about the same time that Specialty
Laboratories, Inc. and Dynacare were
also filing their own 1POs.

However, athough Speciaty and
Dynacare did complete their IPOs, AML
did not follow through with its own
offering. Logically, American Medica
Laboratories would be the next lab com-
pany to tap the financial markets.

Good News For Lab Owners
For those pathologists who continue to
own and operate independent clinical
laboratories, these recent events are a
good sign. The financial fortunes of the
public lab sector are strong. At a time
when the general stock market is drag-
ging, investors like the opportunities
for profits and growth in lab testing.

This trandlates into higher prices
when private laboratories are available

for sale. Although terms of the sale of
Clinical Diagnostic Services to Quest
Diagnostics were not disclosed, knowl-
edgeabl e sources believe that CDS was
profitable and Quest Diagnostics paid a
strong price to acquire the lab.

...knowledgeable sources
believe that CDS was profitable
and Quest Diagnostics paid a
strong price to acquire the lab.

Like LabCorp’s acquisition of prof-
itable PathLabs, Inc. of Portsmouth,
New Hampshire last fall, these sales of
profitable private labs stand in stark
contrast to most of the lab acquisitions
done in the second half of the 1990s.
Those were private labs, either
bankrupt or at the courthouse door.
Public labs acquired these money-los-
ing operations for little more than the
value of core assets.

Opportunity For Pathologists
There's another important insight to be
gained from these recent deals by pub-
lic lab companies. The professional
investment community is ready to
commit significant dollars to those lab-
oratory ventures they see as promising.
THE DARK REPORT oObserves that
pathologists with good management
skills and a strong core business can
readily attract financial backers.

Pathologists with entrepreneurial
ambitions should take advantage of this
market opportunity. The keen interest
by professional investors in molecular
and genetic testing means there is a
ready ear for pathologists with a good
business plan. The sustained revenue
growth in the quarterly financial
reports of public lab companies con-
firmsthat the laboratory test businessis
enjoying atime of prosperity. TR
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It's a milestone
in the Pap smear
testing market-

place. Cytyc Corporation,
in its third quarter financial
report, now claims its Thin-
Prep® product has 51% of
the national market for Pap
testing. Estimates are that 55
million Pap tests are done
annually in the United
States. A 51% market share
translates into 28 million
ThinPrep tests yearly.

Tenet & HCA

Public laboratory companies
are not the only healthcare
firms benefiting from keen
interest by Wall Street. For-
profit hospital corporations
are dso on aroll. Last week
Tenet Healthcare Corp.
went to market to sell $1 bil-
lion of debt securities. Re-
sponse from the investment
community was so strong, it
decided to sell another $1 bil-
lion in bonds! Meanwhile,
HCA, after reporting a 12%
in-crease in third quarter
earnings, announced that it
will spend $250 million to
repurchase shares.
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VISIBLE GENETICS

& GLAXOSMITHKLINE
TO TEAM IN CLIN TRIAL
Many consider HIV typing
and viral load testing to be
the cutting edge of pharma-
cogenomics—the concept of
using lab teststo guide thera-
peutic decisions. If true, the
collaboration between Visi-
ble Genetics, Inc. (VGI) and
GlaxoSmithKline (GSK)
bears watching. Glaxo will
use VGI's TRUGENE™
HIV-1 Genotyping King and
OpenGene™ DNA sequenc-
ing system for a large scale
Phase Il clinica tria of a
new HIV drug. This is the
second GSK trial to use
VGI’s products.

ADD T0: VisiBLE GENETICS
Last month Visible Genetics
received FDA clearance to
market its TRUGENE kit
and DNA typing system for
routine clinical use. This is
the first test kit for HIV
resistance testing to receive
clearance. In the testing con-
tinuum from esoteric to rout-
ing, some consider this an
evolutionary step that will
eventually make it possible
for larger numbers of clini-
cal labsto do such testing on
site, instead of referring it to
esoteric labs.
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Kudos Are In Order

Maybe they should be called
the “hardest working duo” in
the lab business. For the third
year in a row, CEO Larry
Siedlick and President Pat
Lanza have guided Sunrise
Medical Laboratories to
recognition as one of Long
Idand's “25 Fastest-Growing
Firms’ for 2001. Sunrise was
also honored as one of Long
Idand’'s “Top 50 Private
Firms’ in the annua awards
sponsored by KPMG LLP,
Hofstra University, and
Long Idand Business News.
Few companies are recog-
nized in multiple years and
even fewer are recognized in
both categories the same year.

Here's an illudtration of how
the rapidly evolving technolo-
gy of genomics will have
practical impact on diagnos-
tics and therapeutics. The
National Science Foundation
awarded an emergency grant
of $200,000 to the Ingtitute
of Genomic Resear ch tomap
the entire genome of Bacillus
anthracis, using the strain
found in Florida. The work is
expected to take a few weeks
and will initialy be used to
support forensic investigation
of the case.

That's all the insider intelligence for this report.
Look for the next briefing on Monday November 26, 2001.
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EXECUTIVE WAR COLLEGE
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of $152/night, and a great travel package.
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* Inside Look At New Management
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