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Courts Uphold Labs’ Challenges on CMS’ Rules
SINCE MARCH 31, THE FEDERAL CENTERS FOR MEDICARE &MEDICAID SERVICES
(CMS) has lost two decisions in two different U.S. district courts. Though each
case addressed fundamentally different issues, the rulings were remarkably sim-
ilar. In both cases, the courts questioned CMS’ failure to properly use federal
procedures.We provide analysis on both cases in this issue.
Each case has been widely reported. One involves the three San Diego-area

laboratories which went to federal district court and filed suit to prevent CMS
from moving forward with the Medicare Laboratory Competitive Bidding
Demonstration Project in the San Diego-Carlsbad-San Marcos metropolitan
statistical area (MSA). (See pages 3-7.) The second case was filed in the U.S.
District Court inWashington,DC, by anatomic pathology condo/pod lab com-
panyUroPath, LLC, and its affiliates, seeking to delay and overturn implemen-
tation of the anti-markup rule that became effective on January 1, 2008. (See
pages 8-9.) Since March 31, judges in both federal court cases have ruled in
favor of the plaintiff laboratory organizations.
This is instructive on several points. For one, every time labs seek redress

through CMS’ administrative procedures, invariably the administrative judge
rules against the laboratory and in favor of CMS. Thus, it is significant that two
federal district court judges, in courts 3,000miles apart, both slapped the govern-
ment on the hand and granted the request for injunctions by the plaintiff labs.
Next, each judge’s ruling has a common theme: In the San Diego case, the

judge ruled that CMS was required to follow the notice and comment require-
ments of the Administrative Procedure Act (APA) of 1946 as it developed the
Medicare Laboratory Competitive Bidding Demonstration Project. In the
Washington, DC, case, the federal judge ruled that CMS was required to follow
the notice and comment requirements of the APA when it proposed regulatory
changes using the 2008 Medicare Physician Fee Update process.
These two federal judges have delivered justifiable setbacks to the bureau-

crats at CMS. It is a message to CMS that it is not above the law! Further, as you
will read elsewhere in this issue, these two federal court cases may establish a
welcome precedent that CMSmust followAPA requirements on every compet-
itive bidding demonstration that it wants to implement. Be forewarned, how-
ever: neither of these federal court cases is concluded and government
attorneys have yet to respond to the injunctions in both cases. TDR
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IT WAS BIG NEWS LAST TUESDAY when a fed-eral judge issued a preliminary injunc-
tion that effectively stops the Medicare

Competitive Bidding Demonstration from
proceeding in the San Diego-Carlsbad-San
Marcosmetropolitan statistical area (MSA).
Now comes the question: what does this
decision mean for the laboratory industry?

The injunction ordered by U.S. District
Court Judge Thomas J. Whelan of the
Southern District of California on April 8
enjoins the federal Centers for Medicare &
Medicaid Services (CMS) from:

1. Announcing winners in the Medicare
Clinical Laboratory Services Com-
petitive Bidding Demonstration Pro-
ject for the San Diego-Carlsbad-San
Marcos Metropolitan Area;

2. Otherwise implementing and carrying
out the Medicare Clinical Laboratory

Services Competitive Bidding Demon-
stration Project for the San Diego-
Carlsbad-San Marcos Metropolitan
Area; and,

3. Further disclosing any information
included in the bid applications sub-
mitted in connection with the
Medicare Clinical Laboratory Services
Competitive Bidding Demonstration
Project for the San Diego-Carlsbad-
San Marcos Metropolitan Area.

“The judge agreed on a lot of points we
made in this case,” commented attorney
Patric Hooper of Hooper Lundy &
Bookman in Los Angeles. Hooper repre-
sents the three San Diego laboratory organ-
izations that sued CMS: Sharp Healthcare,
ScrippsHealth, and Internist Laboratory.

“The single most important element is
that the judge decided there was no per se

Three San Diego Labs Stop
Competitive Bid Demo
kFederal judge issues injunction preventing
CMS officials from proceeding with demo pilot

kkCEO SUMMARY: Last Tuesday, a federal judge handed a big
court victory to the three plaintiffs in their lawsuit seeking to
delay or stop implementation of the Medicare Laboratory
Competitive Bidding Demonstration pilot in the San Diego area.
In his written opinion, the judge ruled in favor of the plaintiffs on
three key points and issued a preliminary injunction. It is now up
to federal attorneys to respond to the judge’s decision.
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exception for Medicare demonstration
projects from the rule-making require-
ments of the Administrative Procedure Act
(APA) of 1946,”Hooper explained. “That is
significant, and not just for the laboratory
industry. The judge’s decision may have
major implications. That’s because, at an
earlier phase in this case, the U.S. attorney
argued in court that CMS has developed
many demonstration projects and never
goes through rule making. At that time, the
judge didn’t say a word in response to the
U.S. attorney’s statements.

“Clearly, CMS got themselves into a fix
on this issue,” Hooper added. “We believe
that, if we are successful on this issue of rule-
making, it could create a precedent because
there should be rule-making as prescribed
under the APA.” The APA describes how
federal agencies propose and establish regu-
lations and establishes a process for federal
courts to review agency decisions.

“For example, accept this precedent
and it means that CMS must now follow
APA rules,” he said. “In the case of the lab-
oratory competitive bidding demonstra-
tion project, CMS would now be required
to inform the public in the San Diego
MSA and hold hearings there as well.

“That’s how it should be,” he went on,
“since, if Medicare officials want to exper-
iment on Medicare beneficiaries, the
entire process should be opened up so that
doctors, Medicare beneficiaries, and other
members of the public can have input.
That’s the rule-making process. CMS
decided it wasn’t going to do so, but the
judge said he didn’t see any reason why
CMS shouldn’t follow the rules.”

It is likely that federal attorneys are
reviewing the judge’s decision.“This is a pre-
liminary injunction, which means the gov-
ernment can abide by the ruling and go
through rule-making,”Hooper commented.
“Or,CMS could abide by it but file an appeal
with the Ninth Circuit Court of Appeals in
San Francisco.

“A preliminary injunction can be
appealed immediately. But, unless the
government seeks a stay order, the appeal
would have no effect on Whelan’s deci-
sion, and an appeal could take months to
resolve,” he added. “Practically speaking, it
will take them a while to analyze the deci-
sion. If they decide to appeal to the Ninth
Circuit Court, they will need the approval
of the U.S. Solicitor General.

“Among the hurdles the government
faces is that Whelan is not some wild-eyed
judge,”Hooper said.“He’s a conservative fed-
eral judge, who issued a decision that might
be very difficult to overturn on appeal.”
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San Diego Judge’s Ruling
May Help Repeal of Law

“ANOTHER BENEFIT TO THE DECISION in the
San Diego Medicare laboratory com-

petitive bidding case is that it gives us
breathing room to get Congress to put a
stake through the heart of the laboratory
competitive bidding demonstration project,”
declared Alan Mertz, President of the
American Clinical Laboratory Association
(ACLA) in Washington, DC. “In fact, the
judge’s decision bolsters our arguments,
and legislation to repeal the project is gain-
ing steam in Congress.”

Legislation introduced in the U.S. House
of Representatives (HR 3453) has 40 bipar-
tisan co-sponsors. A similar Senate bill (S.
2099) has eight bipartisan co-sponsors.

“The judge was crystal clear in finding
that both laboratories and patients could be
hurt,” Mertz added. “ACLA applauds the
court for recognizing the harm this project
will cause and for highlighting the fatal
flaws in this project. Now it is time for
Congress to finish the job and repeal this ill-
conceived project.

“Senator Max Baucus (D-MT) has said
he intends to move a Medicare package to
the floor of the U.S. Senate early next
month,” Mertz continued. “We are urging
Congress to include our legislation to elimi-
nate the demonstration project in that
Medicare package.”
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AlanMertz, President of the American
Clinical Laboratory Association (ACLA)
agreed that CMS has significant hurdles to
overcome. “We’re quite pleased about this
decision,” he stated. “Judge Whelan truly
understood the issues and the possibility
of the harm that the demonstration proj-
ect could cause to labs and to Medicare
patients. If CMS must now go back and
follow all the rule-making procedures, it
will be a complex process that takes time.

kLegislative Solution Eyed
Commenting on the court decision during a
meeting at ACLA’s offices last Wednesday,
Marc D. Grodman M.D., President of Bio-
Reference Laboratories, Inc., of Elmwood
Park,New Jersey, and incoming Chairman of
ACLA, said, “Right now, the government can
do nothing and wait for a hearing on a per-
manent injunction or they could decide to
appeal this decision. In all likelihood theywill
not appeal and therewill be hearings and dis-
covery on whether to make this a permanent
injunction.All of that could takemonths.The
point is that this issue will require a legislative
solution and this court decision is an absolute
endorsement of the position that the entire
industry has been talking about for months,
that repeal is necessary.

“Quite franklywhenwehavediscussed this
issue with members of Congress, we found
support in favor of the industry position
among congressional members and we found
no support in favor of the laboratory demon-
stration project,” Grodman continued. “This
court decision is simply an endorsement of
what everyonehasbeen saying,and itwill likely
lead to strengthening our support to get a per-
manent solution.”

As CMS moved to implement the
demonstration project, THE DARK REPORT
has been critical of the procedures CMS
followed. In a special issue devoted to the
Medicare Laboratory Competitive
Bidding Demonstration Project, THE
DARK REPORT explained in detail many of
the steps CMS failed to follow. (See TDR,
December 31, 2007.)

Now several of those same procedural
issues are at the heart of the court’s decision,
raising previous questions about whether
CMS will go be able to go forward with this
project in the coming months. TDR

Contact Patric Hooper at 310-551-8111 or
phooper@health-law.com; AlanMertz at 202-
637-9466 or amertz@clinical-labs.org

LAWYERS FOR THE federal Centers for
Medicare & Medicaid Services (CMS)

had a tough time in the past few weeks in
cases involving laboratory testing services.

First, on March 31, U.S. District Judge
Rosemary M. Collyer granted a temporary
injunction stopping CMS from implement-
ing the anti-markup regulation that
affected only anatomic pathology
condo/pod labs. That was a legal victory for
UroPath, Inc. and its affiliates, in the law-
suit they had filed in federal district court in
Washington, DC. (See pages 8-9.)

Next, CMS lost an important decision on
Friday, April 4, when U.S. District Judge
Thomas J.Whelan agreed to hear arguments
from three San Diego laboratories in their
case against CMS. That ruling meant that
Whelan would hear arguments from the labs
for a preliminary injunction against CMS for
implementing the Medicare Laboratory
Competitive Bidding Demonstration Project
in the San Diego-Carlsbad-San Marcos met-
ropolitan statistical area (MSA).

Then, on April 9,Whelan issued the most
significant decision in that case so far when
he basically agreed with the arguments of
attorney Patric Hooper of Hooper Lundy &
Bookman in Los Angeles and issued the pre-
liminary injunction. Hooper represents the
three San Diego labs that sued CMS: Sharp
Healthcare, Scripps Health, and Internist
Laboratory.

Federal Attorneys Had
ToughWeek on Lab Cases
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LAST TUESDAY’S DRAMATIC DEVELOP-
MENTS THAT STOPPED the Medicare
Laboratory Competitive Bidding

Demonstration Project from proceeding
in San Diego would not have occurred
without an earlier favorable decision by
the federal judge hearing the case.

On Friday, April 4, U.S. District Court
Judge Thomas J. Whelan ruled in favor of
the three plaintiff laboratories on three
key points. It was necessary for Sharp
Healthcare, ScrippsHealth, and Internist
Laboratory to prevail on these three
points before Judge Whelan would then
take up the primary issue in the case: the
request by the three plaintiffs for a prelim-
inary injunction to stop the Centers for
Medicare & Medicaid Services (CMS) from
moving forward with the Medicare
Competitive Bidding Demonstration
Project unfolding in the San Diego-
Carlsbad-San Marcos metropolitan statis-
tical area (MSA).

When requesting the preliminary
injunction in January, Sharp Healthcare,
Scripps Health, and Internist Laboratory
challenged the procedural steps that U.S.
Department of Health and Human

Services (HHS) Secretary Michael Leavitt
used to implement the bidding demon-
stration project. Because the judge ini-
tially ruled against the three laboratories
on February 14, the Medicare lab compet-
itive demonstration pilot went forward as
announced. On February 15, CMS
accepted bids from laboratories seeking to
participate in the demonstration project.

kAwaiting the Next Steps
As part of his February 14 decision, Judge
Whelan requested that briefs and arguments
be made on three points of jurisdiction:
1) Do Plaintiffs have to exhaust admin-
istrative remedies before pursuing
their claims in federal court?

2) Is judicial review of Plaintiffs’ claims
barred under 42 U.S.C. § 1395w-
3(10)?

3) Are ripeness and standing require-
ments met?

In its response to the plaintiff ’s lawsuit,
attorneys for CMS said that the Medicare
Act precludes such suits because it requires
aggrieved parties to first file an administra-
tive appeal. Second, CMS also argued that

April 4 Fed Court Ruling
Opened Door to Injunction
kThree San Diego labs had to first prevail
on three legal issues for their case to proceed

kkCEO SUMMARY: Federal Judge Thomas J. Whelan’s ruling on
three key legal points on Friday, April 4, was the first court victory
needed by three San Diego-area labs in their lawsuit to prevent the
Medicare Laboratory Competitive Bidding Demonstration in San
Diego from proceeding. Judge Whelan ruled that the three plaintiff
labs: 1) did not have to exhaust administrative remedies before
turning to court; 2) a judicial review of these claims is not barred
by law; and, 3) standards for ripeness and standing are met.
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the labs have no standing to sue because fed-
eral law does not apply to such challenges.
On the third issue, CMS claimed any harm
to the labs is speculative because no winners
had been named in the bidding process.

kJudge Gave Labs A Big Win
It was Friday, April 4, when Judge Whelan
made his ruling after reviewing legal briefs
from both sides. Whelan ruled that: 1) the
court has jurisdiction over the labs’ claims
in the case; 2) the three plaintiff labs have
standing in the case; and, 3) at least some
of the claims are ripe for review, meaning
the plaintiff labs could suffer damages.

Among the most significant state-
ments in Whelan’s 8-page ruling were
those involving his decisions concerning
arguments U.S. Health and Human
Services Secretary Michael Leavitt had
made in legal briefs. THE DARK REPORT
reported on March 3 that the government
had misrepresented the facts in arguing its
case against the labs.

For example, federal lawyers for
Leavitt argued that, if the three plaintiff
labs are not named winning bidders, they
can use HHS’ administrative review pro-
cedures rather than pursue their case in
court.Whelan found otherwise, writing in
his ruling that “…contrary to the secre-
tary’s contention, if plaintiffs lose, they
cannot submit claims to Medicare and,
therefore, will not be in a position to
obtain administrative review.”

Whalen also said, “Furthermore, in a
February 1, 2008, letter sent to [labora-
tory] providers, the secretary stated that
non-winning laboratories cannot pursue
administrative appeals... (‘non-winner
laboratories... have no appeal rights when
Medicare denies payment for the test...’)
This statement contradicts the secretary’s
representation to the court that adminis-
trative review is available to plaintiffs.”

Later in his order, Whelan said,
“…plaintiffs contend that the secretary
violated the Administrative Procedure Act
(“APA”) by enacting a rule requiring some

laboratories that have a face-to-face
encounter with the patients, such as plain-
tiffs, to participate in the competitive bid-
ding process. Plaintiffs contend that this
rule conflicts with the express language of
[federal law], which excepts all entities
that have a face-to-face encounter from
the bidding requirement.”

Leavitt had also argued that CMS’ bid-
ding structure explains which labs could
submit bids. Whelan addressed this argu-
ment, writing, “But ‘bidding structure’
may reasonably be interpreted as encom-
passing only the secretary’s establishment
of the procedures or process that bidders
must follow. In short, the term is ambigu-
ous, at best, regarding whether it provides
the secretary with unchecked discretion to
determine who must submit bids. In light
of this ambiguity, the court finds that the
secretary has not provided ‘clear and con-
vincing evidence’ that Congress intended
to preclude judicial review of his interpre-
tation of the face-to-face exception.”

kLabs’ Arguments Have Merit
“The judge resolved these issues in our
favor fairly convincingly,” wrote attorney
Patric Hooper of Hooper Lundy &
Bookman in Los Angeles in an e-mail on
April 4. Hooper represents the three labs.

“The easiest thing for the judge to have
done in this case would have been to get
rid of it on jurisdictional grounds,”
Hooper explained. “Given the complexity
of the jurisdictional issues, we think this
order, in itself, is a significant victory.”

Had Judge Whelan not ruled in favor of
the three plaintiff laboratories on these three
points on Friday,April 4, then the court case
would not have proceeded to the next step,
which was the judge’s decision about grant-
ing the injunction to stop the Medicare
Laboratory Competitive Bidding Demon-
stration project, as requested by the plain-
tiffs. Just four days later, Judge Whelan did
grant the temporary injunction. TDG

Contact Patric Hooper at 310-551-8111 or
phooper@health-law.com.
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THERE’S BEENWIDESPREAD INTEREST across
the lab industry to news that onMarch
31, Uropath, LLC, won a preliminary

injunction in its case to prevent the federal
Centers for Medicare & Medicaid Services
(CMS) from implementing an anti-markup
regulation for pathology services performed
at anatomic pathology (AP) condo (or pod)
laboratories.

However, the injunction was not
issued as a result of a ruling based on a
hearing of the evidence that both sides
presented. Rather, U.S. District Court
Judge Rosemary M. Collyer’s March 31
order for a preliminary injunction is
specifically to allow the court more time
to hear evidence and study the case. As the
judge noted in the March 31 ruling about
the origins of the case:

Plaintiffs move for a preliminary injunc-
tion; HHS [Health & Human Services]
opposes and also moves to dismiss for lack of
jurisdiction. In order to permit time for brief-
ing and oral argument on the complex issues
involved, the parties consented to an Interim
Order, entered February 8, 2008. The Interim
Order set a briefing schedule (with briefing
completed on March 19, 2008) and a hearing
on March 28, 2008. The Interim Order fur-
ther provided that Secretary would not apply
the Anti-Markup Rule...

kCourt Wanted More Time
It was at the March 28 hearing that Judge
Collyer declared that the court would
need more time to study evidence and
conduct hearings before ruling on the
HHS move for dismissal and on the mer-
its of the plaintiff ’s claims. Collyer pro-
posed that both parties extend the status
quo. However federal attorneys wanted to

reserve the right to recoup any Medicare
payments in excess of the amounts that
would be permissible under the anti-
markup rule for any such claims submit-
ted between April 2 and May 2. The
proposed status quo extension and
interim order was to expire on May 2.

kGranting The Injunction
Judge Collyer saw through that stratagem. It
was one reason why she issued the prelimi-
nary injunction, stating in her writtenmem-
orandum “Because the Secretary insists on
retaining the right to recoupment, the Court
finds that, for the purpose of delaying a rul-
ing on the Plaintiffs’motion for preliminary
injunction, the Secretary has not sufficiently
waived its right to implement the Anti-
Markup Rule. Accordingly, as explained
below, the Court will grant Plaintiffs’
motion for a preliminary injunction.”

The immediate outcome of this pre-
liminary injunction is that the plaintiff
Uropath and its subsidiaries, Atlantic
Urological Associates, PA; Urology Care,
Inc.; Urology Center of Alabama, PC—as
well as other laboratories that physician
groups operate—can continue to file
claims with the Medicare program for
pathology services provided in these AP
condo (pod) laboratories.

Three other issues bear watching.
First, the judge’s opinion indicates that she
will review comments from the public to
CMS, as well as internal records bearing
on CMS’ decision to delay implementing
anti-markup rules for other clinical serv-
ices, but not pathology. The judge’s opin-
ion indicates that, to date, federal
attorneys have not produced such records.

Federal Judge to Look at CMS
Rule-Making in Anti-Markup Case

Litigation Updatekk
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Second, Collyer noted in her opinion
that she has yet to decide whether she has
jurisdiction to hear the case. If she decides
she does not have jurisdiction, then
UroPath’s case may be dismissed and the
temporary injunction would be lifted

Third, Collyer determined that the
plaintiffs showed a likelihood of success
by presenting evidence in support of their
allegation that the final rule is arbitrary
and capricious.

kPublic Notice And Comment
In particular, the judge noted that the
notice and comment requirements of the
federal Administrative Procedure Act
(APA) do extend to the amendment and
repeal of regulations, and that CMS issued
the final rule without notice and com-
ment. CMS also did not compile a record
of the public comments that it received
relating to its decision to change the rule.

In explaining her decision to grant the
preliminary injunction to UroPath and
the other plaintiffs, Judge Collyer
addressed three distinct legal aspects:

[First factor] The court based its decision
primarily on the issuance of the final rule (post-
poning the anti-markup rule except for
anatomic pathology services performed in a
centralized building and the technical compo-
nent of purchased tests) without notice and
comment as required in order tomodify the reg-
ulation, as well as the failure of CMS to agree to
delay enforcement of the rule for an additional
month (until May 2, 2008) while the court
reviews the case. On February 8, 2008, CMS
and the plaintiffs had consented to an interim
order providing that CMS would not apply the
anti-markup rule for claims submitted between
February 1 and April 1, 2008.

The Secretary issued the Final Rule with-
out notice and comment. Further, while the
Secretary admits that it issued the Final Rule
pursuant to “informal” comment, no record
indicating the nature and substance of such
comments has been presented to the Court for
review. The Court thus finds that this consti-
tutes evidence in support of a finding of arbi-
trary and capricious rulemaking, evidence
sufficient to support a preliminary injunction.

With regard to the second factor, Plaintiffs
have demonstrated irreparable harm. Although
the Secretary claims that this is merely a “bene-
fits” case and that Plaintiffs can be made whole
with amonetary damage award, such is not the
case. Plaintiffs have shown that it is likely that
Uropath and Dr. Michaels will lose their busi-
nesses if the Anti-Markup Rule goes into effect.
The Physician Groups have shown that it is
likely they will lose a substantial portion of their
businesses and that they will be forced to close
their laboratories. A preliminary injunction
avoids such irreparable harm.

As for the third factor, there are no other
interested parties who will be affected by the
issuance of an injunction in this case. The
Secretary will not be harmed as an injunction
will merely maintain the status quo.

Finally, with regard to the public interest,
public policy favors fair and open agency rule-
making. Therefore, issuance of a preliminary
injunction is in the public interest... In sum,
Plaintiffs have shown a likelihood of success on
the merits, and the Secretary will not suffer sig-
nificant harm if the injunction is granted. The
balance of harms favors the Plaintiffs, and pub-
lic interest favors the issuance of an injunction.
Accordingly, the Court will grant Plaintiffs’
motion for preliminary injunction.

kSame Issue in Two Cases
THE DARK REPORT observes that Judge
Collyer appears to be interested in
whether CMS has properly followed the
notice and comment requirements set out
in the Administrative Procedure Act. If
true, that would put this federal case on
common ground with the federal
case being heard in San Diego involving
the Medicare Laboratory Competitive
Bidding Demonstration Project.

Like Judge Collyer in Washington, DC,
the federal judge in San Diego is reviewing
whether CMSmust follow APA notice and
comment requirements as it designs and
implements the Medicare laboratory com-
petitive bidding demonstration project. That
makes for interesting speculation. Were the
plaintiff laboratories in both federal courts to
win favorable rulings on this point, that
might establish a very powerful legal prece-
dent that CMSmust follow. TDR
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EFFECTIVE UTILIZATION of laboratory
tests is widely recognized as one path
to improved healthcare outcomes. It

also helps conserve resources for hospitals
and laboratories alike.

But, as every laboratorian knows, it’s a
tricky path to interact with physicians and
help them do a better job of ordering the
right test. Physicians frequently consider
advice on lab test ordering to be an intru-
sion into their practice prerogatives.

That’s why recent improvements in lab
test utilization at John T. Mather Hospital,
in Port Jefferson, New York, are instructive
in how hospital laboratories can successfully
collaborate with referring physicians to uti-
lize lab tests in ways that raise patient out-
comes while saving money for the hospital.

kTwin Trends Fuel Test Demand
“About two years ago, our hospital admin-
istrators recognized that regional growth
and changing patient demographics were
squeezing our resources,” stated Denise
Uettwiller-Geiger, Ph.D., DLM(ASCP),
Director of Laboratory Services at Mather
Hospital. “Among other things, this led to

a stated goal of improving how laboratory
tests were ordered and how physicians
responded to the results of these tests.

“This effort is particularly important
becausewe do almost 2million tests per year
for this hospital, which is a 248-bed facility,”
Uettwiller-Geiger explained. “Our primary
service area is Suffolk County, an area of
Long Island undergoing rapid growth.
Currently, about 1.4 million residents live in
our service area and this number increased
by 100,000 since the last census.

“Such rapid population growth means
that the demand for lab tests is growing at
a high rate,” she said. “At the same time,
the hospital has experienced a shift in
patient demographics to an older, frailer
population that requires more resources
from the healthcare system. Both factors
were driving up test volumes.

“We know that the lab plays a critical
role in care and patient safety by provid-
ing timely test results to clinicians,”
Uettwiller-Geiger added. “However, the
questions that come up are these: Are all
these tests medically necessary? Are they
appropriate? Are there better choices?

Hospital Lab Evolves Into
A Consultative Resource
kHospital-wide initiative to educate clinicians
on lab test utilization leads to improvements

kkCEO SUMMARY: Every laboratory recognizes it has the
knowledge and expertise to become more of a consultative
resource to its referring physicians. At 248-bed J.T. Mather
Hospital in Port Jefferson, New York, the laboratory director
took advantage of adminstration’s interest in improving labo-
ratory test utilization by creating an enriched program of edu-
cation and collaboration. The effort has paid off, as measured
by changes in lab test ordering patterns for targeted assays.
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“As our administration took steps to bet-
ter align use of resources in response to the
trends of increased patient demand and
growth in lab testing volumes, I saw this as
an opportunity for our laboratory to
increase its contribution and become an
integral member of the healthcare delivery
team,” she observed. “This is particularly
appropriate at this time, given the increasing
complexity and sophistication of laboratory
testing and technology. In other words, there
was an opportunity for us to become more
like consultants to our physicians.”

kRight Test At The Right Time
The laboratory at Mather Hospital
launched a special effort to improve lab test
utilization and effectiveness. Uettwiller-
Geiger and her team has achieved these
goals by working closely with physicians to
develop a consultative role for laboratori-
ans. It involves educating physicians about
how to order the right test at the appropri-
ate time for each patient.

“One way we manage resources is by
totaling all the costs saved when we reduce
the number of send-out tests,” Uettwiller-
Geiger said. “We also periodically monitor
the number of reference lab tests sent out
to identify the change in physician order-
ing patterns since the start of this test uti-
lization effort two years ago.

“The thyroid panel is a good example,”
she noted. “In the past, physicians would
routinely order a thyroid-stimulating hor-
mone (TSH), tri-iodothyronine (T3) free,
and thyroxine (T4). In 2004, physicians
ordered more than 3,500 of those tests.
Recently,we discontinued that thyroid panel
and suggested that fewer tests might be
appropriate. In 2007, our physicians ordered
only 1,000 of those tests. We attribute this
improved result to the education provided
to the physicians about what tests would be
most appropriate for each patient.

“Here’s another example,” Uettwiller-
Geiger continued. “We believe physicians
should order screening tests before using
more sophisticated molecular tests. With

Lyme disease testing, which is done fre-
quently here in the Northeast, the screen-
ing test should come before aWestern blot
test. In addition, these are the guidelines
of the federal Centers for Disease Control
and Prevention, in Atlanta.

“But many times, physicians order
every lab test they think they might need
because they are seeing the patient as a
consultant on the case,” she observed. “We
understand they want to look at every-
thing. But it’s much wiser to proceed in a
more stepwise fashion.

“That’s why we developed algorithms
jointly with our physicians,” explained
Uettwiller-Geiger. “For instance, we have an
algorithm for hepatitis B and C testing.
Before we had the algorithm, doctors
ordered everything from A to Z—and not
all of these lab tests were necessary. Since
everything has a cost and their time has a
cost, we recommended that physicians start
with a set number of tests and then, based
on those lab results, move to the next level.

kCardiology Lab Order Guide
We also developed a chest pain sheet for
physicians in our emergency department
(ED),” she added. “We have four levels of
care for patients who present in the ED for
chest pain assessment. Included in the
four levels of care is a lab test order sheet
that was developed by the lab in collabora-
tion with the hospital’s heart team. This
sheet provides physicians with more pre-
cision in how to order the most appropri-
ate lab tests for each patient.

“Over the past year, we worked closely
with cardiology on a number of initia-
tives,” continued Uettwiller-Geiger. “That
interaction gives us important visibility
within the hospital and has opened up
dialog with all physicians. Our first collab-
oration with the cardiologists involved
developing an information sheet on the
D-dimer assay. This is used as a marker of
thrombotic process. The resulting fact
sheet explained the definitions of clinical
sensitivity and specificity for the test.
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“Recognizing that physiciansmay not get
this information from any other source, our
lab test fact sheets incorporate references and
data on the clinical significance, predictive
values, andwhat the results from each partic-
ular test can tell them,”saidUettwiller-Geiger.
“These lab test fact sheets also describe the
testing platform and the methodology used
in our laboratory. Physicians tell us that they
carry these fact sheets with them and refer to
them regularly.

“Each of these education efforts creates
an opportunity for laboratorians to converse
and interact with physicians,” she explained.
“We developed these initiatives over the past
12 to 18months and in that time, the lab staff
has begun to serve more as a consultant
throughout the hospital,” she said.

“In fact, that’s how I view my role: as a
consultant to physicians. The change is
noticeable,” she added. “Physicians now reg-
ularly call the lab for consultations and for
discussion about which specific tests they
should order. Each one of these situations
represents an opportunity for laboratorians
to demonstrate their knowledge, increase
their visibility, and ensure that the lab is seen
as a valuable consultative resource.

kConcise Source of Lab Info
“Inourhospital,wework collaborativelywith
the physicians, and our experience and back-
ground is particularly useful when discussing
difficult patient issues that arise in the course
of treatment,” stated Uettwiller-Geiger.
“Often, I will consult with our Laboratory
Medical Director John Chumas, M.D., and
between the two of us, we can answer most
any question thatmight arise from the physi-
cians about what is the most effective test to
use when treating patients and what results
physicians might expect from those tests.”

THE DARK REPORT observes that
Uettwiller-Geiger is on the cutting edge of
laboratory medicine today. She recognizes
that it is difficult for physicians to stay up
to date with the rate of development in
laboratory services. As a result, laboratori-
ans have more of an opportunity than at

any time in the past to serve as consultants
to physicians, thus increasing their visibil-
ity and the importance of having labora-
tory information at the point of care.

Contact Denise Uettwiller-Geiger,
Ph.D., DLM(ASCP), at 631-473-1320, ext:
4137 or dgeiger@matherhospital.org.

Use of Lab Alert Facts Sheets
Helps to Update Clinicians

HELPING CLINICIANS ADOPT new diagnostic tests
and reduce their use of older, less effective

lab tests is always a challenge. On February
2005, the John T. Mather Hospital laboratory
issued an alert to cardiologists and other physi-
cians about new diagnostic markers for
myocardial ischemia and injury. The alert
explained some of the changes the lab had
instituted in an effort to improve patient care.

The alert bulletin highlighted Troponin I,
along with Mather Hospital’s adoption of
Ischemia Modified Albumin (IMA) for ischemia.
“We made changes in our cardiac marker test-
ing to reflect the changing standards, the alert
explained. “We have removed the ‘cardiac
enzymes’ panel entirely. If you write an order for
‘cardiac enzymes,’ your order will be automati-
cally changed to ‘Troponin I every 6 hours x 3.’

“We are still experiencing physicians
expecting Total CK / CK-MB and myoglobin to be
measured as part of a ‘cardiac enzyme’ panel,”
the alert added. “While these tests are still indi-
vidually available, they are not a part of any panel
and are considered to be below the standard of
care for evaluatingmyocyte death in the U.S. and
Europe where we have Troponin I testing.

“Please remember that no biomarker
should be used outside the context of clinical
findings,” the alert explained. “We want to be
sure that you are aware of lab changes as we go
forward. Nurses or clerks will be instructed to
remind you and prompt you for more specific
orders if a ‘cardiac enzyme’ panel is ordered.”

Learn More about Mather Hospital’s
Lab Test Utilization Initiative

Denise Geiger, Ph.D., will speak at the
upcoming Executive War College in Miami

on May 13-14, 2008.
Details at www.executivewarcollege.com
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LABORATORIES CONTINUE TO LEARN new
lessons in how to use automation.
That’s certainly the case at Pinnacle-

Health, in Harrisburg, Pennsylvania,
where a carefully-planned integration of
new instruments and lab automation trig-
gered impressive gains in quality, produc-
tivity, and cost savings.

“Automating as many processes as pos-
sible is one key for laboratories seeking to
survive well into the future,” advised Judith
Darr, Administrative Director of Labora-
tory Services at PinnacleHealth.Her labora-
tory decided on a strategy of “best of breed”
in looking for analyzers, instrument sys-
tems, and automation solutions.

Since automating hematology and
chemistry in PinnacleHealth’s new core
laboratory in 2005, Darr’s lab has delivered
improved turnaround time (TAT), staff
productivity, and cut 50¢ from the cost of
every lab test. For a lab doing five million
tests (including 2.5 million billable tests)
per year, that 50¢ per test is generating
more than $1 million in savings each year.

These numbers validate the return on
investment (ROI) projected by Darr back

in 2003 when she proposed the automa-
tion project to PinnacleHealth’s board of
directors. The health system invested $11
million in construction costs for a new,
off-site lab facility, along with $2 million
in new instruments and automation.

“This presentation centered on three
main points,” noted Darr. “One, lab
automation had to deliver performance
consistent with the health system’s service
goals. Two, it had to meet ROI targets.
Three, it had to demonstrate that automa-
tion would help our lab cope with the
tight supply of medical technologists
(MTs). Like most labs, demographics
mean that we have an aging med tech staff
that is steadily approaching retirement.
Our view was that lab automation is an
absolute necessity as a strategy to supple-
ment a tight labor supply.

kFinal Consolidation Step
“We had two major business problems to
solve with this project. One was the press-
ing need to develop a way to operate the
laboratory even as the supply of trained
staff continues to tighten. Another was to

Lab Automation Viewed
As Essential Solution
kAutomated systems help lab boost efficiency
as a strategy to meet lab workforce challenges

kkCEO SUMMARY: A merger of three hospitals in Harrisburg,
Pennsylvania, forced PinnacleHealth’s lab director to find newways
to increase efficiency. A lab automation project helped improve
turnaround time and staff productivity and cut costs. The cost sav-
ings is about 50 cents per test, which means the lab automation
project is savingmore than $1million in annual operating costs.The
key to getting the project approvedwas the savings on cost per test
and having a proposal that matched the hospital’s strategic plan.
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resolve the outdated and inefficient lab
operation that resulted from the merger of
PinnacleHealth in Harrisburg with
Capital Health System in 1996, followed
by the 1998 merger with the Community
General Hospital, also in Harrisburg.
Although it was inefficient to run three
separate laboratories, we did so for about
six or seven years.

“Today, we have three hospitals with
670 beds, multiple primary care clinics,
and five lab draw sites in the community,”
she explained. “ The lab outreach program
represents about 30% our volume. We
now operate two laboratories with 197
FTES, seven full-time pathologists and
one part-time pathologist.

“The merger of the three hospitals in
the late 1990s left us with different instru-
ment systems across the three lab sites and
much of this equipment was aging,” Darr
continued. “We needed to consolidate two
city hospital labs and that consolidation
would be the final component of the
merger of the hospitals. The consolidation
was necessary to eliminate facility obsoles-
cence and inefficiency, improve low staff
morale, and allow us to accommodate
automation on a grand scale.

“In these labs, we had the wrong serv-
ices at the wrong sites,” she noted. “We
needed more room and better equipment.
Planning for the lab division makeover
commenced in 2001. After much consid-
eration, we opted to centralize laboratory
services in 30,000 square feet in a new
building connected to the main
Harrisburg Hospital. It was the last piece
of PinnacleHealth real estate in downtown
Harrisburg and there was a lot of infra-
structure under that land. So, that was an
extensive project.”

Having obtained board approval,
Darr’s teammoved forward with decisions
on laboratory layout, new diagnostic ana-
lyzers, and laboratory automation solu-
tions. The team decided to pursue “best of
breed” in its selection of analyzers and
instrument systems.

kSeeking the Best Equipment
“Of course, high volumes make chemistry
and hematology the most obvious candi-
dates for automation,” recalled Darr.
“Following plenty of research and trips to
vendors and other laboratories, we made
our decision.We decided the combination
that would best meet our needs was
Beckman Coulter’s chemistry and total
lab automation system, Sysmex for hema-
tology, and CellaVision for automated
digital differentials.

“Many lab directors believe that, if you
automate chemistry and urinalysis, you
need to put hematology on the same sys-
tem,” observed Darr. “But we came to a

FOR PINNACLEHEALTH in Harrisburg,
Pennsylvania, a major factor driving

its lab automation project was the short-
age of available labor, said Judith Darr,
Administrative Director of Laboratory
Services.

“With tongue in cheek, you might say
that medical technologists are a dying
breed,” she explained. “Nationally, the gap
between supply and demand is minus
32%. When we broke ground for this new
lab in 2004, there were 31,500 open med
tech positions throughout the United States.

“This national shortage is mirrored in
our regional market,” added Darr. “Some
46% of our technical employees are aged
50 or older, and 22% are 55 or older.
Retirement looms for many of these indi-
viduals. The PinnacleHealth Board recog-
nized the implications of these demo-
graphics and understood why automating
chemistry, hematology, and other depart-
ments in our laboratory is a viable strategy
to maximize the contributions of a limited
labor force.”

Gap Seen in Lab Staff
Supply and Demand
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different conclusion. Because hematology
is so different and its sample tubes are
quite different from chemistry tubes, we
didn’t see the necessity of putting hema-
tology on the same automated system as
chemistry, particularly when we evaluated
the needs of our lab against the analyzer
choices in the marketplace.

“For automation, our needs were
clear,” she added. “We wanted an auto-
mated system that could handle all speci-
mens automatically from preparation to
delivery to the instruments without any
intervention by med techs.

kDramatic Gains In New Lab
“Planning, approvals, and implementa-
tion required two years and the new labo-
ratory went live on December 6, 2005,”
said Darr. “Since then, the results of our
automation project have been dramatic.
Median turnaround time (TAT) for emer-
gency department (ED) specimens
declined by 17 minutes while we accom-
modated an 11% increase in test volume.
Via attrition, we reduced staff by 12 FTEs.

“PinnacleHealth has its own method
for measuring staff productivity,” she
noted. “Prior to the new lab project, we
were already very productive by this meas-
ure, rated at 100% to 107%. Once the
automated laboratory came into opera-
tion, staff productivity increased to 121%.

“Another important benefit was the
increase in staff safety, since automation
of these processes means staff no longer
touches samples,” added Darr. “One of the
most hazardous tasks in a lab is when a
tech pops the top off a sample tube, creat-
ing an aerosol that could contain
pathogens. Decapping is now handled by
the automated system, along with cen-
trifuging, aliquotting and delivery of
tubes to the analyzers hooked onto the
automated line.

kAutomated Storage Solution
“Once the tests are run, the automated
system delivers the specimens to an easily

accessible storage unit,” Darr explained.
“This automation set up saved one FTE.
We no longer manually search for speci-
mens when additional tests need to be run
from a specimen. Now, many of the speci-
mens for add-on tests can by retrieved
from storage by the automated system and
delivered to the analyzers without manual
intervention by our med techs.

“There’s another major benefit in
addition to improvements in TAT, pro-
ductivity, and safety,” she explained. “We
have a goal of consistency in our per-
formance on behalf of patients and physi-
cians. Consistency incorporates several
elements, including doing tests the same
way each time in the same amount of
time. This is just as important as the
speed with which you deliver results. For
most tests, it takes us about 15 minutes to
get the specimen and then about 12 min-
utes more to make the result available. If
we produce our results in the same time
every day, our laboratory gets fewer
phone calls. That means our lab operates
with fewer interruptions.

kPursuing Consistency
“In fact, fewer interruptions is another
benefit: Our laboratory is very quiet, and
that enables our techs to work continu-
ously in a productive environment,” she
said. “That further enhances productivity
because we don’t have staff spending
much of their day in a reactive mode.
Consistency is appreciated by both our
physicians and our laboratory team.

“Another measure of our success came
about six months ago when consultants
toured the lab and had few suggestions to
offer for further improvements and effi-
ciencies,” Darr related. “They didn’t know
what else they could do for us.

“Looking ahead, I know that in our
next step in lab automation, we want to
automate coagulation, urinalysis differen-
tial reading, and more fully automate our
blood bank, a project we are now
researching,” Darr said.
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The experience of PinnacleHealth in
consolidating and rationalizing their
multi-site laboratory organization points
to one of the most important drivers
behind the increasing use of laboratory
automation: the need to extend the pro-
ductivity of medical technologists.

Darr pointed out the twin challenges
facing almost every hospital laboratory in
the United States today. First, a large pro-
portion of the medical technologists are
rapidly approaching retirement. Second,
in an already-tight laboratory market,
there are not enough medical technolo-
gists to meet current staffing require-
ments, let alone enough to replace retiring
baby boomers.

Thus, it is significant that the labora-
tory team, administration, and the board

at PinnacleHealth recognized that a well-
designed laboratory automation project
could ease the labor crunch in two ways.
One, by substituting automation for man-
ual steps in the work flow. Two, by
automating work flow steps that extend
the productivity of the medical technolo-
gists, allowing them to devote time to
higher value responsibilities. TDR

Contact Judith Darr at 717-782-3582 or
jdarr@pinnaclehealth.org.

FIVE YEARS AGO, consultants suggested a
turnaround time goal that the laboratory

team at PinnacleHealth in Harrisburg,
Pennsylvania, considered to be almost
unreachable.

“These consultants said the lab should
have all our early morning testing finished
by 8:00 a.m.,” said Judith Darr, Admini-
strative Director of Laboratory Services.
“At that time, this seemed to be an impos-
sible goal, as we were meeting the 8:00
a.m. goal for early morning draws only
about 60% of the time.

“Our first strategy was to send more
phlebotomists out to collect and start them
earlier in the morning,” she explained.
“This did lift performance up to the high
70%—low 80% range. Then came the
move into the new lab and the start-up of
the automated line. Although there was a
dip in the percentage of results released by
8:00 a.m., after about 60 days, that
improved steadily, reaching 97%, a per-

formance—a level we’ve sustained now
for more than 18 months! Senior man-
agement and the physician staff have
recognized this significant achievement.”

Another strategy to help early morning
draws was the use of information technol-
ogy. “Once the laboratory automation was
operational and running smoothly, we then
implemented Collection Manager software
(from Sunquest Information Systems,
Inc., in Tucson, Arizona) about 18 months
ago,” Darr added.“The software allows our
phlebotomists to carry a bar code scanner
and a small printer with them. Now, when
they collect specimens, the patient’s infor-
mation is entered at the same time. This
eliminates a step at accessioning. Then,
specimens come to the lab through the
pneumatic tubes and are placed directly on
the automated line. We estimate that
automating patient information at time of
specimen collection saves an average of
17 minutes for each accession.”

Learn More about PinnacleHealth’s
Lab Design & Selection of Systems
Judith Darr will speak at the upcoming

Executive War College in Miami
on May 13-14, 2008.

Details at www.executivewarcollege.com

Using Middleware in Phlebotomy to Improve TAT
On Morning Draws by Cutting Data Input Needs
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HE DESCRIBED THE 20TH CENTURY as the
Century of Productivity and
expected the 21st Century to be the

Century of Quality.Noted quality guru and
management consultant Joseph M. Juran,
Ph.D., died in his home in Rye, New York,
on February 28 at the age of 103.

Juran was the second seminal figure in
the quality management movement. He
followed W. Edwards Deming, Ph.D., into
Japan in the post-war years.
Whereas Deming’s strongest
contributions were in the
areas of statistical process con-
trol, Juran emphasized man-
agement’s role in fostering
quality. His thinking on qual-
ity control eventually evolved
into the Juran Trilogy of plan-
ning, control, and improve-
ment—all oriented to foster a
company culture of continu-
ous quality improvement led
by management.

Published in 1951, his “Quality
Control Handbook” eventually sold more
than 1 million copies. He wrote the book
while serving as Professor of Industrial
Engineering at New York University
(NYU).

kDefined “Pareto’s Law”
Laboratories using the “80-20 Rule” or
“Pareto’s Law” are working with one of
Juran’s fundamental concepts. Juran
observed that, in almost every situation, a
small number of problems were responsi-

ble for most quality complaints. He
advised managers to identify and fix these
“vital few” as a priority, rather than the
“trivial many.” His genius was to notice
that statistical graphs highlighting this
phenomenon looked very similar to the
graphs produced early in the 20th Century
by Italian economist Vilfredo Pareto in his
work describing how, in Italy and other
countries, 80% of the wealth was consis-

tently concentrated among
20% of the population.

kWork In Japan
Juran worked independently
of Deming and first traveled to
Japan in 1954 to teach quality
management. His emphasis
was teaching these concepts to
middle and senior manage-
ment. Juran’s belief that top
and middle management
should be trained in quality
management had been resis-

ted in the United States. The opposite was
true in Japan, where his seminars and pro-
grams consistently attracted CEOs and
other senior executives.

The work initiated by Deming and
Juran in Japan took about 20 years to pay
off. By the 1970s, Japanese products began
to capture major market share across the
globe. During this decade in the United
States, Japanese products in consumer
electronics, automobiles, and copy
machines were readily accepted by
American consumers. American manufac-

Quality Guru Joseph M. Juran
Dies Six Weeks Ago at Age 103

He recognized that a small number of problems
generate most quality issues, coined “80-20 Rule”

Notable Peoplekk

Joseph M. Juran
1904-2008
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turers saw their market dominance erod-
ing and began to study why Japanese
products were so successful.

At this time, in 1979, Juran founded
the Juran Institute. It was auspicious tim-
ing, as the 1980s saw an explosion of inter-
est in quality management. Companies in
the United States and across the world
began to study the quality principles of
Deming and Juran.

For pathologists and laboratory man-
agers who are keenly interested in quality
management principles and their evolu-
tion, Juran’s life includes another fascinat-
ing stop. After graduating with a B.S. in
electrical engineering from the University
of Minnesota in 1925, Juran took a job
with Western Electric in the Inspection
Department of the Hawthorne Works,
located in Chicago, Illinois.

This sprawling complex employed
40,000 people. Walter A. Shewhart, a recog-
nized pioneer of quality techniques, had
worked at Hawthorne between 1918 and
1924. He then went to the parent company,
Bell Laboratories, where he worked until
his retirement in 1956. In 1926, a team of
Quality Control pioneers was sent from Bell
Laboratories to the Hawthorne Works to
introduce a new program of quality control
tools and techniques.

kFirst Quality Department
Juran was one of 20 employees picked to
undergo this training. Before long, Juran
was one of two engineers running the
Inspection Statistical Department. This
was one of the earliest examples of a for-
mal quality unit in American industry.

TheWestern Electric Hawthorne plant
was a hotbed of quality control and statis-
tical analysis of manufacturing processes.
Management experiments conducted
there at this time are still taught in busi-
ness schools across the world.

Along with Juran and Shewhart,
another interesting connection is that in
the summers of 1925 and 1926, W.
Edwards Deming also worked at the

Hawthorne plant. But Deming and Juran
did not meet at this time. It was not until
the 1930s that the two men would meet.
Although familiar with each other, their
careers unfolded separately.

kJuran’s Concepts
Juran brought specific concepts to the qual-
ity management field. As noted by Morgan
Witzel, writer for the Financial Times:

Juran defines quality as “the process
of identifying and administering the
activities needed to achieve the quality
objectives of an organisation.” He begins
from two principles. First, managers
have to realise that “they, not the work-
ers, must shoulder most of the responsi-
bility for the performance of their
companies.” Second, they must under-
stand the financial benefits that can be
realised once quality is made a priority.

He thus turns quality into a manage-
ment issue first and foremost. Improving
quality, he says, requires a systematic,
company-wide approach; piecemeal
efforts by individual teams or business
units will not work.

Juran insists that quality is defined by
the user, not the producer. If the customer
does not perceive that a product has deliv-
ered good quality, then the company has
failed. An assessment of quality, therefore,
means that management must look out-
side the company as well as inside.
Clients and longtime readers of THE

DARK REPORT know the emphasis we place
on management leadership as a linchpin to
the clinical and financial success of clinical
laboratories and pathology group prac-
tices. This is consistent with Juran’s think-
ing. “It is most important that top
management be quality-minded. In the
absence of sincere manifestation of interest
at the top, little will happen below,” he said.

Although that quote sounds familiar
today, it was written by Dr. Juran in 1945!
It has taken the business world many
decades to grasp the power of the insights
developed by Juran and his peers. TDR
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That’s all the insider intelligence for this report.
Look for the next briefing on Monday, May 5, 2008.

INTELLIGENCE
LATE & LATENT

Items too late to print,

too early to report

Psychiatry may soon
have its first set of objec-
tive clinical laboratory

blood tests for mood disorders.
Researchers at the Indiana
University School of Medicine
recently published their find-
ings in Molecular Psychiatry.
Working with 11 different
genes, they described a“predic-
tive score [that was] developed
based on a panel of 10 top can-
didate biomarkers (five for
high mood and five for low
mood) [that] shows sensitivity
and specificity for high mood
and low mood states, in two
independent cohorts.”

kk

MORE ON: Mood Disorders
These research findings show
how new genetic technologies
will soon provide psychiatry
with more precise diagnostic
tests. As this occurs, psychia-
trists are likely to become sig-
nificant sources of laboratory
test referrals for the nation’s
clinical laboratories.

kk

TRANSITIONS
• Jerry R. Goldsmith is retiring
from theAmericanAssociation

of Clinical Chemistry (AACC)
after 15 years of service.April 4
was his last official day at
AACC, but he will continue to
serve the association as a con-
sultant. He has founded
Sandpiper Strategies as his
new enterprise. Goldsmith’s
energetic work on behalf of
AACC and the entire lab indus-
try has been widely recognized.

• Joe Perrone, Sc.D., joined
AACC as its newVice President
of Strategic Initiatives and
Business Development. He will
assume many of Jerry Golds-
mith’s former responsibilities.
Perrone was most recently at
the American Type Culture
Collection. He earlier worked
with the University of Mary-
land Biotechnology Institute
and Becton Dickinson.

• Luminex Corporation of
Austin, Texas, recently named
Randel S. Marfin to the new
position of Vice President of
Strategic Development. Marfin,
who joined Luminex during
its formation 11 years ago, has
served in executive posi-
tions with MetPath, Nichols
Institute, and Damon Clinical
Laboratories. Luminex also
announced that Gregory J.
Gosch will be Vice President
of the Luminex Bioscience
Group while Darin Leigh will

serve as Vice President of
Sales and Marketing.

• Laboratory Alliance of
Central New York, LLC,
named Michael R. O’Leary,
M.D., as its new Chief
Executive Officer. Since the
lab organization’s founding in
1998, O’Leary has been
Corporate Medical Director.
O’Leary also serves on the
Pathology Advisory Council
of The Joint Commission.

You can get the free DARKDaily
e-briefings by signing up at
www.darkdaily.com.

DARK DAILY UPDATE
Have you caught the latest
e-briefings from DARK Daily?
If so, then you’d know about...

...a new product that allows
individuals to keep preserved
DNA “shrink-wrapped” at
room temperature. It’s new
technology for consumers
interested in keeping DNA for
medical and non-medical uses.
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Alan Mertz of ACLA and Robert Waters of CLC...
Winning All the Battles on Medicare

Competitive Bidding, Other Lab Priorities
Never before has the entire lab industry faced combined threats of
competitive bidding for Medicare Part B lab services, potential funding
cuts, increased regulation of molecular diagnostics, and lame-brained
efforts by some private payers to arbitrarily slash reimbursement for
essential clinical lab and anatomic pathology procedures. Sit in on ses-
sions by Alan Mertz of the American Clinical Lab Association and
Robert Waters of the Clinical Laboratory Coalition. Learn what strate-
gies are working to defend your lab’s interest. For the third year, our
hotel is expected to sell out, so register now to guarantee your place!
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