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LABORATORIES IN SOUTHERN California
will soon learn more details about
the Medicare Competitive Bidding

Demonstration Project for Laboratory
Testing Services. Before wildfires spread
across the area last week, the Centers for
Medicare and Medicaid Services (CMS)
was planning to hold a bidder’s confer-
ence this week in San Diego specifically to
brief laboratories about the bidding
process.

CMS is expected to announce a new
date soon for the demonstration project in
the San Diego-Carlsbad-San Marcos MSA
(metropolitan statistical area) which is to be
the first site for the Medicare Competitive
Bidding Demonstration Project.

Before wild fires forced the postpone-
ment, CMS had expected the bidding
process to be concluded and the winning

laboratories to be determined by year end.
It would then implement the demonstra-
tion project in the San Diego MSA by
mid-year 2008.

The selection of San Diego-Carlsbad-
San Marcos MSA may turn out to be a
shrewd move by CMS and its contractors,
for a number of reasons.

First, neither the congressional repre-
sentatives from this area nor the two
California senators sit on any of the com-
mittees in the House and Senate that have
direct responsibility for oversight of the
Medicare program and implementation of
the Medicare Competitive Bidding
Demonstration Project for Laboratory
Testing Services. One can speculate that
Medicare bureaucrats would be aware of
the political ramifications of selecting a
demonstration site that had members

San Diego MSA Selected
For Medicare Lab Demo
kSite selection has interesting advantages
to success of Lab Competitive Bid Demo Project

kkCEO SUMMARY: Earlier this month, CMS revealed its selec-
tion of the first of two sites for the Medicare Competitive Bidding
Demonstration Project for Laboratory Testing Services. It will be
the San Diego-Carlsbad-San Marcos MSA (metropolitan statisti-
cal area). An assessment of this MSA reveals a number of reasons
why it is likely that CMS believes it can move expeditiously to
implement the competitive bidding demo in the San Diego MSA.
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A Pricing Strategy Soon to Boomerang?
HAVE NATIONAL LAB COMPANIES CREATED A REIMBURSEMENT BOOMERANG that will
erode financial stability for the entire laboratory industry in the United States? I
ask that question because the Medicare Competitive Bidding Demonstration
Project for Laboratory Services has selected San Diego to be its first site. It was
ready to conduct a bidder’s conference until last week’s wildfires in Southern
California forced a change in plans. In taking these steps, CMS is likely to open a
Pandora’s box of unintended consequences.

Most of us are familiar with how national lab companies, beginning about 15
years ago, decided on a strategy of bidding for managed care work using mar-
ginal cost pricing. The underpinnings of this strategy was a belief that gaining
exclusive contract access to a private health plan’s beneficiaries would make it
easier to access the discretionary, fee-for-service work referred by physicians. This
was the “pull through” concept, and Medicare Part B fee-for-service reimburse-
ment, representing 30% to 40% or more of a large laboratory’s payer mix, was a
necessary component to provide the reimbursement dollars needed to offset the
losses from private payer contracts bid by the lab at marginal cost. The national
contracts based on marginal cost lab test pricing that UnitedHealth, WellPoint,
Aetna, and other large health insurance companies currently enjoy are widely
believed to be falling below 50% of Medicare Part B reimbursement levels.

So imagine this scenario. In the San Diego-Carlsbad-San Marcos SMA (sta-
tistical metropolitan area), the competitive bid demonstration successfully meets
three goals: 1) the lowest bids Medicare accepts for the test mix in the SMA save
considerable amounts of money for what Medicare would pay for Part B lab tests
when extrapolated across the entire United States, 2) patient access is not affected
in negative ways, and 3) at least a few small labs in the demonstration site could
provide some testing at the lower prices. Based on these outcomes, Medicare
administrators then encourage Congress to enact fee-for-service reimbursement
levels comparable to what national laboratory companies currently offer as con-
tract pricing to the nation’s largest private health insurers.

That would be a pricing boomerang with devastating financial consequences
across the lab industry. As the Medicare program finally insists on paying the
same amount that national lab companies have voluntarily bid to private insur-
ers, it would be an economic shock that many labs may not withstand. TDR
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from Congress sitting on such commit-
tees. Thus, the choice of the San Diego
MSA ensures that CMS officials in charge
of competitive bidding won’t have to deal
with Congressional delegates who are in a
position to wield power over the relevant
committees.

kSan Diego Is A Duopoly
Second, it is not likely that independent lab-
oratories serving the San Diego-Carlsbad-
San Marcos MSA will be able to exert much
opposition or influence in the bidding
demo implementation. That’s because San
Diego County is dominated by the two
national laboratories. Together, Quest
Diagnostics Incorporated and Laboratory
Corporation of America hold the lion’s
share of the lab testing market in this
region.

Outside of the two blood brothers,
there are no independent lab companies
of size in the MSA. In fact, only a handful
of other independent lab companies have
clients in San Diego County.

Third, the San Diego-Carlsbad-San
Marcos MSA has little hospital laboratory
outreach activity. Two of the largest health
systems, Scripps Health and Sharp
Healthcare, do some outreach testing. But
their activities are oriented primarily to
serving physicians owned or associated
with the respective health systems. Thus,
CMS will not have to deal with hospitals
or health systems that have sizeable lab
testing outreach programs and a willing-
ness to challenge any unfair aspects of the
demonstration project.

kNo Change in PSC Numbers
Fourth, in terms of patient access and how
the demonstration project could cause a
deterioration, San Diego MSA offers CMS
an interesting benefit. As noted above, other
than Quest Diagnostics and LabCorp, there
is not much existing laboratory infrastruc-
ture in this region in terms of rapid
response labs and patient service centers
(PSCs). Thus, were the bidding process to

lead to such low prices that other labs are
discouraged from providing services to
Medicare beneficiaries in the San Diego
MSA, the result would not be the closure of
many existing PSCs. For this reason, CMS
has little exposure to criticism or patient
complaints about reduced access.

Fifth, independent physician associa-
tions (IPAs) are a significant factor in the
San Diego-Carlsbad-San Marcos MSA.
Since the mid-1990s, IPAs throughout
California have had a major role in directly
contracting for laboratory testing services.
IPAs have often negotiated lab testing con-
tracts at rock bottom capitated rates and
deeply discounted fee-for-service prices.
The ability of IPAs to consistently negotiate
deeply-discounted pricing is a significant
reason why overall lab prices in California
are lower then they are in many other states.

kCMS May Have Head Start
Certainly CMS recognized that lab prices
in California are often lower than prices in
many other regional markets across the
country. That fact would argue in favor of
selecting the San Diego MSA as the first
demonstration site. It gives CMS a head
start on delivering an array of bids that
would be measurably below the existing
Medicare Part B fee schedule for labora-
tory tests.

Sixth, the specific menu of tests
involved in the competitive bid demo
project likely will make it easier to imple-
ment. CMS has identified 303 specific
tests that represent 99% of the lab tests
reimbursed under Medicare Part B.
Because these are relatively high volume
assays, it can be expected that the two
blood brothers have good information on
their costs to perform these 303 assays.
Further, the two national labs probably
have a substantial average cost-per-test
advantage relative to that of other labs.

Both points would be useful to CMS
administrators in implementing this com-
petitive bidding demo for three reasons.
First, because the two blood brothers

already hold major market share in the
San Diego MSA, CMS knows it reduces
the number of other labs in a position to
complain, to challenge, and to file legal
action that could delay or derail the com-
petitive bidding demo at this site.

kMedicare Savings Potential
Second, the two national labs can be
expected to have a significantly low aver-
age cost per test relative to other labora-
tory providers, thus increasing the odds
that the competitive bids will deliver sav-
ings when compared with existing
Medicare Part B fees. Third, over the
three-year course of the San Diego site
demonstration, CMS will have to deal
only with the two blood brothers and a
small number of lab companies and hos-
pital lab outreach programs, since the
prices accepted as part of the bid process
are likely to make it uneconomical for
smaller laboratories to continue serving
Medicare beneficiaries.

This assessment of reasons why CMS
found it desirable to select the San Diego-
Carlsbad-San Marcos MSA assumes that
CMS and its contractors actually recog-
nized and based their decision on these
factors. Many times, decisions are made
based on unpredictable human elements.

kMight Demo Succeed?
What becomes clear, however, is that multi-
ple factors exist and could play a role in
helping the San Diego MSA demonstration
site succeed. That conclusion is certainly
not what most laboratory administrators
and pathologists want to acknowledge.

On the other side of the ledger, the
Medicare program still remains a “com-
mand and control” bureaucracy, with all
of the attendant hurdles, obstacles, and
political influences that are part of this
world. The need to comply with a host of
statutes, regulations, and due process of
law often leads to a complicated and con-
voluted solution that collapses of its own
complexity.

If the project does collapse as a result
of its own complexity, it would answer the
prayers of many lab executives and pathol-
ogists. However, as noted earlier, multiple
factors exist in San Diego that improve the
potential for this demonstration site to
succeed. TDR
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Basic Features of Medicare
Demonstration Project

LABORATORY TESTS PERFORMED for Medicare
patients enrolled in fee-for-service
Medicare plans and living within the San
Diego-Carlsbad-San Marcos MSA (metro-
politan statistical area) will be covered by
the Medicare Competitive Bidding
Demonstration Project for Laboratory
Testing Services. Some relevant facts
about the demonstration project are:
• It includes 303 tests representing 99%

of all Medicare Part B payments.

• It excludes Pap smear and colorectal
cancer screening tests.

• It excludes tests provided by entities
that have a “face to face” encounter
with patients (such as physicians with
office-based laboratories).

• Multiple winning laboratories will be
selected, using criteria that includes bid
price, quality, capacity, and geographic
coverage.

• The demonstration project sets out
rules that define which laboratories
must bid, how the winning bids will be
used to establish reimbursement levels
during the three-year course of the
demonstration, and which laboratories
will be excluded from providers once
the winning bids have been announced.

Lab directors and pathologists can
track the progress of the demonstration 
project on this CMS Web page:
http://www/cms.hhs.gov/center/clinical.asp
(click on “Demonstration”).
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“First, when both orders and results
match, the physicians are guaranteed to
have a patient identification match and a
physician identification match,” explained
Wolfram. “This step is accomplished with-
out manual intervention and the associated
additional costs of staff time. That inter-
vention is needed when, in the absence of
an electronic order, the paper requisition is
manually keypunched into the lab’s LIS,
and simple spelling mistakes are made. A
paper result is forgiving when this happens
since a nurse will take the result off of the
printer/fax and file it manually, recognizing
the intended patient name. An electronic
system (EMR) is less forgiving because it
needs a match.

kSecond Benefit To EMRs
“The second benefit to electronic matching
of lab orders and lab results is that the system
automatically updates the test status, which
further increases efficiency,” noted Wolfram.
“Up until now, physicians had to manually
‘complete’ all test orders in the EMR. Once
you close the order loop, you know which
order was completed. That’s a significant
benefit for physicians because they have to
track the results of every test they order.

“A third important reason physicians
want an EMR to initiate orders is for accu-
rate and automated routing and billing.
Insurance or location-based routing will
always send the tests to the right test
provider,” he explained. “As a physician, if I
have a pass-through billing arrangement
with one of my labs, I want the system to
route tests to that lab as a preferred lab.
Further, it should send an HL7 billing mes-
sage to my practice’s practice management
system, automating my billing process.

kABNs Handled By EMRs
“Physician groups associated with hospitals
also want EMRs to handle advanced benefi-
ciary notices (ABNs) to help ensure that
providers will get paid,” added Wolfram. “If
the EMR system doesn’t handle ABNs well,
then there is a risk the provider will not be
paid for a lab test—usually when there is no

diagnosis on the lab test order. Attendees at
this EMR conference who cared most about
having an EMR that can handle ABNs were
those who represent hospitals and clinics
together. If there’s no ABN, then the hospital
often ends up writing off the loss.
Conversely, if the EMR handles ABNs well,
there may be incentive packages to the
physicians if they abide by rules and have
clean claims throughout the year.”

Wolfram’s observations demonstrate
why physicians are rapidly becoming
more sophisticated in how they utilize
EMRs. These software systems can expe-
dite the flow of clinical services and
improve the productivity of the physicians
and their office staff. For that reason,
physicians place a high premium on the
ability of their laboratory service provider
to support electronic ordering of labora-
tory tests and direct reporting of lab
results through the EMR. TDR

Contact Pat Wolfram at 971-255-9282 or
pat.wolfram@emr-link.com.
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UPON IMPLEMENTING ELECTRONIC MED-
ICAL RECORD (EMR) SYSTEMS in their
practice, physicians invariably

approach their laboratory to request an elec-
tronic interface for transmitting laboratory
test results directly into the EMR.

“That has consistently been true, but
now physicians have begun to ask more of
their laboratory provider,” stated Pat
Wolfram, Vice President of Marketing and
Customer Services for Ignis Systems
Corporation, in Portland, Oregon. Ignis
Systems helps independent labs and hos-
pital laboratory outreach programs pro-
vide bi-directional electronic test ordering
and lab test reporting integrated within
the EMR workflow of the physician.“Now
physicians want to electronically order lab
tests and they want their EMR lab-inter-
face systems to match lab orders and
results seamlessly.

“Today, few EMR systems do both of
these functions well,” Wolfram explained.
“Physicians want EMR systems that, by
design and function, support the way the
physician practices medicine. The EMR
must handle all functions, even the most
complex, in ways that compliment and

enhance the clinical and operational flow
in the practice.”

These developments are based on
Wolfram’s participation in a national
meeting of EMR users which took place in
Chicago last month. “This meeting
attracts users of General Electric’s
Centricity EMR—some of whom have
used this EMR for more than 10 years,” he
said. “It’s a great place to identify emerg-
ing trends in how physicians use EMRs.”

kInformal Survey Results
“During my presentation, I polled the
physicians in attendance and determined
that 95% required direct electronic
reporting of lab results as part of their
EMR implementation,” noted Wolfram.
“Notably, about 30% of respondents have
more than one lab sending electronic
results directly into their EMR. These
results are telling.

“Next, there was high interest by
physicians to enable electronic lab test
orders directly from the EMR and to have
lab test orders automatically matched with
test results,” continued Wolfram. “This is
for three reasons.

Docs Want EMRs to Match
Lab Orders and Results
kPhysicians become more sophisticated
in how they use EMRs to advance clinical care

kkCEO SUMMARY: At a national EMR users meeting, physi-
cians indicated a growing interest in having their EMRs do more
than electronically accept lab test results. On the want list are
direct electronic ordering of lab tests and automatic matching of
lab test orders and lab test results. Physicians are rapidly learn-
ing how to use EMRs to boost their productivity and generate
operational efficiencies and cleaner claims that are paid quicker.

Certified EMRs Must Handle
Electronic Lab Orders in 2009 

“Currently, the Certification Comm-
ission for Healthcare Information

Technology (CCHIT) has certified 32 differ-
ent EMR products,” said Pat Wolfram, Vice
President of Marketing and Customer
Services for Ignis Systems Corporation, in
Portland, Oregon. “In 2009, CCHIT certifica-
tion standards will require an EMR to be
capable of electronically handling labora-
tory test orders.”

“This requirement may reduce the
number of EMRs that are certified by
CCHIT,” predicted Wolfram. “During 2006
and 2007, CCHIT set the bar relatively low
for certification. That made it easier to
qualify as a certified EMR. However,
because of the complexities of supporting
electronic lab test ordering, along with
other criteria, there could be a reduction in
the number of EMR systems which meet
CCHIT certification requirements.”
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physician identification match,” explained
Wolfram. “This step is accomplished with-
out manual intervention and the associated
additional costs of staff time. That inter-
vention is needed when, in the absence of
an electronic order, the paper requisition is
manually keypunched into the lab’s LIS,
and simple spelling mistakes are made. A
paper result is forgiving when this happens
since a nurse will take the result off of the
printer/fax and file it manually, recognizing
the intended patient name. An electronic
system (EMR) is less forgiving because it
needs a match.

kSecond Benefit To EMRs
“The second benefit to electronic matching
of lab orders and lab results is that the system
automatically updates the test status, which
further increases efficiency,” noted Wolfram.
“Up until now, physicians had to manually
‘complete’ all test orders in the EMR. Once
you close the order loop, you know which
order was completed. That’s a significant
benefit for physicians because they have to
track the results of every test they order.

“A third important reason physicians
want an EMR to initiate orders is for accu-
rate and automated routing and billing.
Insurance or location-based routing will
always send the tests to the right test
provider,” he explained. “As a physician, if I
have a pass-through billing arrangement
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route tests to that lab as a preferred lab.
Further, it should send an HL7 billing mes-
sage to my practice’s practice management
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kABNs Handled By EMRs
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ciary notices (ABNs) to help ensure that
providers will get paid,” added Wolfram. “If
the EMR system doesn’t handle ABNs well,
then there is a risk the provider will not be
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diagnosis on the lab test order. Attendees at
this EMR conference who cared most about
having an EMR that can handle ABNs were
those who represent hospitals and clinics
together. If there’s no ABN, then the hospital
often ends up writing off the loss.
Conversely, if the EMR handles ABNs well,
there may be incentive packages to the
physicians if they abide by rules and have
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Wolfram’s observations demonstrate
why physicians are rapidly becoming
more sophisticated in how they utilize
EMRs. These software systems can expe-
dite the flow of clinical services and
improve the productivity of the physicians
and their office staff. For that reason,
physicians place a high premium on the
ability of their laboratory service provider
to support electronic ordering of labora-
tory tests and direct reporting of lab
results through the EMR. TDR

Contact Pat Wolfram at 971-255-9282 or
pat.wolfram@emr-link.com.
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UPON IMPLEMENTING ELECTRONIC MED-
ICAL RECORD (EMR) SYSTEMS in their
practice, physicians invariably

approach their laboratory to request an elec-
tronic interface for transmitting laboratory
test results directly into the EMR.
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now physicians have begun to ask more of
their laboratory provider,” stated Pat
Wolfram, Vice President of Marketing and
Customer Services for Ignis Systems
Corporation, in Portland, Oregon. Ignis
Systems helps independent labs and hos-
pital laboratory outreach programs pro-
vide bi-directional electronic test ordering
and lab test reporting integrated within
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tests and they want their EMR lab-inter-
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enhance the clinical and operational flow
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Centricity EMR—some of whom have
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kInformal Survey Results
“During my presentation, I polled the
physicians in attendance and determined
that 95% required direct electronic
reporting of lab results as part of their
EMR implementation,” noted Wolfram.
“Notably, about 30% of respondents have
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results directly into their EMR. These
results are telling.

“Next, there was high interest by
physicians to enable electronic lab test
orders directly from the EMR and to have
lab test orders automatically matched with
test results,” continued Wolfram. “This is
for three reasons.

Docs Want EMRs to Match
Lab Orders and Results
kPhysicians become more sophisticated
in how they use EMRs to advance clinical care

kkCEO SUMMARY: At a national EMR users meeting, physi-
cians indicated a growing interest in having their EMRs do more
than electronically accept lab test results. On the want list are
direct electronic ordering of lab tests and automatic matching of
lab test orders and lab test results. Physicians are rapidly learn-
ing how to use EMRs to boost their productivity and generate
operational efficiencies and cleaner claims that are paid quicker.

Certified EMRs Must Handle
Electronic Lab Orders in 2009 

“Currently, the Certification Comm-
ission for Healthcare Information

Technology (CCHIT) has certified 32 differ-
ent EMR products,” said Pat Wolfram, Vice
President of Marketing and Customer
Services for Ignis Systems Corporation, in
Portland, Oregon. “In 2009, CCHIT certifica-
tion standards will require an EMR to be
capable of electronically handling labora-
tory test orders.”

“This requirement may reduce the
number of EMRs that are certified by
CCHIT,” predicted Wolfram. “During 2006
and 2007, CCHIT set the bar relatively low
for certification. That made it easier to
qualify as a certified EMR. However,
because of the complexities of supporting
electronic lab test ordering, along with
other criteria, there could be a reduction in
the number of EMR systems which meet
CCHIT certification requirements.”
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DIGITIZATION OF PATHOLOGY IMAGES

AND INFORMATION has long been rec-
ognized as a necessary achievement

if the pathology profession is to maintain
pace with the drive to create a universal
electronic health record (EHR).

Two decades ago, it was Bruce
Friedman, M.D.’s annual meeting in Ann
Arbor, Michigan on laboratory informat-
ics (now called LabInfoTech and held
each winter in Las Vegas, Nevada) that
provided a forum for innovation in labo-
ratory and pathology information sys-
tems. Last decade, it was Michael J. Becich,
M.D., Ph.D.’s annual meeting on pathol-
ogy imaging and informatics that height-
ened attention on pathology imaging
(called Advancing Practice, Instruction
and Innovation through Informatics
[APIII] and conducted each fall in
Pittsburgh, Pennsylvania).

In this decade, it is Dirk Soenksen’s
Pathology Visions conference in San
Diego, California, which is becoming an
additional resource for advancing the
cause of digitization  and informatics inte-
gration in anatomic pathology. Soenksen
is CEO of Aperio Technologies, Inc.,

which manufactures a digitized pathology
imaging system.

At Pathology Visions 2007 last week,
there was a fascinating spectrum of topics
and presentations on the digitization of
pathology images and information. These
talks ranged from using digital pathology
images for standardization and remote
consultations to how the evolution of
PACS (picture archiving and communica-
tion systems) might be a model to predict
how digital pathology will develop and the
use of telepathology to make primary
diagnoses of frozen sections.

kGeneral Electric’s Views
One speaker who captured the close atten-
tion on many in the crowd was Giri Iyer,
General Manager of Strategic Relations
of General Electric Healthcare. Because
GE is a major player in radiology, its views
on digitization of pathology images were
of keen interest. Iyer outlined a market
adoption curve that identified the phar-
maceutical industry as being the first to
implement and use digitized pathology
images. He stated that this process is
underway now.
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Iyer predicted the next step in adop-
tion would be as technology reduced cur-
rent scan times and produced a digital
image of a quality that had parity with
that of glass slides. In his view, this is likely
to be achieved in 2008 and 2009.

This would be followed by FDA
approval of technology and systems which
are designed to support the workflow of
pathologists and which offer useful algo-
rithms. This would occur in 2009 and
2010 and reference laboratories would
likely drive the use of such systems in clin-
ical applications.

In Iyer’s view, it is not until 2010 and
beyond that digitized pathology systems
would go mainstream. In order for this to
happen, not only do such systems need to

enhance pathologists’ workflow, but they
must also have a demonstrated return on
investment (ROI) and a documented clin-
ical capability.

Iyer stated that “evolution in the indus-
try will be driven by image digitization in a
way that has a common denominator: If
physicians do not have to look for a piece of
paper, a glass slide, or a piece of film—if all
this information is in one computer in digi-
tal form, then short term gains in clinical
value and efficiency will drive acceptance
and adoption.”

Progress in pathology informatics and
digitization is happening at accelerated pace.
Strong attendance at LabInfotech, APIII, and
Pathology Visions demonstrates the wide-
spread interest in this topic. TDR

Full Pathology Digitization
Is Becoming Feasible
kPathology Visions 2007 Conference attracts
pathologists, biotech, and pharma executives

kkCEO SUMMARY: Advances in computer hardware, software
and support systems such as scanners are bringing the era of
full pathology digitization closer to reality. Last week, in San
Diego, California, an enthusiastic crowd of several hundred
gathered to learn how laboratories, hospitals, and researchers
are taking the first steps to digitize different areas of pathology
services and laboratory operations. No single path toward dig-
itization emerged from the more than 39 sessions.

Digital Information and Digital Images Change
the Learning Habits of Today’s Medical Students

WHAT MAY INTRIGUE pathologists and labo-
ratory directors are the learning habits

of the current generation of medical stu-
dents. These students use digital informa-
tion in unique ways that they will carry with
them into clinical practice.

At Pathology Visions 2007, Andrew J.
Connelly, M.D., Ph.D., Assistant Professor of
Pathology at the Stanford School of
Medicine in Palo Alto, California, discussed
these new study patterns in a presentation
called “Experience with Virtual Slides at
Stanford Medical School.”

Major reforms in how medical students
are taught in each year of their education is
occurring in tandem with a switch away
from paper-based educational materials
(like course synopses and textbooks) in
favor of digital media. Connelly discussed
how digital pathology images plays an
important role in supporting these new study
patterns of medical students.

“Our experience is that virtual [digitized]
slides are uniform, high quality, and easily dis-
tributed,” noted Connelly. “They can be linked

in useful ways to other digital content that is
relevant to the medical student. One conse-
quence of our increased use of digitized
pathology images is that we find students are
less proficient with a microscope. However,
we don’t anticipate this will be a problem as
digitized images gain wider use.”

According to Connelly, medical students
are using digital information in the Internet
as a basis of study in the following order:
1) First resources are the course content

Web site, which includes objectives, syl-
labus, and problems.

2) On-line textbooks, which must be free.
3) Google to hunt for the best content, which

must be free and, if a log-in is required,
they are likely to pass up the page.

4) Wikipedia.org.
5) Send instant message (IM) to fellow stu-

dents who are also on-line.
6) Go to library.med.utah.edu/WebPath/-

webpath.html as suggested by course
materials.

7) Visit www.path.uiowa.edu/virtualslidebox.
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of medical professionals can draw blood and
collect specimens from patients throughout a
hospital. A centralized model is one in which
the laboratory supervises phlebotomists,
whose primary responsibilities are to draw
blood and collect specimens.

Advocates of centralized phlebotomy
observe that decentralized phlebotomy can
be costly, can cause needless delays in speci-
men processing turnaround times, can
result in poor blood draws, and sometimes
contributes to errors in patient care, such as
from misidentified specimens.

“Contrast that with an efficient central-
ized model in which phlebotomists report

to—and are supervised by—laboratory
directors or other laboratory staff,” said
Keith Nelson, Administrative Director of
Laboratory and Dialysis at Silver Cross
Hospital in Joliet, Illinois. “This approach to
phlebotomy can save a hospital significant
sums of money, since it can be more efficient
than the decentralized model.”

At 304-bed Silver Cross Hospital, Nelson
estimates that centralized phlebotomy saves
$400,000 just in annual labor costs—in
addition to improving quality and patient
satisfaction. Nelson has written extensively
on this subject. He did a study for his hospi-
tal which compared the efficiency of the for-
mer decentralized phlebotomy model with a
centralized model. He found startling differ-
ences between the two.

kLarge Number Tasked To Draw
“When we looked at the hospital’s decentral-
ized model, we identified a large group of
clinical lab assistants who would draw
blood,” Nelson says. “In this hospital model,
a clinical lab associate can draw blood, weigh
patients, take their temperature, change
beds, and do many other tasks related to
patient care.

“From a quality standpoint, this method
is very difficult to manage because a large
group of 150 people are involved in drawing
blood and collecting samples,” he explained.
“The chances of these 150 people perform-
ing every venipuncture in a high quality
manner are not good because of the chal-
lenge of maintaining the competency of
such a large group of people.

“Further, in a decentralized setting, the
art of acquiring blood is not the main goal of
the people doing this job,” Nelson added.
“So, we might get early morning blood sam-
ples drawn any time in the morning and
these can have negative consequences for
turnaround time.

“On the other hand, with a centralized
phlebotomy system, samples flow into the lab-
oratory quickly every morning, allowing
results to post back to the charts by 8 a.m.,” he
noted. “Once our hospital converted to cen-
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IN A SURPRISING TURN OF EVENTS, hospital
administrators are paying increased
attention to phlebotomy services. This

heightened interest in phlebotomy is a direct
consequence of the twin trends of improv-
ing patient safety and closer tracking of
patient satisfaction.

Blame it on The Joint Commission
(JC–formerly JCAHO) and new accreditation
requirements. In recent years, The Joint
Commission has made it important for hospi-
tals to more intensely survey patient satisfac-
tion—then use this information to craft
specific programs to raise patient satisfaction
scores before the next accreditation inspection.

As hospitals responded with more
detailed patient satisfaction surveys, phle-
botomy began to surface as a source of
patient dissatisfaction—and as a correspon-
ding opportunity to improve the experience
and satisfaction of patients when they visit
the hospital. This has put phlebotomy
square on the radar screen of hospital
administrators.

kRethinking Phlebotomy
In the search for ways to improve, a number of
hospitals are reconsidering centralized phle-
botomy versus decentralized phlebotomy. A
decentralized model is one in which a number

kkCEO SUMMARY: In the 1990s, many hospitals implemented decen-
tralized phlebotomy arrangements as a way to save costs. Now, a
decade later, centralized phlebotomy, managed by the laboratory, is
making a comeback. Motivation for this unfolding trend is the need for
hospitals to improve patient safety and increase patient satisfaction.
Because most patients are uncomfortable with venipuncture, phle-
botomy is often mentioned in satisfaction surveys and hospital admin-
istrators are taking active steps to change that situation.

Decentralized Phlebotomy Falls frDecentralized Phlebotomy Falls from Favorom Favor

Phlebotomy Gets
Heightened Attention
For Patient Satisfaction
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tralized phlebotomy, we improved our aver-
age turnaround time for posting results on
the chart by as much as two hours. That’s a
significant difference.

“Decentralized phlebotomy is associ-
ated with a high rate of redraws,” contin-
ued Nelson. “Under this arrangement,
there were months when we needed to
redraw more than 100 patients. It’s no
secret that patients hate to be redrawn,
and that redraws are costly, inefficient, and
time consuming. In the centralized
approach, the team of professionally
trained phlebotomists dramatically
reduces the number of redraws.

“The other primary source of
improvement from centralized phle-
botomy are the savings in labor,” added
Nelson. “In a decentralized model, you
might have two clinical lab associates on
each unit. But these are not trained phle-
botomists under the supervision of the
lab. So, they are often busy with any num-
ber of other jobs. If one of those two asso-
ciates calls in sick and the other one has to
take over their duties, then this unit has a
50% absence rate, along with less ability to
respond with timely blood draws.

“In the case of a centralized phle-
botomy service and core group of 10 phle-
botomists, when one individual calls in
sick, the absence rate is only 10%,” he
noted. “In this situation, it is much easier
to maintain a high quality of service and
efficiency, while sustaining target turn-
around times and throughput rates.

kOnly 29 People Needed Now
“At the time I did this study, our hospital’s
decentralized phlebotomy system was
using a group of about 150 people to draw
blood all over the hospital,” he said.
“When the lab took over responsibility for
blood draws and instituted centralized
phlebotomy, we required only 29 people.

“We got to that number by attrition,
which is how the $400,000 in annual sav-
ings was realized,” stated Nelson. “Plus,
our 29 phlebotomists not only draw

blood, but also do IVs and EKGs. We were
so efficient that we were able to take on
these additional duties.

“Over the past few years, the focus on
patient safety is having an effect on phle-
botomy. The pendulum seems to be
swinging back toward centralized phle-
botomy because of issues related to
patient satisfaction and quality care,” he
said. “Before this latest trend, there was a
move toward decentralized phlebotomy.

“But how many times does a patient
want to get stuck when the person taking
the sample is not well trained?” asked
Nelson. “There’s less tolerance for poor
care today. Further, with the decentralized
model, we had a lot of incorrect patient
draws and even misidentified specimens.
These types of events can lead to serious
patient errors and lawsuits.”

kProgress At NCH Health
Another health system that returned to a
centralized phlebotomy service, managed
by the laboratory, is NCH Health System
of Naples, Florida. In 1996, NCH insti-
tuted phlebotomy-specific training to
address a number of recognized problems.
Then, in 2002, it introduced a centralized
phlebotomy program as a way to pursue
further improvements in patient care and
patient satisfaction.

The goal of both initiatives was to raise
the level of quality of phlebotomy services
and patient satisfaction. “Both efforts
helped to improve results markedly,” said
Helen Ogden-Grable, Laboratory Clinical
Educator for NCH Health System.

“In the fall and winter of 1995 and
1996, the NCH hospitals had an unaccept-
able number of rejected blood specimens
and a high rate of blood culture contami-
nation,” she said. “Further, phlebotomists
perform an invasive procedure. They have
to realize that they hold the happiness and
satisfaction of the patient in their hands.”

To raise performance and improve
patient satisfaction, NCH Health System
instituted a phlebotomy training class

program in 1996. “Because of these
classes, we saw immediate improvement
in many areas,” reported Ogden-Grable.

“Our training program runs for seven
weeks. Each participant needs 80 hours of
didactic classroom training and 120 hours
of clinical rotation,” Ogden-Grable
explained.“During the rotations, the phle-
botomist in training is never alone with a
patient. Each one works with a mentor
and must do 100 observed venipunctures
before he or she can work independently.”

kImproving Technique
To measure patient satisfaction, NCH
Health Systems uses survey company, Press
Ganey Associates, Inc., in South Bend,
Indiana. “We mail surveys to patients fol-
lowing their hospital stay,” said Ogden-
Grable.“On these surveys, the hospital lab is
graded on two factors: the technique of the
person taking the blood sample and their
level of customer service, meaning their
communication with the patient. We consis-
tently score very high on both measures.

“What’s more, the patient satisfaction
scores reflect on the entire laboratory
because the people in the laboratory never
meet a patient,” Ogden-Grable explained.
“Our phlebotomists are the ambassadors
for the laboratory. They make a positive
impression on the patient and that’s what
the patient remembers about his or her
lab experience.

“It sounds simple to take a blood sam-
ple and put it in a tube, but there is much
more to it than that,” she said. “It involves
establishing rapport with the patient, hav-
ing compassion, treating every patient the
same, and following all the required pro-
cedures, including identifying the patient
properly, using the correct technique, and
taking the sample from the proper vein.
The patients are going to let us know
through our satisfaction surveys when we
don’t deliver the best patient care.

“We also go one step beyond the mail
surveys,” Ogden-Grable added. “We utilize
an internal random patient survey system.
Our lab directors, the phlebotomy supervi-

Decentralized Phlebotomy Fails to Deliver
Improved Quality and Patient Satisfaction

“IT WAS A MOVE TO CUT COSTS that motivated
many hospitals to shift phlebotomy to

the nursing staff in the 1990s,” said Dennis
Ernst, Director of the Center for
Phlebotomy Education, Inc., in Ramsey,
Indiana. The center develops educational
materials for healthcare professionals
responsible for blood specimen collections.

“Today, hospitals recognize that laboratori-
ans and trained phlebotomists are better suited
to collecting blood samples from patients,”
Ernst commented. “But back in the 1990s,
there was a trend of moving responsibility for
blood draws to the nursing staff.That trend has
proven to be a miserable failure because of
poor patient satisfaction scores.

“Unfortunately, it has taken five to 10
years for hospital administrators to realize
that decentralized phlebotomy was a mis-

take,” noted Ernst. “Starting in 2000, labora-
tories began fighting to get back responsibil-
ity for phlebotomy.

“When phlebotomy is decentralized, hos-
pitals have customer service problems,” he
continued. “Research shows decentralized
phlebotomy results in more mislabeled labora-
tory samples reported and an increase in
unacceptable specimens, including hemolysis.

“When non-laboratorians draw blood,
they often don’t pay as much attention to
detail because they don’t appreciate how the
accuracy of the test result is a function of col-
lecting the sample properly,” explained Ernst.
“Since it is widely known that patients are
less satisfied when non-laboratorians are
drawing specimens, there are many reasons
why a lab manager would want to reclaim
responsibility for phlebotomy services.”
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sor, the lead phlebotomist, or the clinical
educator can meet with patients and go
through a checklist. This lets us know how
they feel about blood collection.

“By doing these random surveys, we
discovered important issues that help us
coach the staff to do a better job,” Ogden-
Grable continued. “We can use the infor-
mation from the patient when we meet
with the phlebotomist and explain how
they can improve.

kReflecting Lab Quality
Since implementing a centralized phle-
botomy service in 2002, other responsibil-
ities have been added. “Here at NCH, we
have an IV Start Phlebotomy Team,”
Ogden-Grable said. “We have nine senior
phlebotomists, any of whom can be asked
to do IV starts. It’s unusual to have a team
like this, but any patient getting an IV
wants someone who knows what they’re
doing. Nurses were happy that we imple-
mented this start team because our senior
phlebotomists are experts at finding veins.

“Some of the best hospitals in the
country, such as the Mayo Clinic, have
vascular access teams or a team of phle-
botomists who do IV starts as we do,” she
added. “We have very high patient satis-
faction scores as a result of our IV start
team and the trained phlebotomists.”

kNew Guidelines Get Results
THE DARK REPORT observes that it is no
accident that phlebotomy services are get-
ting increased attention by hospital
administrators. This is a direct result of
the changing accreditation guidelines,
which, themselves, are steps to reform the
American healthcare system.

It shows that, not only are some health-
care reform efforts catching the attention of
hospitals and other providers, but they are
triggering responses that lead to improved
care and greater patient satisfaction.
Hospital administrators are paying closer
attention to phlebotomy services and
devoting more money and resources to

improving the performance of phlebotomy
because it directly improves the patient
experience. This is not news to laboratories,
because they recognize how many people
are uncomfortable with venipuncture. Labs
also know how angry doctors can become
if the patient complains about a poor or
painful blood draw.

The next intelligence briefing on phle-
botomy services will profile a booming sec-
tor of phlebotomy and laboratory medicine
that represents an unlikely range of prod-
ucts attracting hospital dollars—and all
designed to improve the patient’s experi-
ence during venipuncture. TDR

Contact Keith Nelson at 815-740-1234
x7809; knelson@silvercross.org; Helen Ogden-
Grable at 239-436-5103 x2173 or
helen.ogdengrable@dsilabs.com; Dennis Ernst
at 812-633-2346 or phlebotomy-
@phlebotomy.com.

IN VARIOUS NATIONS across the world, lab-
oratories are pursuing accreditation
based on ISO 15189. That’s because a

growing number of countries are adopt-
ing ISO 15189 as the basis for their
national accreditation standard.

Use of ISO 15189 for laboratory accredi-
tion is an important example of the 
convergence of laboratory operations now
occurring across the globe. A number of lab-
oratory professionals from the United States
and Canada are actively involved in this trend.

“Volunteers from the Clinical and
Laboratory Standards Institute (CLSI) in
Wayne, Pennsylvania, have been working
since August 2005 to help five of the largest
state-run medical labs in the United
Republic of Tanzania gain ISO 15189
accreditation,” said Sheila Woodcock,
President and Principal Consultant for QSE
Consulting, Inc., in Rose Bay, Nova Scotia.

Woodcock traveled to Tanzania twice
this year to help officials from these five
zonal labs as they work to earn accredita-
tion by 2010. “Zonal labs are operated by
the Ministry of Health and Social Welfare
in Tanzania, which initiated the ISO 15189

accreditation program,” explained
Woodcock. “In Tanzania, the zones are
regional districts with a number of hospi-
tals offering different levels of service and
centered around a main hospital.

kStrong and Growing Trend 
Acceptance of ISO 15189 in laboratory
accreditation internationally is a trend not
well known to American laboratory profes-
sionals. That’s because laboratories here
have different accreditation and licensing
requirements which pre-date the creation of
ISO 15189, which is a quality management
system customized to medical laboratories.

Since its creation in 2003, however,
ISO 15189 has found growing acceptance
as the basis for laboratory accreditation
and licensure in industrialized countries
and developing nations across the globe.
For example, ISO 15189 is used as a stan-
dard for laboratory accreditation in
Australia, Canada, France, and Germany,
among other large industrialized nations.

“The world is moving toward ISO
15189,” said Glen Fine, Executive Vice
President at CLSI. Last month, Fine trav-

Predict that Phlebotomists
Will Help Point-of-Care Testing 

THERE IS A SIGNIFICANT TREND developing in
point-of-care (POCT) testing that is

likely to affect phlebotomy technicians.
“In the next five to 10 years, phle-

botomists will start to get involved in 
point-of-care testing because more tests
will be done at the bedside and that’s a
perfect role for the phlebotomist,” said
Keith Nelson, Administrative Director of
Laboratory and Dialysis at Silver Cross
Hospital in Joliet, Illinois.

“This is likely to be a natural opportu-
nity as point-of-care testing becomes more
cost-effective and bedside testing kits for a
greater number of conditions become
available,” noted Nelson. “The phlebotomy
profession is well-placed to perform point-
of-care testing, under the supervision of
the laboratory. Among other reasons, phle-
botomists are trained to collect a quality
specimen. They understand how the sensi-
tivity and specificity of the test can be
affected by the quality of the specimen.”

ISO 15189 Gains Favor
For Lab Accreditation
kCLSI works with government in Tanzania 
to accredit five regional labs in African nation

kkCEO SUMMARY: Volunteers for the Clinical and Laboratory
Standards Institute (CLSI) are in the midst of an 18-month project
to help five state-run medical labs in Tanzania gain ISO 15189
accreditation. The project shows how labs in Africa and other
countries are moving to adopt international accreditation stan-
dards. A growing number of countries, including Australia,
Germany, France, and Canada, already use ISO 15189 in their
accreditation requirements.
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IMPROVEMENTS IN PATIENT SAFETY are
coming so quickly that zero defects are
possible. That’s the view of Lucien

Leape, M.D., Professor of Health Policy at
the Harvard School of Public Health in
Cambridge, Massachusetts.

“The most exciting thing that has hap-
pened recently in patient safety—some-
thing that has truly changed our
agenda—is that it is now apparent that we
can use perfection as a benchmark,”
declared Leape in an interview published
by the policy journal Health Affairs.

“We now have convincing demonstra-
tions that when the effort is made and new
practices are implemented, we can actu-
ally eliminate certain adverse events,”
explained Leape. “There is no reason to
think that this cannot be expanded to the
whole universe of adverse events.”

Leape is enthusiastic about the poten-
tial to use quality management tools in
healthcare to achieve three goals: 1) zero
defects, 2) teamwork training, and, 3) the
development of tools to identify and fix
potential problems and the sources of
error before they cause harm to patients.
He believes these three developments

(zero defects, team training, and trigger
tools) are transforming the way healthcare
is delivered.

These developments are significant for
lab directors and pathologists because
Leape recognizes that healthcare is on the
verge of pursuing performance goals and
quality outcomes that are common to non-
healthcare industries around the world.

kFollowing Protocols
THE DARK REPORT has regularly discussed
the steady introduction of national goals,
accreditation guidelines, and pay-for-per-
formance programs that measure the
results of hospitals and physicians in
improving patient safety and raising health-
care outcomes. Leape is assessing the results
of these early efforts and programs. He
believes these early demonstrations validate
the goals of zero defects, quality improve-
ment, and will help lower the overall cost of
care.

Leape explained how previously
unthinkable results are possible. When Peter
Pronovost, M.D., a physician in the intensive
care unit at Johns Hopkins Hospital in
Baltimore, Maryland, demonstrated the
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eled to the African nation of Namibia
month to advise the government there on
ISO 15189 accreditation. CLSI is also
working with Nigeria and Côte d’Ivoire.

“The rest of the world doesn’t have the
same laboratory licensure and accredita-
tion requirements as currently exist in the
United States,” Woodcock added. “So, one
by one, the nations of the world are adopt-
ing international standards. In many
cases, they are working toward the ISO
15189 standard. ISO 15189, of course, was
developed specifically for medical labora-
tories. Across Canada, this standard is
being implemented province by province.

“Within the United States, there are a
couple of organizations using ISO 15189 as
the basis for medical laboratory accredita-
tion,” Woodcock said. “One is COLA
(Commission on Laboratory Assessment),
in Columbia, Maryland, which is using ISO
15189 accreditation with medical laborato-
ries in Taiwan, and the other is the
American Association for Laboratory
Accreditation (A2LA), in Frederick,
Maryland. A2LA has just launched a new
international accreditation program for
clinical laboratories using ISO 15189.

“Globalization of the lab industry is a
trend which is reinforced by the common
technology used in laboratories around
the world,” Woodcock continued. “No
matter where you go in the world, you see
the same equipment in all these different
labs. By using ISO 15189 as an accredita-
tion standard, these labs are demonstrat-
ing that they meet the same standards as
other labs around the world. That was the
reason the Tanzania government choose
ISO 15189 for its state run labs.”

kWorking in Tanzania 
In recent years, THE DARK REPORT has
pointed out that laboratories across the
world are evolving toward common orga-
nizational models and operations.
“Accreditation plays a role in encouraging
convergence,” said Lucia Berte, Founder of
Laboratories Made Better! of Broomfield,

Colorado. Berte spoke last month at the
Lab Quality Confab in Atlanta and is a
member of the international committee
responsible for updating ISO 15189 stan-
dard. “ISO 15189 is becoming a frame-
work around which many countries are
choosing to design their lab accreditation
programs. Thus, a common standard for
accreditation from one country to the
next plays a role in encouraging common
forms of laboratory organization and
operation.” TDR

Contact Sheila Woodcock at 902-766-4295
or swoodcock@qseconsulting.com; 
Glen Fine at 610-688-0100 x116 or
gfine@clsi.org; Lucia Berte at 303-487-1135
or lmberte@comcast.net.

Resident Lab Mentors
Wanted in Tanzania

TO SERVE AS RESIDENT VOLUNTEERS in
Tanzania, the Clinical Laboratoory Stan-

dards Institute (CLSI) in Wayne,
Pennsylvania, is seeking five qualified and
dedicated laboratory professionals.

Each resident mentor will reside in
Tanzania for two to three months to coordi-
nate, support, monitor, and continuously
assess the development of a quality assur-
ance system in each assigned medical labo-
ratory facility. This is the next phase of the
project to advise five zonal labs in the West
African nation on ISO 15189 accreditation.

The zonal laboratories involved in this
effort are: 1) Kilimanjaro Christian Medical
Centre, in Moshi; 2) Bugando Medical
Centre in Mwanza; 3) Muhimbili National
Medical Centre in Dar es Salaam; 4) Mnazi
Mmoja Hospital, in Zanzibar; and, 5) Mbeya
Referral Hospital in Mbeya.

Candidates selected as resident volun-
teers will receive formal training in specific
quality management systems, the ISO
15189 standard, and how to introduce and
establish a quality management system for
the Tanzanian laboratories. More informa-
tion can be found on the CLSI’s Web site.
(www.clsi.com).

Health Guru Predicts
End to Medical Errors
kPatient safety expert Lucien Leape, M.D. says 
hospitals and physicians can achieve zero defects

kkCEO SUMMARY: One of the most exciting developments in
patient safety is that it is now possible to begin eliminating
adverse events in healthcare, declared Lucien Leape, M.D.,
Professor of Health Policy at the Harvard School of Public
Health. Leape bases his prediction on how pioneer hospitals
have achieved a zero rate of infection in ICUs and other specific
areas of care. He believes the U.S. healthcare system is poised
to achieve new breakthroughs in the quality of care.
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the Tanzanian laboratories. More informa-
tion can be found on the CLSI’s Web site.
(www.clsi.com).

Health Guru Predicts
End to Medical Errors
kPatient safety expert Lucien Leape, M.D. says 
hospitals and physicians can achieve zero defects

kkCEO SUMMARY: One of the most exciting developments in
patient safety is that it is now possible to begin eliminating
adverse events in healthcare, declared Lucien Leape, M.D.,
Professor of Health Policy at the Harvard School of Public
Health. Leape bases his prediction on how pioneer hospitals
have achieved a zero rate of infection in ICUs and other specific
areas of care. He believes the U.S. healthcare system is poised
to achieve new breakthroughs in the quality of care.



ability to eliminate central-line infections,
the event was significant, noted Leape.

“Let’s put this in perspective,” he com-
mented. “Thirty-six million people are
hospitalized in the United States every
year. Approximately 11% receive care in
an ICU, so the total number of ICU days is
18 million or so. Approximately half of the
patients in ICUs have a central venous
catheter, so the best estimate is that there
are 9.7 million catheter days per year, and
48,600 central-line bloodstream infec-
tions. Approximately one-third of those
patients die because of those infections.
The figures for ventilator-associated
pneumonia—another major cause of
morbidity and mortality—are similar.

“The team at Hopkins was able to
eliminate both of these types of infections
by implementing protocols and rigidly
enforcing them: ensuring that the five or
six things that needed to be done every
time were done and done right. The secret
was a major team effort and commit-
ment,” Leape explained.

Then, another exciting development
occurred when Pronovost used the proto-
cols in hospitals in Michigan, got the sup-
port of Blue Cross and Blue Shield, and
reported that 100 hospitals had reduced
central-line infections to zero. “For more
than six months, 68 hospitals had no cen-
tral-line infections and no ventilator-asso-
ciated pneumonia,” Leape observed. “I call
this ‘getting to zero.’

“What Pronovost has shown is that
this [achieving zero infections] is not just
something that one or two ‘safety nuts’ can
do, but, rather, anybody can do it if they
put their mind to it,” he stated. “If 68 hos-
pitals in Michigan can achieve these
results, then so can all 5,000 hospitals in
the United States. We have a new ball
game and a new benchmark, and it is a
very exciting development.”

One key to Pronovost’s success was the
use of teamwork. “Indeed, my second hot
topic is team training, an idea that has
finally caught on and has been greatly facil-

itated by simulation,” Leape said.“Although
simulation is expensive, it is a very power-
ful teaching tool. Everyone likes the idea of
doctors, nurses, and anesthesiologists expe-
riencing their first crisis on a plastic patient
as they learn how to put a tube in, tap a
chest, or give a medication.

“Simulation is sweeping the country
and with it a new emphasis on increased
sophistication in team training,” he noted.
“Many of us in healthcare think that this is
second only to implementing new prac-
tices in terms of its power to create a cul-
ture of safety and reduce accidental
injuries.

kUsing Trigger Tools
“The third important new development, in
my opinion, is the use of more sophisticated
ways to identify adverse events,” he added.
The Institute for Healthcare Improvement
(IHI) in Cambridge, Massachusetts, has
developed a trigger tool that is very effective.
The tool is a list of approximately 50 ele-
ments that can be found in the patient
record, many of them laboratory tests or
simple clinical observations.

“One searches for these, either in the
electronic record or by going through a
paper record, reviewing lab tests and so
forth,” he explained. “You identify abnor-
mal findings and investigate whether a
patient has suffered an adverse event. We
are moving away from looking at deaths
(which is a rather crude measure)—in
fact, even away from errors, because
injuries are what count. It does not make
any difference if we are preventing errors
if we can’t prevent the injury.”

THE DARK REPORT observes that Leape
has identified how medical errors can be
eliminated and healthcare outcomes
improved by the use of these proven qual-
ity management methods. Previously, the
thinking was that medicine was as much
art as science and so it was impossible to
predict adverse events. By focusing on
eliminating defects, it is possible to pre-
vent injuries and death. TDR
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That’s all the insider intelligence for this report.
Look for the next briefing on Monday, November 9, 2007.

INTELLIGENCE
LATE & LATENT

Items too late to print,

too early to report

Microsoft Corporation
is the latest company to

offer a digital health
record (DHR) aimed at con-
sumers. Called “Healthvault,” it
can be found at www.health-
vault.com. This secure Web site
allows consumers to manage
and monitor their personal
health information, including
weight loss and disease man-
agement information, such as
for diabetes. The Web site also
includes a search tool to allow
consumers to view and organ-
ize articles and other informa-
tion on health.

kk

MORE ON: Health Vault
Microsoft’s strategy is to get
other organizations to build
services that allow consumers
to upload and store data on
Healthvault. According to
Microsoft, 40 organizations,
ranging from the American
Heart Association and the
American Lung Association
to New York-Presbyterian
Hospital, along with such
medical device companies,
such as LifeScan Inc. and
Omron Healthcare Inc., have
announced their intention to
build features that will allow
consumers to interact with
Healthvault.

kk

PROBE LIGHTS UP
CANCER MOLECULES 
Seeking to improve the diagno-
sis and treatment of cancer,
pathology researchers at Stan-
ford University Medical
Center have discovered an in
vivo marker with unique prop-
erties. The probe’s main ingre-
dient is a molecule that labels
active proteases—protein-
destroying enzymes—that run
amok in cancerous cells. The
molecule is normally invisible
to the naked eye but it carries a
fluorescent tag that lights up
when it binds to the protease.
The tag beams out near-
infrared light that passes
through skin and is detectable
with a special camera. This
novel imaging technique was
described in the September
issue of Nature Chemical
Biology. “We think these probes
may ultimately provide a less
harmful, noninvasive method
of detecting cancer,” said Galia
Blum, Ph.D., a postdoctoral
scholar in the pathology labo-
ratory. Blum was lead author of
the study.

kk

ADD TO: New Probe
“Unlike other enzyme-target-
ing molecules, it’s very spe-
cific, sticks to where it binds

and does it all very rapidly—
in 30 minutes or less,”
noted Matthew Bogyo, M.D.,
Assistant Professor of Pathology
at Stanford University Medical
School. Another characteristic
sets this marker apart from
other molecular probes. This
type identifies only active
enzymes. “We went one step
beyond just telling if the
enzymes are there. We can
answer the question, ‘Are they
active.’That’s important because
an accumulation of inactive
enzymes doesn’t necessarily
indicate disease,” explained
Bogyo.

You can get the free DARK Daily
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 how...

...the number of physician pay-
for-performance (P4P) pro-
grams has almost quadrupled
in the past 5 years, going from
39 in 2003 to 148 in March of
this year, with more payers
embracing this approach.
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