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Dodging the A/H1N1 Influenza Bullet
DID THE UNITED STATES AND THEWORLD DODGE A BULLET because the first out-
break of A/H1N1 influenza was neither as lethal nor as virulent as long-pre-
dicted by public health officials? That might be true today. But wait until the
next flu season.

No one knows if the A/H1N1 virus will mutate in ways that make it more
virulent and more lethal. Only time will provide the answer. Meanwhile, this
spring’s relatively short-lived A/H1N1 influenza outbreak has lessons for the
laboratory testing industry—and many are described in this issue of THE
DARK REPORT. Three separate intelligence briefings detail some rather
remarkable stories of how laboratories and lab industry vendors met the
unexpected challenges presented by the A/H1N1 outbreak.

First is an analysis of how clinical laboratories and public health labora-
tories coped with the surge of influenza specimens. Influenza assays cur-
rently available to clinical laboratories are less than ideal when a new
influenza strain like A/H1N1 appears. Also, the supply chain can be quickly
overwhelmed, as laboratories increase their orders and vendors struggle to
keep enough lab supplies in the distribution pipeline. (See pages 3-5.)

Second is a fascinating story about how the testing capacity and capabil-
ities of many public health labs were increased literally overnight! A unique
collaboration involving the Centers for Disease Control and Prevention
(CDC), the Association of Public Health Laboratories (APHL), and Applied
Biosystems, a division of Life Technologies Corporation, led to the instal-
lation and validation of 40 new molecular test systems in public health labs
in this country because of a 24/7 crash program. (See pages 6-8.)

Third, THE DARK REPORT interviews two laboratory professionals about
how their organizations stepped up to meet the increased volume of flu spec-
imens that needed testing during the peak of the A/H1N1 outbreak. Both lab
companies are gearing up for a busy flu season this fall and have useful advice
to share with other pathologists and lab directors. (See pages 17-18.)

In my view, the United States and the laboratory medicine profession got a
lucky break with this outbreak of A/H1N1. Similar to the SARS outbreak in
2003, this country avoided a serious epidemic for reasons unrelated to pre-
paredness. However, the good news is that the public health establishment has
greatly enhanced its ability to respond to similar outbreaks in the future. TDR
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EVERY PANDEMIC OFFERS LESSONS for
health professionals seeking to pre-
vent or limit the next event. The cur-

rent A/H1N1 influenza pandemic has
been no exception.

In the United States, the recent
A/H1N1 flu outbreak revealed at least four
major lessons for lab directors and pathol-
ogists. First, the nation’s capacity for run-
ning confirmatory tests on a new strain of
disease, such as A/H1N1, was severely lim-
ited. Second, clinical laboratories didn’t
have the supplies they needed to meet a
sudden, 10-fold increase in testing volume
for a new infectious disease.

Third, public health labs also lacked the
supplies and the capacity to meet this same
surge in specimens requiring confirmatory
testing. Fourth, the A/H1N1 outbreak
demonstrated that molecular testing is now

an effective and relatively fast way to detect
and identify a specific strain of virus. Rapid
molecular assays give public health officials
useful new tools to identify and characterize
the spread of a virus like A/H1N1.

Experts point out that one important
fact about the recent A/H1N1 outbreak is
that it began in April, at the very end of the
normal flu season in the Northern
Hemisphere.Thus, public health agencies in
the United States and around the world
faced a much reduced incidence of flu cases
compared to what would be expected dur-
ing the height of the normal flu season,
which usually peaks in January or February.

These experts also predict that
A/H1N1 will be around next flu season.
Jeremy Bridge-Cook, Ph.D.,Vice President
of Luminex Molecular Diagnostics, in
Toronto, Canada, said current testing

Influenza A/H1N1 Outbreak
Offers Lessons for Labs
kLack of influenza test capacity at peak demand
is warning to private labs and public health labs

kkCEO SUMMARY: As influenza A/H1N1 spread, clinical labs
nationwide learned that they did not have the capacity to test
for an outbreak of flu that generated a 10-fold increase in
sample volume. To move the samples through the system,
many clinical labs ran extra shifts and ran short of supplies. It
was a similar situation at public health laboratories, which
were inundated with influenza specimens and sometimes a
week behind in reporting results. In turn, that meant health
officials were often days behind tracking the flu outbreak.
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shows poor immunity worldwide for
A/H1N1. Luminex developed the xTAG
Respiratory Viral Panel, which tests for 12
different respiratory viruses including in-
fluenza A and the normal season flu sub-
types H1 and H3.

kPoor Immunity in Population
“It’s impossible to predict what we will see
during next winter’s flu season,” observed
Bridge-Cook. “However, in the United
States now, of the samples that test posi-
tive for influenza A, roughly 50% are actu-
ally the new H1N1 strain. It suggests that
the population has poor immunity. In
turn, that does not bode well for the com-
ing flu season. This recent H1N1 pan-
demic hit during a relatively quiet part of
the influenza season.”

Steven B. Kleiboeker, DVM, Ph.D., is
Chief Scientific Officer and aVice-President
of ViraCor Laboratories in Lee’s Summit,
Missouri. He agreed, saying, “Laboratories
in the United States experienced a phenom-
enal surge in specimen volume during the
first few weeks of the outbreak of A/H1N1.
This event shows that the capacity in our
nation’s public health system for large
amounts of testing is inadequate.

“For example, case volume for the pri-
mary assay we run for influenza increased
10-fold,” continued Kleiboeker. “That
increase lasted only about two weeks. But
to accommodate that volume, we
extended our normal testing operations
by about five or six hours each day. We
generally run our lab at about 60% or 70%
capacity on any given day. The resources
of our laboratory were definitely strained
when case volume for one assay in our test
menu surged by a factor of 10.

“At ViraCor, we specialize in testing for
immuno-compromised patients, which are
usually transplant patients,” Kleiboeker
said. “Most of our clients are hospital labo-
ratories. Only one client sent us a lot of
specimens. This client is located in the
Southwest, in the border region where the
earliest and most rapid spread of the virus

was expected to occur. If two, three, or four
clients had sent us comparable volumes of
flu specimens, our lab would have been
challenged to accommodate this testing and
sustain normal turnaround times.”

Stories of public health labs being
inundated with influenza specimens were
common, said Kleiboeker. “One thing we
learned about A/H1N1 was that the ability
of the public health community and pub-
lic health laboratories to step in and accept
such a surge in testing volume was woe-
fully inadequate,” he observed.

“We heard stories that, given the heavy
demand, some state public health labs
were 4,000 to 6,000 samples behind per
day,” said Kleiboeker. “In the early stages
of an epidemic, the pathogen is often
spreading rapidly and if laboratory testing
can’t keep up with demand, then health
officials don’t know where the virus has
spread until two or three days later. In
these situations, having an accurate and
confirmatory diagnosis of the case from a
timely lab test is critical.”

kDelay In Test Confirmations
In Houston, Texas, by May 12, its public
health laboratory had received 6,387 spec-
imens from 17 counties in Texas and only
2,334 had been tested. That left a backlog
of 4,053 untested influenza specimens,
according to television station KPRC in
Houston. KPRC also reported that the
public health lab had confirmed 52 speci-
mens as positive for A/H1N1. One pathol-
ogist interviewed by the television station
said that his hospital was waiting for
results on flu specimens his laboratory
had referred to the city’s public health lab
more than 10 days earlier.

On the following pages, THE DARK

REPORT provides additional intelligence
briefings about the influenza outbreak
and how both clinical labs and public
health laboratories coped with the surge
in demand for influenza testing.

Expectations are that A/H1N1 will
reappear during the next influenza season.
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That means every clinical laboratory
should be developing a strategy and contin-
gency plans to deal with different scenarios.
To date, theA/H1N1 influenza has not been
as lethal as initially feared by public health
officials. However, because knowledge
about this new strain of influenza is limited,
experts remain concerned that, during the

next flu season, A/H1N1 might turn out to
bemore virulent than expected. That is why
THEDARK REPORT advises that labmanagers
take steps now to prepare for the coming
influenza season. TDR

Contact Steve Kleiboeker at 800-305-5198;
Jeremy Bridge-Cook at 416-593-4323 or
jbridgecook@luminexcorp.com.

Labs Report 10-Fold Surge in Test Volume
As Lab Supply Chain Overwhelmed by Demand

Testing volume for A/H1N1 influenza
cases rose so sharply since April that

some labs saw increases of two- to 10-fold
in testing volume for the novel strain and ran
short of supplies.

The virology department at PAML, a
medical reference laboratory in Spokane,
Washington, reported a 260% increase in
testing in the two weeks from April 26
through May 10 compared with H1N1 test-
ing levels for the same period in 2008, said
Mona Veltri, Director, Supply Chain
Management and Administration. PAML has
five joint ventures with 182 patient service
centers in nine states.

Sunrise Medical Laboratories in
Hauppauge, New York, reported a 10-fold
increase over normal levels of H1N1 testing
for April and May, said Larry Siedlick, presi-
dent and CEO. On Thursday, May 14, when
New York City Mayor Michael Bloomberg
announced the closing of three city schools,
Siedlick saw the number of flu cases rise
again.

The H1N1 flu strain was detected in April
in Mexico. On June 1, the federal Centers
for Disease Control and Prevention (CDC)
in Atlanta reported 10,053 cases in 50 states
and the District of Columbia and 17 deaths.
Recently, the World Health Organization
(WHO) said 62 countries reported 17,410
cases of A/H1N1 and 115 deaths.

“We had problems just trying to keep
supplies in stock and getting stock on a
timely basis,” said Veltri. “We would put in
an order and be told it would arrive on a
particular day and then it wouldn’t show

because our suppliers didn’t have the prod-
uct. But it wasn’t just the distributors; it was
the manufacturers as well. Following our
disaster preparedness plan, we had confer-
ence calls to make sure we updated all the
warehouses of our joint venture partners on
a daily basis. When product didn’t arrive as
scheduled, we filled orders short to ensure
customer service to all.

“In particular, we had shortages of
flocked swabs,” she said. “When we couldn’t
obtain enough product for the kits, we had to
use substitutions. Back up plans are critical.

“Even though there were challenges
obtaining the volume of supplies we wanted,
our patients were not impacted,” Veltri said.
“We wanted to make sure that every client
received some product. Right now, we’re
fine and the testing volume seems to have
slowed down.

“But what we learned was that our plan
could use some modifications,” she added.
“You have your contingency plan A and your
contingency plan B for back up— but when
the manufacturers can’t meet the demand,
you know it’s a serious problem. Moreover,
we all need to be on high alert. This episode
shows why it’s necessary to plan and pre-
pare for a pandemic.

“Using this experience, we are dis-
cussing ways that we can revise disaster
preparedness plans,” Veltri commented.
“We will meet with our distributors and field
staff because we hope to be more prepared
for the next influenza season for the event
that may arise this fall.”
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WITH AN URGENT NEED TO IDENTIFY

the A/H1N1 influenza virus
quickly and accurately, officials

from the federal Centers for Disease
Control and Prevention (CDC) placed a
call to Brian Plew, Director of Biosecurity
Solutions for Applied Biosystems, a divi-
sion of Life Technologies Corporation of
Carlsbad, California.

It was Thursday, April 23. The world
was not yet familiar with the novel
A/H1N1 strain of influenza virus that was
already spreading from Mexico to the
United States, to Canada, and to other
countries worldwide.

At the time, Plew and a team of Applied
Biosystems professionals were already col-
laborating with the CDC to roll out the
company’s 7500 Fast Dx Real-Time PCR
Instrument for use by public health labs in
the United States. The 7500 Fast Dx is the
only machine cleared by the FDA for
molecular testing of influenza.

Prior to the A/H1N1 flu outbreak in
April, Applied Biosystems had already
installed about 105 of these systems across
the country. Following an FDA 510(k)

clearance issued to Applied Biosystems on
September 30, 2008, the firm started to
recalibrate these systems in the field from
research-use only to diagnostic capability.

kInstalling New Systems
The upgrade process had proceeded at a
measured pace. But that changed immedi-
ately after the outbreak of A/H1N1 flu in
Mexico in late April. The need for addi-
tional instruments meant that Plew and
more than 100 of Applied Biosystems’ lab
professionals and consultants would work
almost nonstop to install 40 of the 7500
Fast Dx machines in the United States and
another 60 systems in public health labs
worldwide. The pace of installations
was—and continues to be—frenetic.

“From the moment when the CDC
called us on April 23, any step we took with
respect to public health labs in the United
States was coordinated among us, The CDC,
and the Association of Public Health
Laboratories (APHL),” Plew said last week
in an interview with THE DARK REPORT.
“Absolutely, the CDC helped set the priori-
ties in the United States. Following that ini-

CDC, Public Health Labs
Added Flu Test Capacity
kCrash program beefs up capacity & capabilities
of public health laboratories in U.S and abroad

kkCEO SUMMARY: Discovery of the A/H1N1 strain of
influenza made it imperative that public health laboratories in
the United States, Mexico, Canada, and other countries have
more molecular testing capacity and capabilities in support of
efforts to track and control the outbreak. Applied Biosystems,
a division of Life Technologies Corporation, stepped into the
breach, upgrading existing public health lab instrument sys-
tems while installing 40 more instruments in the United States
and 60 additional instruments in countries across the globe.
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tial call onApril 23,we set up a task force the
next day, which was Friday, April 24. Then
calls starting coming in from around the
world. By Sunday, we had a global task force
up and running.

“On Monday, April 27, Mexico was the
absolute top priority for us,” recalled Plew.
“That country had very little testing capa-
bility. A CDC team was traveling there and
asked us to support health authorities in
Mexico as well.

“In recent years, we have worked with
the CDC on influenza, but at a measured
pace,” recounted Plew. “Applied Biosystems
was upgrading certain instruments in the
field to give them the diagnostic capability
for influenza. As part of its plan for
influenza surveillance, the CDC was also
training state health laboratories in how to
operate the instrument as a diagnostic tool.
However, that measured pace changed
overnight into a crash program to help
boost molecular testing capability and
capacity for the CDC, for public health labs
in the United States, and for public health
programs in countries across the globe.

kFastest Detection Methods
“The reason the CDC wanted the 7500 Fast
Dx is that it has two capabilities,” observed
Plew. “First, it can detect H1N1. Second, it
is a 96-well instrument, providing public
health laboratories with the throughput
required to support outbreaks.

“Epidemiologists know the limitations
of many flu tests,” he continued.
“Antibody tests can identify that the virus
is influenza A or B. But these tests can’t tell
you if it’s swine influenza A/H1N1. Nor
can they confirm any influenza subtype.

“Also, antibody tests might offer a
faster turnaround time to result—but
antibody assays deliver less specificity and
less sensitivity,” Plew stated. “Studies show
some of those assays typically run at about
50% to 60% sensitivity, which is close to
the odds on a coin toss.”

To cope with the flood of influenza
specimens generated by the outbreak,

public health laboratories needed the
higher capabilities provided by more
sophisticated molecular technologies.
Thus, Applied Biosystems worked non-
stop to meet the urgent demand for
instrument systems.“In NewYork City, for
example, we upgraded five instruments
over a single weekend by shipping the
machines overnight and having multiple
technicians running each upgrade in par-
allel,” he said. “The same was true for
machines we installed in many states, such
as Texas, which was hit hard by H1N1.

Instrument Runs 24 Specimens
With Three-Hour Time to Result

IT’S NOT A BIG INSTRUMENT SYSTEM. The 7500
Fast Dx Real-Time PCR Instrument manu-

factured by Applied Biosystems “looks like
two desktop computers side by side with a
cover on them, and it’s connected to a lap-
top,” said Brian Plew, Director of Biosecurity
Solutions at Applied Biosystems, a division of
Life Technologies Corporation.

“The instrument processes 96 reac-
tions in a single run, which takes about an
hour for the detection component,”
explained Plew. “This comes after the steps
to extract the nucleic acid and prepare the
sample for analysis on our instrument.

“The entire process takes about three
hours, from specimen prep to result,” he
added. “Running 96 tests in three hours is
considered high throughput for this particu-
lar molecular technology.

“These 96 tests represent 24 samples
because each sample receives the four
tests that are part of the CDC’s swine flu
panel,” noted Plew. “The CDC’s Human
Influenza Virus Real-time RT-PCR Detection
and Characterization Panel (rRT-PCR Flu
Panel) has:

a) a matrix test for influenza A;
b) an updated matrix for the new novel

strain of influenza A (meaning A/H1N1);
c) a subtype for H1; and,
d) a control (which is a human gene).”
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“The CDC also had us working in
Mexico, where we probably had our greatest
positive impact,”Plew said.“Since the begin-
ning of the flu outbreak, we have installed
about 30 instruments inMexico, and helped
establish perhaps 10 new laboratories.

“We continue to maintain technicians
in Mexico to support those labs and the
CDC’s team in that country,” he stated.
“Around the world, Applied Biosystems
had an installed base of 100 instruments
in public health laboratories. About 60
more instruments have been delivered and
made operational globally since the begin-
ning of the flu outbreak.”

“Now that we have these systems in
place in U.S. public health labs, all states
have the capability to identify the spread
of the H1N1 virus, which is something
many states didn’t have at the beginning
of the outbreak,” noted Plew. “Currently
state health officials can evaluate flu spec-
imens with specificity using the CDC’s
influenza test panel and our instrument.

kUsed Only For Epidemiology
“Of course, this system is currently used
for epidemiology only, and not for patient
care,” Plew added. “It speeds up the identi-
fication of the virus at the state public
health level, but it does not improve con-
ditions at the clinical level. Doctors treat-
ing patients do not have access to this
science and technology.

“Someday it may be available for clinical
laboratories, but the challenge with an
influenza virus like H1N1 is that it is highly
susceptible to mutation,” he explained.
“Thus, themore specific youmake the assay,
the more likely the mutation will drift off
your design. This in turn requires closer
monitoring of performance and the ability
to rapidly implement subtyping assays.”

Plew points out that molecular diag-
nostics is a game changer in public health.
“This latest influenza outbreak demon-
strate the immense value of molecular
testing. Twenty years ago, there was no
way for public health officials to recognize

this type of disease outbreak as it hap-
pened. The off-season flu cases would be
recorded as a flu outbreak. Then, later in
the fall, the same flu strain might come
back and be a big killer.

kReady For Next Flu Season
“In fact, that is now the big question: will
the U.S. public health system be ready for
influenza season in the fall?” he asked.
“Absolutely! The public health establish-
ment now has the capability to monitor an
outbreak from an epidemiological stand-
point and to manage surveillance.

“What worries some is the fact that this
molecular flu testing capability doesn’t yet
translate into patient care,” observed Plew.
“If H1N1 turns more deadly, and people
start demanding a flu test to know if they
have H1N1, those demands could over-
whelm the public health system—in loca-
tions where the doors might be opened to
permit that type of testing. After all,
demand for access to more accurate
influenza testing by a worried public would
be difficult for health officials to ignore.”

THE DARK REPORT observes that the
A/H1N1 outbreak is probably the first
major global disease outbreak where
molecular testing played a front line role.
Further, ongoing improvements in molec-
ular technologies and laboratory testing
systems guarantee that a growing number
of public health laboratories and clinical
laboratories will have more sophisticated
assays for influenza and other types of
infectious disease.

k100+ Instruments Installed
This speed of technology change and its
introduction into use is well-illustrated by
Applied Biosystems’ response to the
A/H1N1 flu outbreak. In only a few weeks,
it was able to manufacture, install, and
bring upmore than 100 new, sophisticated
testing systems. That’s an impressive reac-
tion to a national and global need. TDR

Contact Renaldo Juanso at 650-638-5354 or
Renaldo.Juanso@lifetech.com.
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THREE COMPANIES ADVERTISING labora-
tory tests for swine flu A/H1N1 were
among those firms targeted for warn-

ing letters by the Food and Drug
Administration (FDA) last month.

Between May 4 and May 29, the FDA
sent warning letters to 35 companies. The
warning letter typically noted that the FDA
had reviewed each company’s Website and
had determined that the site offered a prod-
uct for sale that is intended to diagnose,
mitigate, prevent, treat, or cure the
A/H1N1 flu virus in people. “This product
has not been approved, cleared, or other-
wise authorized by FDA for use in the diag-
nosis, mitigation, prevention, treatment, or
cure of the 2009 H1N1 Flu Virus,” the FDA
said in the 35 warning letters.

kWeb Claims Examined
In the letters, the FDA stated that the mar-
keting of these products violates federal
law. The FDA further requested that the
companies cease marketing these unap-
proved, uncleared, or unauthorized prod-
ucts for the diagnosis, mitigation,
prevention, treatment, or cure of the
A/H1N1 flu virus “immediately.”

Three lab testing companies were among
the 35 firms that received the FDA warning
letters. They are: Becton Dickinson &
Company for its BD Directigen EZ Flu Test;
Luminex Corporation for its xTAG
Respiratory Viral Panel; and, Prodesse, Inc.,
for its Prodesse ProFlu+ Assay.

It is not known if the FDA has taken
further enforcement action against any of
the 35 companies that received these
warning letters. But the collective list of 35
products shows why regulators face a dif-
ficult time. Other types of products tar-

geted for warning letters run the gamut
from nutritional supplements and drugs
that claimed to be effective against swine
flu, to medical devices and protective
products, such as masks and gloves.

For example, the Skilling Institute
offers the “Proton Genie,” which claims,
among other things, to “stimulate and
strengthen the entire immune system.”

Another company which received an
FDA warning letter is LifeSecure. Among
its swine flu product offerings is the “On-
The-Go Swine Flu Personal Infection
Protection Kit.” Offered at $19.95, the
product description says, “The kit is
designed to accommodate one person for
up to two days and includes such items as
N95 respirators, eye protection, vinyl
gloves, disposable thermometers, tissues,
hand sanitizer, and biohazard bags.”

In these 35 warning letters, the FDA
advised each company that,“You should take
immediate action to ensure that your firm is
not marketing, and does not market in the
future, products intended to diagnose, miti-
gate, prevent, treat or cure the 2009 H1N1
Flu Virus that have not been approved,
cleared, or authorized by the FDA.”

Some publications that closely watch
the FDA have interpreted the warning let-
ters to BD, Luminex, and Prodesse as a
sign that the FDA is using this opportu-
nity to more tightly regulate molecular
testing. But, given that these three warning
letters were sent during the same May 4-
29 period as the other 33, it is likely that
regulators wanted to establish a public
record that they were actively monitoring
for any and all products advertised as
effective for swine flu without proper reg-
ulatory review of those claims. TDR

35 Firms Get FDA Warning Letters
Regarding Various Swine Flu Claims

FDA Enforcement Updatekk
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Medical Center in Utica, New York. This
201-bed medical center is the first hospital
in New York State and one of the first five
hospitals nationwide to meet the new
accreditation standard from DNV
Healthcare.

Currently, DNV has accredited 20 hospi-
tals in the United States. The accreditation
confirms that St. Elizabeth is meeting
Medicare and Medicaid’s standards to pro-
vide healthcare services and is meeting the
National Integrated Accreditation for
Healthcare Organizations (NIAHO) stan-
dards for ISO 9001 from the International
Organization for Standardization (ISO).

St. Elizabeth is a first-mover in these
achievements. It was the 12th hospital to be
accredited to ISO 9001 in the United States. In
2005, it became the first hospital to hold dual
certifications in ISO 9001 and ISO
14001:Environmental Management, said
David Briggs, St. Elizabeth’s Quality Director.
Now that it works with DNV, St. Elizabeth is
no longer accredited by The Joint
Commission, the longtime leader in hospital
accreditation in the United States.

According to Briggs, accreditation is
about more than meeting standards. “By
learning how to be more efficient, St.
Elizabeth has increased the number of
patients it treats without adding to capacity,”
observed Briggs. “Our medical center also
increased its patient satisfaction ratings and
its employee retention numbers. We attrib-
ute both of these improvements to pursuing
ISO accreditation.”

kAccreditation Decision
Last October, the federal Centers for
Medicare & Medicaid Services (CMS)
announced that it would allow DNV to
accredit hospitals. Two months later, St.
Elizabeth’s dropped its longstanding affilia-
tion with The Joint Commission in favor of
DNV.

“It was both a practical and a philosoph-
ical issue for us,” Albert D’Accurzio, M.D.,
the medical center’s Vice President of
Medical Affairs, told HealthLeaders maga-
zine. “If we wanted to maintain ISO certifi-
cation and use The Joint Commission for
our CMS accreditation, we would have
undergone two different surveys by two dif-
ferent organizations. This is a simpler
process.”

St. Elizabeth’s President and CEO, Sister
M. Johanna, believes DNV is more than a
new accreditation program. “It’s a catalyst
for our ongoing commitment to patient
safety and clinical quality,” she said. “With
NIAHO, we can achieve full ISO compliance
and satisfy our annual accreditation require-
ments at the same time, for no additional
cost. Quite literally, it is a win-win for us, our
patients, and our community.”

FOR HOSPITAL ACCREDITATION, there’s a new
player in town. Last fall, DNV
Healthcare, Inc. (DNV), of Cincinnati,

Ohio, was approved by the Centers for
Medicare and Medicaid Services (CMS) as a
hospital accreditation program in the United
States.

This changes the accreditation landscape
in two ways. One, DNV Healthcare, a divi-
sion of Norway-based Det Norske Veritas,
becomes the first new hospital accreditation
competitor for The Joint Commission in 40
years. Two, DNV’s accreditation program
allows hospitals and other healthcare organ-
izations to meet Medicare accreditation cri-

teria while at the same time achieving ISO
9001 accreditation.

For hospital laboratories and pathology
group practices, this development is likely to
have long-term consequences. That is
because, in one stroke, CMS increased com-
petition for hospital accreditation while giv-
ing hospitals an option that allows them to
pursue ISO 9001 accreditation.

kAccreditation Through DNV
To learn more about DNV’s hospital accred-
itation process and the different ways it may
involve laboratories and pathology groups,
THE DARK REPORT contacted St. Elizabeth

kkCEO SUMMARY: In Utica, New York, 201-bed St. Elizabeth Medical Center
was the first hospital in New York State and one of the first five hospitals
nationwide to meet the new accreditation standard from DNV Healthcare, of
Cincinnati, Ohio. St. Elizabeth administrators credit use of this new accredi-
tation process in helping the hospital improve efficiency, patient satisfaction,
and employee retention. Meeting the DNV accreditation standards was rela-
tively easy because the facility was already accredited for ISO 9001 and ISO
14001 from the International Organization for Standardization (ISO).

Earns Dual Medicare and ISO 9001 AccreditationEarns Dual Medicare and ISO 9001 Accreditation

Accreditation with DNV
Helps Hospital Raise
Inpatient Volume
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What sets St. Elizabeth apart from
many other hospitals is that the ISO stan-
dards are the foundation of the medical
center’s quality management system,
which ensures that the medical center is
taking all necessary steps to deliver safe
and effective healthcare services to
patients.

In the clinical laboratory, there is
another benefit. The lab is accredited by
the College of American Pathology
(CAP) and the New York State
Department of Health. “Since both of
these entities have accreditation standards
similar to those of ISO, the lab was more
prepared than any other hospital depart-
ment when it was time to make the transi-
tion to DNV accreditation,” stated Briggs.

“As our hospital went through this
process, the clinical lab was one of the
most supportive departments,” Briggs
commented. “That is because the labora-
tory is CAP-certified and there are similar-
ities to DNV in terms of accreditation
standards.

kDNV Accreditation Standards
“It meant our lab was functioning some-
what ahead of our organization in this
regard,” he explained. “While there were
minor formalities relative to structure, it
was not as difficult for our clinical labora-
tory to comply with the DNV accredita-
tion standards as it was for other
departments in the hospital.

“And now CAP is pursuing ISO 15189
as a standard for clinical laboratory
accreditation,” Briggs continued.
“Recognizing the value of ISO 15189, we
are working on a project now to be certi-
fied for ISO 15189 and we would like to
get that done in the next two years.”

While using DNV for Medicare
accreditation requirements only became
possible late last year, the hospital has
worked with ISO accreditation for seven
years. “We started the journey to ISO in
2002, and we have been ISO 9001 accred-

ited since 2005,” Briggs explained. “In that
sense, it was a natural evolution to pursue
Medicare accreditation through DNV.

“That’s because the NIAHO standards
for the DNV accreditation are integrated
and blend the requirement to comply with
the conditions of participation from CMS
with compliance with ISO 9001 stan-
dards,” stated Briggs. “What is new to
healthcare in the United States is to be
compliant with the ISO 9001 standard.

kAlready ISO 9001 Accredited
“Given that we were already compliant
with the ISO 9001 standard, it was natural
that we would seek DNV accreditation to
meet Medicare program requirements,” he
said. “We believe our ISO accreditation
distinguishes us from most other facilities.
For us, ISO accreditation has been a good
business decision.”

St. Elizabeth Medical Center adopted
quality management methods during the
1980s and 1990s. ISO accreditation was a
logical next step in transforming its man-
agement culture. “We decided to pursue
ISO accreditation for several reasons,”
recalled Briggs. “At that time, we believed
we had taken total quality management
(TQM) about far as it could go.

“Next, we recognized that many qual-
ity management systems are built on a
reactive approach to situations,” he con-
tinued. “Thus, it often takes some external
stimulus, such as a failure of some kind, to
trigger the quality system review. At St.
Elizabeth, we wanted to be more proactive
and manage quality from the ‘system of
prevention’ mind set.

kStructured Quality System
“So, as we considered moving from TQM
to a Six Sigma quality management system,
we quickly recognized that we would need
to deploy Six Sigma as a structured system
hospital wide,” Briggs added. “That was
necessary to realize sustained benefits from
other quality improvement methods.
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CAP, ISO Processes Put St. E’s Laboratory
Ahead of the Curve for DNV Accreditation

LAB DIRECTORS AND PATHOLOGISTS may won-
der what it’s like to go from being accred-

ited by the Joint Commission to being
accredited by DNV Healthcare. After all, the
Joint Commission in Oakbrook Terrace,
Illinois, is the long-time market leader in
hospital accreditation. DNV in Cincinnati is
the new rival upstart. DNV earned deeming
status from the federal Centers for
Medicare & Medicaid Services last fall.

St. Elizabeth Medical Center in Utica,
New York, earned Medicare accreditation
last December using DNV. It was one of the
first hospitals in the United States to use
DNV for a dual Medicare and ISO 9001 des-
ignation. For St. Elizabeth’s clinical labora-
tory, the transition was relatively painless.

“In terms of the ISO accreditation, we
were a bit ahead of the curve and that’s
because we were already extensively regu-
lated by the Joint Commission, the College
of American Pathologists, and the New
State Department of Health,” said Lab
Manager Kathy Inglis, MS, MT/ASCP.

“Our lab was already using control
charts and statistics for managing
processes,” she added. “Therefore, the DNV
accreditation steps were not new to us.”

kBillable Tests Per Year
The laboratory performs about 850,000 bill-
able tests per year. Outreach testing makes
up about 30% to 40% of total volume. In
addition to serving the 201-bed facility, the
laboratory serves five nursing homes and 14
clinics. The lab has 74 employees and two
contracted pathologists.

“CAP and the New York State
Department of Health follow many of the
ISO and CLSI standards,” Inglis noted. “So
our laboratory found it a natural transition
to meet the ISO standard. Even though our
lab is not certified to ISO 15189:Medical

Laboratories, we will look at starting that
process in the next year or two.

“ISO requires your laboratory to focus
on key quality indicators,” she continued.
“Among other things, it encourages you to
listen to the voice of the customer to
develop those indicators, then use out-
comes to guide improvement efforts,” Inglis
stated. “Your customers will include anyone
interacting with your laboratory. That
ranges from physicians and nursing staff,
to patients and your laboratory staff.

kISO 9001 Standards In Lab
“Once our lab met the ISO 9001 standards,
we’ve seen many positive outcomes, includ-
ing reduced turnaround time,” Inglis said.
“For morning lab tests, we consistently
report results by 7 a.m. for intensive care
patients and by 9 a.m. for regular inpatients.
Before starting our ISO accreditation process
several years ago, the lab met morning turn-
around times only about 50% of the time.

“Each area in the lab that we have
attacked with an improvement project has
produced worthwhile gains, including
patient satisfaction with phlebotomy and
our error rate,” she added. “For example,
the rate of hemolyzed specimens from the
emergency room has improved—in part
because of improved communication
between departments.

“In the past, the ER staff often drew
blood using an IV catheter,” Inglis observed.
“About 50% of those samples were
hemolyzed. As part of a joint improvement
project, we asked the ER staff to use
straight sticks and venipunctures. That has
sharply reduced the rate of hemolyzed
specimens to a level that is now at the
national average. As a result of working
together more effectively with the ER staff,
line draws have been almost eliminated.”
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“Thus, our natural evolution in quality
management was to build a system that
would be used in every department of the
hospital,” he said. “The ISO 9000 standard
met our specification for a quality man-
agement system because we could hard-
wire the effort in every department and it
would be sustainable.

kA Natural, Logical Addition
“We achieved ISO 9001 accreditation in
2005,” Briggs commented. “The same
year, we also achieved the ISO 14001
accreditation, which is a standard for
environmental management systems
designed to decrease the pollution and
waste a business produces.

“When it became possible to use DNV
for our Medicare accreditation, that was a
natural step,” he stated. “Now we have
accreditation under DNV (for Medicare),
ISO 9001, and ISO 14001. Because all
three are built on the same quality man-
agement platform, it simplifies the process
for us and puts us all under one house for
accreditation.”

Briggs discussed some of the key
changes required to pursue these accredi-
tations. “For example, control of docu-
ments and documentation management
was a major project,” he observed.
“Implementing systems to manage docu-
ments was a fairly significant task. We
implemented formal corrective action and
internal audit programs.

“Another big change in working envi-
ronmentwas to teach staff how toworkwith
continual improvement as a defined process.

kAccreditation Advantages
“Since becoming accredited to ISO 9001,
it’s possible to see the advantages to our
hospital over time,” commented Briggs.
“We know that we are accomplishing con-
tinuous improvement. In turn, that is
moving our patient and customer satisfac-
tion numbers in a positive direction.

“In addition, we believe these accredi-
tations give us a competitive advantage,”

he added. “It helps us produce a better
product and we know that from our own
internal staff surveys, our outside patient
satisfaction surveys, our patient volume,
and our employee retention rate.

“Last year, for example, we discharged
roughly 800 more patients in 2008 than
we did in 2007,” he said. “That healthy
growth came from increases in efficiency
because we had the same number of beds:
201. Increasing efficiency allows us to
increase throughput,” noted Briggs.

“Another way to qualify our results is
to consider how our competitors view us
in the Utica market,” he added. “We have
another hospital across town that is a bit
larger than we are. There are hospitals in
Rome, Oneida, and Hamilton, and each of
these four hospitals is in a primary or sec-
ondary market for us. I have fielded
inquiries from some of these facilities,
asking questions about the ISO/NIAHO
process offered by DNV Healthcare.

kAchieving 6-Sigma Quality
“In fact, for the past 40 years, the healthcare
system has had one way of operating, yet it
continues to struggle to maintain a 2-Sigma
or 3-Sigma level of quality. Outside of
healthcare, many industries are reaching 5-
Sigma and 6-Sigma quality levels.
Healthcare must change to achieve similar
quality levels. This is one reason why I sup-
ported the introduction of the ISO philoso-
phy here at our medical center.”

THE DARK REPORT observes that St.
Elizabeth Medical Center is a first mover
in the American hospital industry because
of its use of DNV’s dual Medicare and ISO
9001 accreditation service. It is significant
that hospital administration is enthusias-
tic about the benefits which result from
this dual accreditation service.

From a patient care and revenue per-
spective, St. Elizabeth was able to dis-
charge 800 more patients in 2008
compared to 2009, without any increase in
its 201-bed facility. It attributes this
improvement to better work flow within
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the hospital because of how it uses quality
management methods to improve indi-
vidual work processes and outcomes.

Another benefit results because many
of the biggest employers in the region
understand how ISO 9001 accreditation
contributes to higher quality and better
customer service. As an ISO 9001-accredi-
tated hospital, this achievement gives St.
Elizabeth additional competitive advan-
tage in its marketplace.

Perceptive pathologists and laboratory
administrators probably also noticed the
comments about the “non-punitive”
nature of the accreditation process fol-
lowed by DNV Healthcare. This is consis-

tent with effective use of quality manage-
ment systems, where the objective is con-
tinuous improvement by recognizing
sources of errors and fixing them.

It is also obvious that adminstrators at
St. ElizabethMedical Center are quite satis-
fied with the DNV Healthcare approach to
hospital accreditation. This may be a sign
of an impending competitive shift in the
hospital marketplace as other hospitals
decide to use the dual DNV and ISO 9001
option for accreditation. TDR

Contact David Briggs at 315-734-4461 or
dbriggs@stemc.org; Kathy Inglis at 315-
798-8439 or KInglis@stemc.org.

New Accreditation Processes From DNV
Put the Focus on Non-Punitive Environment

HOSPITAL LABORATORY DIRECTORS may be
interested to know that there are sharp

differences between a typical Joint
Commission accreditation audit and a DNV
Healthcare accreditation survey.

“From a staff perspective, one differ-
ence we noticed was that the DNV accred-
itation reinforced a significant change in
attitude,” said David Briggs, Quality
Manager for St. Elizabeth Medical Center.
“DNV focuses on the ‘just culture’ philoso-
phy, which holds that human beings will
make errors and when they do, processes
are often at fault.

“We continue to deploy that idea by
developing a non-punitive environment,” he
explained. “When an error occurs, we look
first at the processes involved. Then, if
human error is involved, we determine
whether that human error was intentional
or not.

“Because this approach removes the
fear, it helps us get more out of our per-
formance improvement activities,” Briggs
continued. “Previously, it wouldn’t be
uncommon that, when external surveyors
were on site, staff would be advised to pro-

vide a simple answer to surveyors’ ques-
tions and not offer additional information.

“But DNV’s accreditation process is
highly collaborative. In turn, that encour-
ages our staff to be open and work closely
with the surveyors,” he said. “In fact, we
ask staff to be open because we know that
the accrediting surveyors are here as an
integral part of our quality improvement
activities.

“Essentially, the entire accreditation
survey process is now viewed by most as
a benefit to our organization,” added
Briggs. “At the same time, the staff mem-
bers also consider that they have a voice
and can contribute to improving processes
and outcomes.

“One example of this positive differ-
ence during the accreditation process is
that, when the surveyors are scheduled, we
do absolutely nothing to get ready,” Briggs
said. “In fact, the surveys are unannounced.
We know roughly when they’re coming and
so we may identify who will be around
when the surveyors are here. But that’s it.
Then, when surveyors arrive at our hospital,
it tends to go smoothly.”
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THIS MAY BE A FIRST IN LABORATORY TEST

SALES AND MARKETING! Mickey Mouse
will star in a new children’s book

designed to educate children and parents
about diagnosis and management of
allergies.

This unique mar-
keting campaign is
the brainchild of
Siemens Healthcare
and Walt Disney
Corporation. The
book is calledMickey
and the Giant
Kachoo! It features
Disney character
Mickey Mouse and
explains how blood
testing can help
identify allergies.

Disney and
Siemens plan to dis-
tribute the book
to physicians and
pathologists. In turn,
they would make it
available to parents and children.

Siemens Healthcare is using the
Mickey Mouse book as part of a larger
marketing campaign to promote wider
use of its 3gAllergy tests. These assays
were introduced in 2002 and can
be run on the company’s IMMULITE
immunoassay systems.
Mickey and the Giant Kachoo! is

intended to show how the use of blood
tests can be used to detect allergies with-
out the child having to undergo the
unpleasant scratch or skin prick allergy
testing process. From this perspective, the
book is aimed at informing parents that

they have other options for allergy testing
which don’t involve the unpleasant
scratch/skin prick testing procedure.

This project is one aspect of a “12-year
strategic technology and marketing

alliance” initiated in
2005 by Siemens and
Disney. This includes
Siemens’ sponsor-
ships of certain
attractions at Walt
Disney Resort World
in Orlando, Florida.
Mickey and the

Giant Kachoo! is
another aspect of the
S i emen s –D i s n e y
alliance. It involves
the use of Disney
characters to educate
children about
health issues.

For pathologists
and lab executives,
this new laboratory
test marketing cam-

paign shows how consumer-directed
advertising will play an important role in
helping in vitro diagnostics (IVD) compa-
nies expand the market demand for their
laboratory test products.

It also is an early and innovative
demonstration of how collaborative mar-
keting can benefit both IVDmanufacturers
and clinical laboratories. This campaign is
based on the assumption that educating
parents about another allergy testing
option besides the scratch/skin prick test
panel will increase demand for a lab test
that is less painful for the child without sac-
rificing diagnostic accuracy. TDR

Mickey Mouse to Educate Kids
About Allergy Lab Test Options

Lab Marketing Updatekk

Here is the front cover of the new
children’s book produced by Disney in
collaboration Siemens Healthcare. It is
designed to educate children about
allergy testing and treatment.
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SO FAR, INFLUENZA A/H1N1 has not
been the public health threat long
predicted by experts. It arrived at the

very end of the flu season and has not
proved to be as lethal as originally feared.
But this is only the first chapter in the
A/H1N1 story.

“Fortunately, this influenza virus has
not been highly lethal or highly virulent
and standard flu treatments work well,”
stated Steven B. Kleiboeker, DVM, Ph.D.,
Vice-President and Chief Scientific Officer
at ViraCor Laboratories in Lee’s Summit,
Missouri. “It did spread rapidly, spanning
the globe in a short period of time. But the
number of deaths has been moderate.
That can all change because flu viruses
often pick up virulence. Thus, we are not
yet finished with this virus.

“So, will clinical laboratories heed the
lesson and develop the requisite testing
capacity?” Kleiboeker asked. “As a com-
pany, we are planning to expand our
capacity to handle a surge, by this fall, of
around 2,000 flu samples a day.We can get
to that level by having our staff work up to
70 hours per week and by operating dou-
ble shifts of 10 or 11 full capacity hours

per day. That would require us to operate
the lab for 20 to 22 hours per day.

“It’s my belief that all labs should con-
sider ways that they can get more capac-
ity,” Kleiboeker continued. “But having
the laboratory capacity is only the first
step. The second step is to have a validated
assay ready to go. Here in Missouri, our
public health lab didn’t have such an assay
in hand until the second full week of the
outbreak. That’s very late.

kReagent Licensing Issues
“Another issue is that the CDC and the state
health laboratories have been unwilling to
supply private laboratories with reagents,”
he said. “Even though the assay is in the
public domain, licensing issues create diffi-
culties in making these reagents available.

“It is now recognized that a general
influenza A assay is useful,” he added. “At a
minimum, it allows the laboratory to iden-
tify the 5% or 10% of the flu samples that
are positive for this factor. These influenza
A tests have great sensitivity and reasonably
good throughput. Thus, for labs lacking a
true definitive assay, those specimens could
be reflexed to another lab.

Influenza A Test Is a Help
When Screening for H1N1
kIn anticipation of the next flu season, some labs
are expanding flu test capacity and capabilities

kkCEO SUMMARY: Viracor Laboratories is preparing to han-
dle expanded volumes of influenza testing prior to the start of
the next flu season. It will use added instrumentation and
expanded working hours to expand capacity. Another strategy
is to use influenza A testing as a way to reduce the overall
number of influenza specimens that might need to be referred
for additional testing. New molecular tests offering better sen-
sitivity for influenza are also entering the clinical marketplace.
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“That arrangement alone would
reduce reflexive testing by 90%,” said
Kleiboeker. “Public health labs need to
have a certain number of flu strains that
we can identify today and be ready to run
them in case of a future similar epidemic.”

Another laboratory professional who
agrees with the value of using an influenza
A test is Jeremy Bridge-Cook, Ph.D.,
Vice President of Luminex Molecular
Diagnostics, based in Toronto, Ontario.
“It was the ability of the Luminex test to
quickly and accurately recognize and sub-
type influenza A that helped our cus-
tomers during this outbreak,” observed
Bridge-Cook.

“Because the Luminex test identifies
subtypes, the lab does not have to send out
every flu A sample,” he explained. “It only
needs to refer the specimens which are
negative for a subtype result because that
indicates that the sample may contain a
novel flu A that should be investigated by
a public health lab. This benefits hospital
labs and public health labs because it
greatly reduces the number of flu samples
that require follow up testing.

kLabs Asked To Report Flu A
“Currently the CDC and the FDA are
requesting that labs report all flu A sam-
ples that are unsubtyped and provide
those samples to a public health lab,”
noted Bridge-Cook. “Thus, labs using a
rapid EIA (enzyme immunoassay), DFA
(direct immunofluorescent antibody),
culture, or any method that does not sub-
type, must send every positive flu A result
to a public health lab to be analyzed.

“Currently, that volume of referral
specimens is manageable because it is not
peak flu season,” he stated. “But, were we
to be in the middle of the flu season, it is
likely that public health labs would be
inundated with flu A-positive specimens
that need subtyping.” TDR

Contact Steve Kleiboeker at 800-305-5198;
Jeremy Bridge-Cook at 416-593-4323 or
jbridgecook@luminexcorp.com.

Molecular Analysis of H1N1
Proved Fast and Accurate

WITH THE EMERGENCE of the influenza
A/H1N1 strain, new molecular testing

technologies faced a major public health
challenge and played new roles in helping
health officials understand and react to the
outbreak.

“To my knowledge, this is the first time
where large scale molecular testing was
helpful and necessary to understanding the
spread of the A/H1N1 influenza,” said
Steven B. Kleiboeker, DVM, Ph.D., the Chief
Scientific Officer and a Vice-President of
ViraCor Laboratories.

“The rapid flu tests in common use by
most clinical labs don’t have great sensitiv-
ity or specificity and were not designed to
distinguish between the different strains of
the influenza virus,” he noted. “Rapid flu
tests are useful for screening. However,
when public health considerations become
important, a more accurate screening test
is needed to identify the genealogy of a
virus strain like A/H1N1.

“That’s where PCR (polymerase chain
reaction) testing has a role,” Kleiboeker
continued. “PCR testing runs on a robust
platform and one scientist with the appro-
priate instrumentation should be able to
process 100 samples every three to four
hours.”

“This is still a relatively new technology.
Many labs that have molecular testing have
a narrow spectrum of capability,” he added.
“The laboratory also needs an assay that
has been developed and validated.”

“This new H1N1 strain returns a nega-
tive resolution H1 assay and a flu A posi-
tive,” said Kleiboeker. “The H1 component
turns out to be significantly different than
the seasonal swine A/H1N1. That makes it
easy to distinguish from other strains of the
influenza virus. It also shows how molecu-
lar testing has been an effective tool to help
labs identify the new A/H1N1 strain of
influenza.”
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That’s all the insider intelligence for this report.
Look for the next briefing on Monday, June 29, 2009.

kkINTELLIGENCE
LATE & LATENT

Items too late to print,

too early to report

Earlier this spring, El
Camino Hospital of

MountainView, California,
announced the launch of what
it calls the “Genetic Medicine
Institute (GMI).” It claims it is
the first hospital in the United
States to “integrate genomic
medicine into healthcare deliv-
ery.” El Camino will use the
institute to deliver information
and counseling services to
physicians and patients so they
can “make informed decisions
about genetic tests and
genomic therapies that can
lead to earlier intervention,
more effective prevention, and
improved care.”Thismoves the
hospital forward as a pioneer
in offering genetic testing and
genetic medicine services.

kk

MORE ON: El Camino
Of particular interest to pathol-
ogists and lab managers is the
fact that 371-bed El Camino
Hospital has contracted with
DNA Direct to provide “guid-
ance and decision support” that
will enable “community physi-
cians to properly use counsel-
ing, tests and targeted therapy.”
El Camino has identified nine
genetic tests that it will empha-
size in the earliest stages of this
program.

kk

GE ANNOUNCES
$6 BILLION TO FUND
HEALTH INITIATIVES
Another confirmation of the
revenue potential of serving
the American healthcare mar-
ket came from a major corpo-
ration. Last month, General
Electric (GE) made a big
splash by announcing that it
would spend $3 billion during
the next six years on research
and development to produce
innovations that would “lower
cost, increase access, and
improve quality by 15%” in
healthcare. It pledged another
$3 billion of financing and
technology projects “to drive
information technology and
health in rural and under-
served areas.” GE is using the
term “Healthymagination” to
describe this effort.

kk

ADD TO: GE Initiative
GE sees healthcare technology
as a major engine of growth.
Of the $17 billion in revenue
generated by its GE Healt-
hcare business unit, only 10%
is derived from information
technology. According to
John Dineen, CEO of GE
Healthcare, that will change.

“We’re going to approach this
with scale,” he said last fall.
“How do we double these
types of businesses?”

kk

GENETIX ACQUIRES
SLIDEPATH LTD
It’s an interesting acquisition
in the digital pathology sector.
Ireland-based SlidePath Ltd.
was acquired last month by
Genetix Group, plc of New
Milton, United Kingdom.
Both companies have mar-
keted their digital imaging
products in the United States.

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...

...how hospitals, clinical labo-
ratories, and even the Centers
for Disease Control and
Prevention (CDC), are using
Twitter as a different way to
immediately deliver news and
information.
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