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Sepsis Testing Reduced
From Days to Hours

Sepsis, a critical emergency
condition, results from an

overactive inflammatory re-

sponse to pathogens like bacteria
or fungi in the blood, leading to
organ damage and the possibility
of sudden death. It holds a 30-
day mortality rate of over 30%,

Cont'd on page 2

he world’s largest
in vitro diagnos-
tics meeting was held
on July 28-August 1 in
Chicago. LabMedica’s
editors review high-

lights of the technical
exhibition, showcas-
ing latest innovations
in the field.

See article on page 4
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Rapid Method for Determining Virus Infectivity
Can Revolutionize Response to Future Pandemics

On average, every four years a
new virus emerges that poses

a pandemic threat, in addition to
numerous already known viruses
that have the potential to jump
across species. Currently, there is
no test that can quickly determine
whether a virus in a sample is

intact and potentially infectious,
or damaged and non-infectious,
without requiring weeks of cell
culture. The traditional method
for assessing viral infectivity in-
volves the use of cultured cells,
which not only takes days to yield
results but also requires special-
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Cancer Patient Health

hemotherapy and similar treatments
aimed at eliminating cancer cells

often adversely affect patients’ immune
cells. Each year, this results in tens
of thousands of cancer patients suffer-
ing from weakened immune systems,
making them susceptible to potentially
fatal infections. Physicians are tasked

Cont’d on page 13

Protein Signatures in Blood Can
Predict Risk of Over 60 Diseases

easuring specific proteins

to diagnose conditions like
heart attacks, where troponin is
tested, is a well-established clini-
cal practice. Now, new research
highlights the broader potential
of protein measurements from a
small blood sample to predict a

variety of diseases.

In the research, published in
Nature Medicine, which was car-
ried out as part of an international
partnership involving Queen
Mary University of London (Lon-
don, UK; www.gmul.ac.uk], the
investigators used data from the
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POC Detection of
Stroke within Minutes

ach year, more than 20 mil-
lion people worldwide suffer
from strokes. Large vessel occlu-
sions (LVO) constitute 30% of
these cases but are behind 95% of
the resulting disabilities and fatal-
ities. The likelihood of recovery
improves significantly if a proce-
dure known as ‘thrombectomy’
is performed immediately after
the onset of symptoms. However,
speeding up this treatment is
Cont'd on page 10

Test Predicts Organ
Transplant Outcomes

n a landmark study, an inter-
disciplinary research team
from the Westmead Institute
for Medical Research (WIMR,
NSW, Australia; www.westmead
institute.org.au) and the Univ-
ersity of Sydney (NSW, Australia;
www.sydney.edu.au) has iden-
tified, for the first time, common
molecular biomarkers for trans-
plant rejection across major trans-
planted organs, including hearts,
Cont’d on page 12
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Sepsis Testing Reduced
From Days to Hours
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which is more than double that of heart attacks.
Prompt administration of the correct antibiotic
is vital for reducing this high mortality rate. To
determine the best treatment, three indepen-
dent tests are typically required: blood culture
to confirm the infection, pathogen identification
to pinpoint the specific infecting organism, and
antimicrobial susceptibility testing (AST) to
identify the most effective antibiotic. Currently,
obtaining AST results, which are crucial for se-
lecting the appropriate antibiotic, can take more
than 2-3 days. Delays in these results contribute
to inappropriate antibiotic use, accelerating
the emergence of multidrug-resistant ‘super-
bugs.” While advancements have shortened the

To view this issue in interactive digital magazine format visit www.LabMedica.com

timeframe needed for AST, no global progress
has been made in reducing the time required
for the blood culture process, which is the
most time-consuming. Now, an ultra-rapid AST
method that bypasses the need for traditional
blood culture has demonstrated the potential
to reduce the turnaround time of reporting
drug susceptibility profiles by more than 40-60
hours compared with hospital AST workflows.

The ultra-Rapid Antimicrobial Susceptibility
Testing (URAST) developed by researchers from
the Department of Electrical and Computer
Engineering at Seoul National University (Seoul,
Korea; https://ece.snu.ac.kr), in collaboration
with QuantaMatrix Inc. (Seoul, Korea; www.
guantamatrix.com), is the world’s first to bypass
the lengthy blood culture phase, allowing for the
completion of all necessary tests for an effective
antibiotic regimen within a single day. The
UuRAST technology employs nanoparticles coated
with immune proteins that specifically bind to
pathogens, enabling the direct isolation of these
pathogens from a patient’s blood. The research-
ers have also integrated new technologies that
rapidly conduct pathogen identification and AST,
considerably speeding up the testing process. In
a clinical trial involving 190 patients suspected of
having sepsis, URAST delivered complete test re-
sults within just 13 hours, slashing 40-60 hours
off the time required by traditional diagnostic
methods. Moreover, uRAST achieved accuracy
levels that meet FDA standards.

Another significant aspect of this research
published on July 25th in Nature is the inte-
gration of fully automated technology that con-
solidates all necessary sepsis diagnostics into
one streamlined process. Traditionally, each
test is performed separately and manually,
causing delays—particularly outside of normal
laboratory operating hours. For instance, if a
blood culture is completed after-hours, further
testing must wait until the next day, thus
missing the critical window for effective sepsis
intervention. This research demonstrated the
potential for continuous, 24/7 diagnostic op-
erations by automating the entire sequence of
necessary tests for sepsis, significantly improv-
ing the prospects for timely patient care.
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ADLM 2024 Roundup: Innovations
Shaping the Future of Clinical Diagnostics

he Association for Diagnostics
T & Laboratory Medicine (ADLM,

Washington, DC, USA; www.
myadlm.org) hosted the ADLM 2024 Clinical
Lab Expo (formerly AACC Annual Scientific
Meeting & Clinical Lab Expo) in Chicago on
July 28-August 1, featuring latest advances
in diagnostic research and technology and
accentuating the essential role laboratory
medicine plays in healthcare.

ADLM Clinical Lab Expo is currently the
world’s largest laboratory medicine exposi-
tion, showcasing innovations shaping the fu-
ture of clinical testing and patient care. ADLM
brings together more than 70,000 clinical
laboratory professionals, medical specialists,
research scientists, and industry executives
from around the world, focused on clinical
chemistry, molecular diagnostics, mass spec-
trometry, translational medicine, lab manage-
ment, and other growing areas of biomedical
sciences.

This year, 18,000 laboratory medicine
professionals registered for ADLM 2024,
a 6% increase in attendance over the last
ADLM Annual Meeting in Chicago in 2022.
The ADLM 2024 Clinical Lab Expo boasted
nearly 900 exhibitors and covered over
270,000 sq. ft. (25,000 sq. m.) of net ex-
hibition space. The exhibition featured cut-
ting-edge tests from all laboratory medicine
disciplines, including artificial intelligence,
molecular diagnostics, automation, point-of-
care testing, mass spectrometry, and mobile
health. Additionally, ADLM 2024 brought to-
gether scientists and specialists from around
the world for an immersive experience fea-
turing 5 plenaries, around 70 scientific ses-
sions, more than 170 roundtables, and over
700 posters.

One highlight of the meeting was a special
session where representatives from ADLM,
the American Medical Association, and the
Children’s Hospital Association detailed how
the FDA’s new rule placing laboratory de-
veloped tests under FDA oversight could
adversely impact healthcare. The session fea-
tured a caregiver and patient advocate who

shared her perspective on why laboratory
developed tests are crucial to timely diagnosis
and treatment.

As part of ADLM’s Disruptive Technology
Award competition, biomedical innovators
presented novel technologies that could
help more patients get accurate diagnoses.
Mercy BioAnalytics (Natick, MA, USA; www.
mercybio.com) won the competition with its
liquid biopsy platform that detects ovarian
cancer in its earliest stages by measuring
tumor-derived extracellular vesicles.

Abbott (Abbott Park, IL, USA; www.
abbott.com) demonstrated the Alinity ci-series
of integrated clinical chemistry & immunoassay
systems offering powerful integration across
clinical chemistry and immunoassay. These
systems can easily scale, combining up to
four modules in multiple configurations to
meet any laboratory's needs and maximize its
operational efficiency. Abbott also highlighted
the Alinity h-series integrated hematology
systems which deliver simplified workflows
through an innovative design to streamline
the hematology laboratory. Also featured was
Abbott’s award-winning i-STAT Alinity POC
system designed to be easy, accurate and
connected, providing results in minutes and
integrating diagnostic patient-testing directly
into the clinical-care pathway.

Beckman Coulter (Brea, CA, USA;
www.beckmancoulter.com) highlighted the
small yet sophisticated DxH 500 hematology
analyzer that delivers a high-quality CBC
and full 5-part differential with only 12 pL
of blood. Also featured was the DxH 900
hematology analyzer that delivers accurate
and high-confidence results on the first run
alongside the DxH Slidemaker Stainer I (SMS
I) which prepares slides automatically based
on orders received from the LIS. Additionally,
Beckman Coulter featured the DxI 9000
high-throughput, high-sensitivity immunoas-
say analyzer that is designed to power lab
performance across health systems. Among its
innovations in biomarkers, Beckman Coulter
showcased Monocyte Distribution Width

Cont'd on page 5
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(MDW), the only regulatory-cleared hematological biomarker that helps
to establish risk of severe infection and sepsis in adult patients in the
emergency department.

Bio-Rad (Hercules, CA, USA; www.bio-rad.com) showcased an
array of quality control(QC)-related offerings and also presented a work-
shop on adapting lab practices to new CLIA 2024 specifications. Bio-
Rad’s booth on the exhibition floor offered an assortment of displays and
demonstrations of its leading QC products, such as infectious disease
molecular controls & standards; the family of InteliQ load-and-go con-
trols; and Unity Next Peer QC data management solutions. Bio-Rad also
highlighted its Exact Diagnostics line of molecular standards and con-
trols for the testing of pathogens in the areas of transplant, respiratory,
virology, microbiology, hospital-acquired infections, sexually transmitted
infections, and vector-borne diseases.

Chronus Health (Fremont, CA, USA; www.chronushealth.com)
showcased the world’s first real-time electrical blood test system for use
in urgent care centers, skilled nursing facilities, infusion centers, retail
clinics, as well as primary care and specialty clinics. This technology will
reduce time to diagnosis and lower
overall healthcare costs since blood
samples are analyzed on-site rather
than sent to central labs for analysis.
Chronus’ platform can uniquely sup-
port cell counting, chemistry assays
(electrolytes, small molecules, and
proteins), and immunoassays (pro-
teins).

New

suring glycated hemoglobin (HbAlc). EKF also showcased the Quo-Test
fully automated desktop POC analyzer designed for easy and reliable
HbA1c measurement for the monitoring and management of diabetes in
a POC setting. Additionally, EKF presented its newly-launched Biosen

Cont’d on page 6
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Cytovale (South San Francisco, CA,
USA; www.cytovale.com demonstra-
ted its FDA-cleared IntelliSep sep-
sis test, which processes samples in
around 8 minutes. Visitors to the
Cytovale booth also saw the Cytovale
System in action. The Cytovale System
interrogates thousands of cells per
second to rapidly assess host immune
state and identify disease signatures.
A simple workflow with minimal
hands-on time provides clinicians with
actionable information in under 10
minutes to aid in diagnosis and inform
treatment. With cutting-edge host
response technology, the IntelliSep
sepsis test along with the Cytovale
System provides laboratory profession-
als with sepsis risk stratification results
in ~8 minutes, enabling teams in the
Emergency Department (ED) to make
timely, life-saving decisions.

EKF Diagnostics (Cardiff, Wales,
UK; www.ekfdiagnostics.com) high-
lighted the Quo-Lab HbA1c semi-auto-
mated desktop POC analyzer for mea-

C€ons

5 LabMedica International
August-September/2024

HELICOBACTER PYLORI Ag
VIRCLIA® MONOTEST

> Stool Antigen fully
automated detection

+ Simple protocol with results in 1 hour.
+ On-demand testing, 1 monotest = 1 reportable test.

+ Method based upon antigen capture using
monoclonal antibodies.

+ Individual quality control per monotest, no need for
additional controls or calibrations.

+ Objective method with excellent diagnostic
sensitivity and specificity.

vir“ceﬂﬁ

MICROBIOLOGISTS

LINKXPRESS :CONPaRVIEEY] 105



WORLD’S CLINICAL DIAGNOSTICS MARKETPLACE

E. COLI TEST
LINEAR CHEMICALS

URINE ANALYZER
DIRUI INDUSTRIAL

To receive prompt and free information on products, log on to
www.linkXpress.com or scan the QR code on your mobile device

HEMATOLOGY ANALYZER
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The Linear E. Coli Cassette is a qualitative lateral
flow immunoassay for the detection of Escherichia

The H-1600 urine analyzer has a throughput of up
to 240 tests/hour and can test for 14 parameters. It

The H 80 hematology analyzer is designed to lighten
the workload associated with hematology analysis

coli antigen in human feces sam-
ples. This highly accurate test is

designed for professional in vitro
diagnostic use only.
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features a user-friendly large LCD
touchscreen and can be integrated
with the FUS-360 unit for a urinaly-
Sis system.
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and streamline workflow, ensuring
efficient and accurate results for
every blood sample.
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C-Line, an advanced version of its industry leading rapid benchtop
glucose and lactate analyzer. Within its portfolio of hematology POC
devices, EKF highlighted the DiaSpect Tm hand-held hemoglobin ana-
lyzer which is now powered by EKF Link, enabling new functions like
hematocrit calculation, quality control management and patient data
management functions.

HemoSonics (Durham, NC, USA; www.hemosonics.com) demon-
strated its Quantra Hemostasis System which has the broadest range
of FDA-cleared indications for use in its category and is cleared for use
with arterial and venous blood samples in cardiac, trauma, liver, and
major orthopedic surgery patients. HemoSonics' Quantra Hemostasis
System consists of the Quantra Hemostasis Analyzer with QPlus and
(OStat Cartridges, which enable clinicians to deliver patient-centered
decisions on bleeding management that improve care and optimize
blood product usage. The Quantra System is FDA-cleared for use in
point-of-care settings such as operating rooms, intensive care units, and
in hospital laboratories, enabling hospitals to standardize use institu-
tion-wide with greater operational efficiency.

HORIBA (Kyoto, Japan; www.horiba.com) showcased its new-
ly-launched compact hematology analyzers with combined Erythrocyte
Sedimentation Rate (ESR) and complete blood count (CBC)/differen-
tial (Diff). HORIBA presented the new Yumizen H550E (autoloader),
H500E CT (closed tube), and Yumizen H500E OT (open tube) which
now offer combined testing for CBC/DIFF with ESR results from whole
blood in 60 seconds. Also featured was the new Yumizen C230 bench-
top chemistry analyzer for small-volume laboratories with advanced

AN GIIESS ol LMI-09-24 PAOK]

and user-friendly features. In addition, HORIBA showcased the new
Yumizen C240 chemistry analyzer which is designed with system sim-
plicity for expedient and efficient performance.

Inpeco (Novazzano, Switzerland; www.inpeco.com) introduced
FlexLab X, its new total lab automation system, to the global laboratory
medicine community. Open and flexible by design, FlexLab X allows
labs to freely combine analyzers from different vendors, for optimal
patient outcomes. FlexLab X assures rapid and consistent turnaround
times (TAT) at all sample volume levels, and it supports premium-qual-
ity results that are fully traceable. Moreover, FlexLab X is designed
to maximize uptime and reduce running costs, contributing to an
attractive return on investment (ROI). Offering sleek graphical user
interfaces (GUI) and powerful Data Analytics functionalities, FlexLab
X is intuitively easy to use and monitor. This simplifies daily work and
helps eliminate errors, while KPI dashboards provide actionable insights
to streamline workflows.

Messe Diisseldorf (Diisseldorf, Germany; www.messe-duessel
dorf.de) promoted its “MEDICAlliance” program of regional and
international medical trade fairs organized around the globe. At
ADLM 2024, visitor and exhibitor information were available for
MEDICA 2024 — World Forum for Medicine, and COMPAMED
2024 - High Tech Solutions for Medical Technology (held
currently on November 11-14, 2024 in Diisseldorf, Germany),
Medical Fair China (August 2024 in Suzhou), Medical Fair Asia
and Medical Manufacturing Asia (held concurrently on September
2024 in Singapore) as well as Medical Fair Thailand (September
2025 in Bangkok) and Medical Fair India (2025 in New Delhi).

OnsiteGene (San Diego, CA, USA; www.onsitegene.com) intro-
duced the new XDive, the world's first 5-minute real-time PCR instru-
ment. This groundbreaking innovation completes 40 thermal cycles

Cont'd on page 7
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and real-time fluorescent imaging in just five minutes while maintaining
sensitivity comparable to leading brands on the market. XDive inte-
grates high-speed thermal cycling, ultra-fast PCR reaction reagents, and
real-time fluorescence data acquisition workflows. It can perform up
to 16 ultra-fast reactions per experiment, providing moderate sample
throughput and maximum working flexibility.

QuidelOrtho (San Diego, CA, USA; www.quidelortho.com)
provided onsite demonstrations of its diverse product lines including
Vitros automation solutions which can reduce manual steps, increase
efficiency and free up lab staff to focus on the delivery of quality results
while reducing operational costs. QuidelOrtho demonstrated the Vitros
XT 7600 system which offers a full clinical chemistry and immunoassay
menu in one easy-to-use system that delivers industry-leading uptime.
Visitors to QuidelOrtho’s booth also experienced the Vitros XT 3400
Chemistry System which is powered by intelligent technologies and
digital imaging technology to help labs meet routine testing needs, with
proven high-quality results and system reliability in a small footprint.

Randox (Crumlin, UK; www.randox.com) highlighted its recently

released Acusera SMART controls
range consisting of Smartscan and
Smartload products which have been
designed to fit directly onto a wide
range of test systems. This range
further streamlines the QC process,
without the need to aliquot material,
minimizing human error and optimiz-
ing workflows. Additionally, Randox
highlighted its new Acusera Quality
Controls, including active B12, serum
indices, and ultra-low PSA. Randox’s
booth also featured comprehensive
panels on the company’s MultiStat
fully automated immunoanalyzer,
now expanded to include gastroin-
testinal diseases, bladder cancer, and
male and female hormones.

Roche (Basel, Switzerland; www.
roche.com) featured its newest inno-
vations in-booth, including the future
cobas Mass Spec solution designed to
be a total end-to-end solution for clin-

ical mass spectrometry testing with « Assessment of all clinically significant bile acids in
the goal of seamless integration into serum and stool

the routine laboratory. Roche also

highlighted the new CCM Vertical,  Reliable monitoring of liver function and assessment
a flexible modular system that uses of intestinal health

lab space effectively and seamlessly
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integrates into the existing cobas con- « Outstanding precision and stability

nection modules. Also featured was . X X .

the cobas liat system which brings «  Wide measuring range for both diagnostic

gold-standard PCR technology to the applications

point of care, providing results within

20 minutes across a growing menu . . . . PN

of assays. DiaSys. Total Confidence in Patient Results. o
Siemens Healthineers (Forchheim, www.diasys-diagnostics.com CHOOSING QUALITY.

Germany; www.siemens-healthineers.
com) presented enhancements to its
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