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Blood Marker Reveals 
Diabetes Risk Years in Advance

AAblood marker has been identified
that may show who is at risk of

developing type 2 diabetes many years
before the disease is typically diag-
nosed. The test could predict diabetes
in advance before the damage to blood
vessels, the eyes, and other areas of
the body and would enable preventive

Cont’d on page 8

Genetic Test Exposes 
Prenatal Abnormalities

AAgenetic test has revealed more per-
tinent information for clinicians

than the current routine of prenatal test-
ing. The test uses microarray analysis to
more effectively investigate a fetus’
DNA than is currently possible with the
karyotyping method, which is a visual
examination of the fetus’ chromosomes.

Cont’d on page 10
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AAccurate diagnosis of influenza
is critical for clinical manage-

ment, infection control, and public
health actions to minimize the bur-
den of the disease.

Rapid influenza diagnostic tests
(RIDTs) that detect the influenza
virus nucleoprotein (NP) antigen are
widely used in clinical practice for

diagnosing influenza because they
are simple to use and provide results
within 15 minutes. A collaboration
between the US Centers of Disease
Control (CDC; Atlanta, GA, USA;
www.cdc.gov), and the Medical
College of Wisconsin (MCW; Mil-
waukee, WI, USA; www.mcw.
edu) evaluated RIDTs commercially 

Rapid Influenza 
Diagnostic Tests Evaluated
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Arapid-response chemilumines-
cent analyzer was launched

commercially for autoimmune
disease diagnostic testing. BIO-
FLASH is a fully-automated ana-
lyzer that offers a broad menu of
accurate immunoassays.

Genomics Sheds Light on
Transmission of C. Difficile

AAnalysis of genomes from pa-
tients treated for Clostridium

difficile infections was used to inves-
tigate how the bacteria were trans-
mitted in hospitals.

The study published on Decem-
ber 21, 2012, in the open access
journal Genome Biology, took a
genomics approach to assess the

Noninvasive Test for
Colorectal Cancer

AAnovel noninvasive test for col-
orectal cancer (CRC) screening

demonstrated high sensitivity for
detecting colorectal malignancy.
The test measures different kinds of
DNA changes, known as methyla-
tion and mutation, along with a
measure of fecal blood and by com-
bining these measures, doctors can

Cont’d on page 12

Cont’d on page 4

Rapid-Response Chemiluminescent
Analyzer Serves Immunodiagnostics

Cont’d on page 6

Diagnostic Platform to 
Provide Clinical Interpretation 
of Genomic Data

Diagnostic Platform to 
Provide Clinical Interpretation 
of Genomic Data

Image: Laboratory technician 
studying a DNA sequence

Image: Laboratory technician 
studying a DNA sequenceCont’d on page 4

R apid, accurate and
comprehensive in-

terpretation of patients'
genomes, made available
at point-of-care, could
ensure valuable clinical
data for physicians in the
new era of precision
medicine.

Cont’d on page 6 Cont’d on page 8

Im
ag

e:
 C

ou
rte

sy
 o

f T
E

K
 Im

ag
e

Method Detects Kidney
Cancer Biomarkers in Urine

AA rapid and inexpensive method
using bioplasmonic paper was

developed for detecting biomarkers
of kidney cancer in urine. Two bio-
markers are present in elevated
amounts in the urine of patients
with kidney cancer, aquaporin-1 and
adipophilin. A team of scientists cre-
ated what they call bioplasmonic
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cont’d from cover

The next phase of genomics-based medicine will pro-
vide clinicians with the tools they need to make faster,
more precise and cost-saving decisions. Silicon Valley
Biosystems (SV Bio; Foster City, CA, USA; www.
svbio.com) was founded in order to satisfy this need by
way of providing rapid, accurate and turnkey clinical
interpretation of genomics data at the point-of-care (POC).

The company offers turnkey genomics interpretation
services that query the patient's genome at the Point of
Care (POC) and provide the biologic data in a concise,
actionable report that medical generalists and special-
ists can easily use as a decision support tool. The plat-
form fits into current clinical workflows and is able to
take data from any next generation sequencer and
determine, with clinical grade sensitivity and specifici-
ty, which genetic variants within a patient's DNA
sequence are influencing a disease or condition.

“The transition is occurring very rapidly nowadays
from genomics as a science to genomics as a key driver
of clinical medicine and decision-making at the bed-
side,” noted Dietrich Stephan, PhD, SV Bio founder
and CEO. “As genomic sequencing costs plummet, the
potential clinical impact soars. SV Bio is building the
requisite bridge from the genomics bench to the bed-
side, assisting physicians with the accurate and action-
able interpretation they need for optimizing care for
each individual.”

Many patients have already been helped by SV Bio
diagnostic services. One exceptional case involved a
family with two affected children who were initially
thought to have autism spectrum disorder due to their
language regression, IQ drops, and seizures at two
years of age. Subsequent neurodegenerative decline

puzzled physicians at leading medical institutions, and
triggered a multiyear odyssey of clinical workups and
focused genetic testing. Ultimately, the physicians
turned to SV Bio, where the patient genomes were
sequenced and the underlying genetic mutation in a
gene named TPP1 was uncovered immediately.

The gene defect causes the rare disease late-infantile
neuronal ceroid lipofuscinosis that is fatal by 8 years of
age. The mutation was verified biochemically to be
causative of the disorder, and allowed the children to gain
access to a clinical trial that has shown promising results
at halting the progression of the disease – a trial to which
they would never have turned for a solution to a fatal dis-
ease in the absence of a specific molecular diagnosis.

SV Bio is currently providing diagnostic testing serv-
ices to physicians and centers of excellence for all heri-
table genetic conditions. These services include testing
single genes and bundled gene sets for disorders that are
genetically heterogeneous and for which the causative
genes are known. In addition, testing of the entire
genome is available for mystery illnesses or in cases
where other diagnostic companies could not return a
definitive result because the causative gene is not
known, or in cases where a variant was detected but
could not be classified as causative. SV Bio uses classifi-
cation technology that provides precision of pathogenic-
ity prediction for variants not been seen before – increas-
ing sensitivity when coupled with the highest quality
next-generation sequencing of the entire genome.

The infrastructure of SV Bio integrates next-generation,
clinical-grade sequencing into a big data platform powering
a genomic interpretation engine that recursively improves
as the SV Bio knowledge base grows. SV Bio clinical test-
ing is offered through a network of certified labs.

Diagnostic Platform to Provide 
Clinical Interpretation of Genomic Data

cont’d from cover

incidence of patient-to-patient transmission of C. diffi-
cile. The study was supported by the National Institute
of Health Research Oxford Biomedical Re-
search Center (Oxford, United Kingdom; http://
oxfordbrc.nihr.ac.uk), a collaboration between Oxford
University Hospitals NHS Trust and Oxford University.

A team of scientists sequenced the genomes of C.
difficile isolated from 486 patients treated at four
hospitals in Oxfordshire (United Kingdom) between
2006 and 2010. Scientists counted the number of
genetic differences between different isolates and
estimated the mutation rate of the bacteria. They
were able to determine the likely time at which any
two isolates became genetically separate and thus,
whether the two patients in question could have
plausibly caught the infection from each other in the
hospital. In other words, genetic divergence implies
a time-scale that can be used for judging the likeli-
hood of direct transmission.

The results of the study indicated that, although
transmission between patients could occur, it actu-
ally happens at relatively low frequency. In particu-
lar, concerns that healthcare teams were spreading
infection between different hospitals seem to be
misplaced. One exception to this general finding is
that there were a large number of cases of infection

from one particular strain that does appear to have
been due to patient-to-patient transmission, empha-
sizing the epidemic nature of this lineage. Notably,
this strain has declined in UK hospitals in the last
five years.

Dr. Xavier Didelot, the study’s lead author, said,
“This research opens up very exciting opportunities
for better understanding how bacterial infections are
spread, and what we can do to stop them. The
reduced cost of sequencing whole bacterial genomes
means we now have the technology for identifying
very recent transmissions of infection. Moreover, we
can apply this technology even in cases when infec-
tion control teams have no suspicion that routes of
contact between patients might exist.”

Image: Colored scanning electron micrograph (SEM) of
clostridium difficile (Photo courtesy of Biomedical
Imaging Unit).

Genomics Sheds Light on 
Transmission of C. Difficile
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paper – filter paper impregnated with gold
nanorods linked to antibodies that would bind to
aquaporin-1. Gold nanorods respond to light by
producing localized surface plasmon resonance
(LSPR), a specific type of light emission that
involves waves of electrons moving across the sur-
face of metal nanostructures. LSPR is very sensi-
tive to molecular events that occur on or near the
surface of the particles, including binding of
bimolecules to attached antibodies.

Traditionally, LSPR detection devices are rigid,
flat surfaces such as glass, but Dr. Srikanth
Singamaneni from the department of mechanical
engineering and the Siteman Cancer Center at
Washington University (St Louis, MO, USA;
http://wustl.edu) and colleagues demonstrated
that standard filter paper can also serve as an

LSPR substrate. The team found that the
sensitivity and limit of detection for the
paper-based system is at least as good, if
not better, than for conventional rigid sub-
strates. In this case, the limit of detection
matched that of the range of aquaporin-1
levels in patients with kidney cancer.
Other advantages of using paper include its
wicking properties, flexible surface for col-
lection, compatibility with standard ink jet
printing technology, low cost, and ease of
disposal. The findings were published
online on October 25, 2012, in the journal
Analytical Chemistry.

Currently, the technology used clinically to
detect specific proteins such as the two kidney
cancer biomarkers, known as an enzyme-linked
immunosorbent assay (ELISA), is both expensive

and time-consuming, and requires a relatively
high level of laboratory expertise to produce accu-
rate results.

Image: Evan Kharasch, MD, PhD (left), and Jerry
Morrissey, PhD, in the lab where they discovered that
two key proteins are elevated in the urine of patients
with the most common forms of kidney cancer, and
the findings may be used to develop a screening test
for the early diagnosis of kidney cancer (Photo cour-
tesy of Washington University - St. Louis).

Method Detects Kidney 
Cancer Biomarkers in Urine
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Chemiluminescent Analyzer 
Serves Immunodiagnostics
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Tests that previously required significant hands-on
time can now be automated on an intuitive and
rapid system with BIO-FLASH. BIO-FLASH and the
QUANTA Flash reagents are classified as moderate-
ly complex under the Clinical Laboratories
Improvements Act (CLIA), making the system
accessible to a wide range of laboratories and their
staff.

BIO-FLASH is a rapid-response chemilumines-
cent analyzer that adapts quickly to varying work-
flow demands including STAT testing. It offers ran-
dom access processing and continuous loading of
samples to make even the most specialized test
efficient to perform. BIO-FLASH achieves good
throughput with a small benchtop analyzer, com-
pleting up to 450 results in a single shift. The sys-
tem eliminates batching and improves time to
result using random access processing to perform
single or multiple assays at any time on any sam-
ple. BIO-FLASH offers precise quantification and a
broad dynamic range using chemiluminescent
technology.

INOVA (San Diego, CA, USA; www.inova.com)
developed BIO-FLASH and additional autoimmune
assays that fully leverage the many advantages of
the system. BIO-FLASH has been well received by
hospitals and clinical reference laboratories: Dr.
Marvin Fritzler, whose laboratory at the University
of Calgary uses BIO-FLASH, commented, “BIO-
FLASH has dramatically enhanced the workflow
and decreased turnaround times for autoantibody
testing at our facility. The user-friendly interface
allows rapid adoption by laboratory staff members.
We are looking forward to an expanding catalogue
of immunoassays developed by INOVA.”
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available during the 2011–2012 influenza season.
The CDC provided 16 influenza A and seven
influenza B viruses to MCW. The concentration of
influenza virus NP antigen was measured as
µg/mL using isotope dilution tandem mass spec-
trometry. Swab samples or mock nasal wash speci-
mens were prepared from several dilutions of each
virus in saline.

The numbers of RIDTs that were positive, defined
as at least two positive results of the three tests per-
formed, at each dilution for each of the 23 influenza
viruses were compared. The RIDTs overall had fewer
positive results with viruses that had the lowest stock
NP concentrations of less than 2 µg/mL. One RIDT,
the SAS FluAlert Influenza A (SA Scientific; San
Antonio, TX, USA; www.sascientific.com) did not

uniformly detect influenza A (H1N1)pdm09
(pH1N1) viruses or other influenza A viruses at high
concentrations. Four RIDTs detected the majority of
influenza B viruses in the third dilution samples,
whereas only one RIDT, the BD Directigen EZ Flu
A+B (Becton, Dickinson and Company, Franklin
Lakes, NJ, USA; www.bd.com) detected at least 50%
of all influenza A viruses in the third dilution samples.

Clinicians should be aware of the variability of
RIDTs when interpreting negative results and
should collect test samples using methods that can
maximize the concentration of virus antigen in the
sample, such as collecting adequate specimens
using appropriate methods in the first 24 to 72
hours after illness onset. The study was published
on November 2, 2012, in the Morbidity &
Mortality Weekly Report (www.cdc.gov).

Rapid Influenza Diagnostic Tests Evaluated

cont’d from cover

treatment to be put in place to avert or limit the
damage. A team at the Lund University Diabetes
Center (Malmö, Sweden, www.ludc.med.lu.se),
compared insulin-producing beta cells from diabet-
ics with those of nondiabetics, and found the diabet-
ic cells had significantly higher levels of the secret-
ed frizzled-related protein 4 (SFRP4), which plays a
role in inflammatory processes. They explored the
pathophysiology of type 2 diabetes (T2D) by analyz-
ing global gene expression in human pancreatic
islets. A group of coexpressed genes, enriched for
interleukin-1-related genes, was associated with
T2D and reduced insulin secretion.

The scientists measured levels of SFRP4 in the
blood of nondiabetics three times every three years.
They found that 37% of those with higher concen-
trations of the protein developed diabetes during
the study, compared with only 9% of those who
had below average levels. Elevated systemic SFRP4

caused reduced glucose tolerance through
decreased islet expression of calcium channels and
suppressed insulin exocytosis. The protein SFRP4
thus provides a link between islet inflammation
and impaired insulin secretion. Moreover, the pro-
tein was increased in serum from T2D patients sev-
eral years before the diagnosis, suggesting that
SFRP4 could be a potential biomarker for islet dys-
function in T2D.

Anders Rosengren, MD, PhD, the senior author,
said, “We have shown that individuals who have
above-average levels of a protein called SFRP4 in
the blood are five times more likely to develop dia-
betes in the next few years than those with below-
average levels. We have also identified the mecha-
nism for how SFRP4 impairs the secretion of
insulin. The marker therefore reflects not only an
increased risk, but also an ongoing disease
process.” The study was published on November 7,
2012, in the journal Cell Metabolism.

Blood Marker Reveals Diabetes Risk Years in Advance

AAunique set of proteins has been analyzed
that are likely to be involved in the spread

of metastatic renal cell carcinoma (RCC).
The discovery will help physicians recognize

which tumors are going to behave more aggres-
sively and provide those patients with more inten-
sive treatment and closer follow-up. Scientists col-
laborating with pathologists at St. Michael’s
Hospital (Toronto, ON, Canada; www.smh.ca)
used differential proteomics with isobaric tags for
relative and absolute quantitation (iTRAQ) label-
ing and liquid chromatography and mass spec-
trometry (LC-MS/MS) analysis to identify proteins
that are differentially expressed in metastatic com-
pared to primary RCC. Primary RCC tissues and
matched normal kidney tissues from the same
patient were obtained from nephrectomy speci-
mens at the hospital and processed.

Western blot analysis, tissue microarray con-
struction and immunohistochemistry were also
performed. The team identified 29 proteins that
change when cancer cells spread from the origi-
nal site of the kidney tumor and all 29 proteins
have been previously been linked to other malig-

nancies. Of these, 12 were overexpressed
(iTRAQ ratios of equal or greater than 1.5) and
17 were under expressed (iTRAQ ratios of equal
to or less than 0.67).

The authors concluded that through quantita-
tive proteomic analysis, they had identified differ-
ential protein expressions that can distinguish
between aggressive and nonaggressive RCC
tumors. Many of these proteins are involved in
biological pathways pertinent to tumor progres-
sion and metastasis. In addition, their preliminary
analysis showed that some of these dysregulated
proteins may be useful clinical markers and valida-
tion of these markers would greatly improve RCC
patient treatment and increase overall survival.

George M. Yousef, MD, PhD, the senior
author of the study, said “Metastatic renal cell
carcinoma is one of the most treatment-resistant
malignancies and patients have dismal prognosis.
Identification of markers that can predict the
potential of metastases will have a great impact
on improvement patient outcomes.” The study
was published on October 17, 2012, in the jour-
nal Molecular & Cellular Proteomics.

Proteins Identified in Metastatic Kidney Cancer
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A team of scientists led by those
at Columbia University Medical
Center (New York, NY, USA;
www.cumc.columbia.edu) conduct-
ed a trial of 4,406 patients at 29
centers throughout the USA. The
study included women of late
maternal age and those whose fetus-
es were shown to be at an elevated
risk for Down syndrome, to have
structural abnormalities, or other
problems according to an early
screening. The study took four years
to complete.

In 4,340 of the fetal samples,
microarray analysis was successful
and 87.9% of samples could be used
without tissue culture. Microarray
analysis of the 4,282 nonmosaic

samples identified all the aneuploi-
dies and unbalanced rearrangements
identified on karyotyping, but did
not identify balanced translocations
and fetal triploidy. Among fetuses in
which a structural or growth abnor-
mality had been discovered via ultra-
sound, microarray detected clinically
important chromosomal deletions or
duplications in one out of 17 cases
(6%) that were not seen using kary-
otyping. In the women with
advanced maternal age or positive
screening results, microarray analy-
sis detected an abnormality in one
out of every 60 pregnancies (1.7 %)
that when tested using karyotyping
revealed no abnormality.

Ronald J. Wapner, MD, the sen-
ior author said, “Genetic medicine

is about obtaining genomic informa-
tion about an individual and predict-
ing what affect it will have on that
person. But we are all different, so
genetic abnormality in one person
may behave differently than in
someone else. For example, an
inherited disease could be mild in
the mother, but severe in her child.
We are studying what these mean
clinically, and science continues to
catch up with our ability to obtain
the information.” The study was
published on December 6, 2012, in
the journal the New England
Medical Journal (NEJM).

Image: A pregnant woman undergoing
amniocentesis to obtain fetal cells for
genetic testing (Photo courtesy of
Yoav Levy / MedNet / Corbis).

Genetic Test Exposes Prenatal Abnormalities

Vitamin B12 Assays 
Could Be Missing Anemia

AAnew study suggests that newer competitive-
binding luminescence assay (CBLA) tests for

measuring cobalamin (vitamin B12) levels may miss
more than a third of pernicious anemia cases.

Researchers at Weil Cornell Medical College (New
York, NY, USA; www.med.cornell.edu) wished to
examine the sensitivity of CBLA tests for cobalamin.
To do so, they used frozen serum samples obtained
from 23 untreated pernicious anemia patients (15
with anti-intrinsic factor antibodies and 8 without
them). Each patient met five criteria: a low cobalamin
level according to a radioisotope-dilution assay, a suf-
ficient volume of the serum used in the radioisotope-
dilution assay for additional testing, a clinically
expressed cobalamin deficiency, unequivocal proof of
pernicious anemia, and a defined anti-intrinsic factor
antibody status. Aliquots were tested in three clinical
laboratories with the use of different CBLAs.

The results showed that the CBLAs showed false
normal values in 6 of 23 (26%), 5 of 23 (22%), and
8 of 23 (35%) serum samples, respectively, as com-
pared with a radioisotope-dilution assay; 5 of the
serum samples failed with all three CBLAs. False nor-
mal results affected 33%–53% of positive serum sam-
ples for anti-intrinsic factor antibodies, but no serum
samples that were negative for anti-intrinsic factor
antibodies. The activity of anti-intrinsic factor anti-
bodies was nonsignificantly greater in the 9 serum
samples with a cobalamin assay error than in the 6
without an error. The study was published on
September 6, 2012, as a letter to the editor in the
New England Journal of Medicine (NEJM).

“Diagnostic sensitivity of the older microbiologic
and radioisotope-dilution assays have been estimated to
be about 95%, but since CBLAs have replaced these
assays, few studies have compared their sensitivity and
specificity with older methods,” concluded study
authors Ralph Carmel, MD, and Yash Pal Agrawal,
PhD. “The diagnostic failures with all three CBLAs sug-
gest widespread CBLA malfunction. Some speculate
that these failures have something to do with the newer
tests being unable to inactivate serum anti-intrinsic fac-
tor antibodies, which can confound test results.”
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be shown the kinds of biological changes that are most frequently found in precancers
and cancers in the colon.

Scientists at the Exact Sciences Corporation (Madison, WI, USA; www.
exactsciences.com) working with those at the Mayo Clinic, (Rochester, MN, USA;
www.mayoclinic.com) analyzed 1,003 patient samples from 36 study sites. They
developed an analytic algorithm for the novel, automated stool DNA-based test plat-
form, which generated a positive or negative result for each patient. The specimens
were collected either before colonoscopy bowel preparation in screening and surveil-
lance patients or at least seven days postcolonoscopy from patients with colorectal
cancer and large precancerous growths.

The control group included 796 patients with negative colonoscopies or small
polyps of less than 1 cm, and the case group included 207 patients with con-
firmed CRC or precancers. The team was able to demonstrate that CRC and
advanced precancers can be detected noninvasively by a manual multi-target stool
DNA-based test (sDNA-MT) comprising exfoliated DNA markers plus β-actin and
fecal hemoglobin. The clinical performance of the sDNA-MT test, using an opti-
mized automated analytic platform and logistic algorithm could facilitate the rou-

tine performance of sDNA-MT for CRC screen-
ing by molecular diagnostics capable clinical
laboratories.

Automated methylation, mutation and actin
assays were performed with a Hamilton STARlet
fluid handler (Hamilton Robotics; Reno, NV, USA;
www.hamiltonrobotics.com), and Quantitative
Allele-specific Realtime Target and Signal amplifi-
cation (QuARTS) run on an ABI 7500 FastDx real
time thermal cycler (Applied Biosystems; Foster
City, CA, USA; www.appliedbiosystems.com).
The test detected 98% of all cancers as well as
83% of precursors with high-grade dysplasia, and
57% of precursors 1 cm or larger overall, at 90%
nominal specificity. CRC patients were typically
referred to colonoscopy for symptoms and test
sensitivity may be elevated relative to that seen
with screening.

Graham P. Lidgard, PhD, the chief science offi-
cer at Exact Sciences, said, “We are encouraged
by the results of this study for detecting cancer
and cancer precursors, especially the precursor
lesions with high-grade dysplasia, an abnormality
broadly recognized as being associated with a
higher risk for progression to cancer itself. Current
screening tests using only fecal occult blood are
biologically limited in their ability to detect precur-
sors to colorectal cancer.” The study was present-
ed at the 11th Annual American Association for
Cancer Research International Conference on
Frontiers in Cancer Prevention Research, held
October 16-19, 2012, in Anaheim (CA, USA;
www.aacr.org).

Image: Scanning electron micrograph (SEM) of colon
cancer cells (Photo courtesy of Susumu Nishinaga /
SPL).

Noninvasive Test for 
Colorectal Cancer
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IIn Europe, the Procalcitonin (PCT) test has been
used for the early detection of sepsis in critically

ill patients.
The PCT assay helps doctors to make an early

determination of whether an infection is bacterial
or viral and quickly provides information on the
severity of a patient’s condition for appropriate
treatment and therapy monitoring.

Thermo Fisher Scientific Inc. (Waltham, MA,
USA; www.thermofisher.com) has signed a long-
term license agreement with Fujirebio Inc. (Tokyo,
Japan; www.fdi.com) to make its biomarker assay
Procalcitonin (PCT) available on the Lumipulse
family of laboratory instruments, using the chemi-
luminescent enzyme immunoassay (CLEIA) tech-
nology. In Japan, Fujirebio’s Lumipulse product line
is placed in many hospitals and clinical reference

labs and will be extended with future placements
of Lumipulse platforms in other markets world-
wide.

The PCT assay is available worldwide on sever-
al different laboratory instruments from strategic
license partners. In Japan, the PCT assay is used in
patients suspected of having sepsis. Broader avail-
ability of PCT testing for diagnosing sepsis will lead
to improved hospital management.

“This agreement with Fujirebio ensures that
PCT testing will be available to a much broader
patient base, helping to improve [the] patient’s out-
come,” said Marc Tremblay, president of Thermo
Fisher Scientific’s Clinical Diagnostics business.
“Through the earlier detection of sepsis, healthcare
providers can offer much better treatment to their
patients and also achieve dramatic cost-savings.”

Procalcitonin Assay to Be Available to Broader Patient Base

AAnext-generation system has been designed
to streamline workflow by way of autono-

mous intelligence and laboratory-processing con-
solidation.

The result of extensive research and develop-
ment by Roche (Basel, Switzerland; www.roche.
com) in conjunction with Hitachi (Tokyo, Japan;
www.hitachi.com), the new system is scheduled
to be unveiled at EuroMedLab 2013 in Milan
(Italy).

With the development of newer and com-
bined testing routines, the need arose for
advanced workstations that can consolidate a
laboratory's working areas. The advantages are
clear: less staff intervention in daily routine
processes, less errors, and decreased costs. At the
same time, the safety and effectiveness of testing
results increase, while operating steps are
autonomously managed by automation software
and systems. 

Developments in clinical laboratory process-
ing are redefining automation through informa-
tion technology, robotics, and software that
intrinsically accelerate and simplify operations.
New applications required to increase a laborato-
ry's productivity include autonomous intelli-
gence through information technology (IT), and
process management. 

According to developers of the system, the

clinical environment currently lacks adequate
alternatives for realizing total workflow automa-
tion, specifically with regard to consolidation of
the laboratory's working areas. The need for
incorporating key activities in the central lab is
increasing, and is becoming even more impera-
tive in order to stay competitive. Up to now, the
major impact of newer lab technologies has been
confined to fields of clinical chemistry and
immune testing. Furthermore, compatibility of
various laboratory instruments from different
manufacturers remains a problem. 

Working with strategic partner Hitachi, a
team of workflow architects at Roche explored
the needs of customers, including many require-
ments they believed were currently not served
by existing technologies. Using this information,
they were able to expand on a concept for a
next-generation workflow solution that can
autonomously manage preanalytics, analytics,
and postanalytics across all working areas using a
three-dimensional transport system. The devel-
opers expect that by responding to the needs for
autonomous intelligence and laboratory-process-
ing consolidation, the new system will allow
healthcare professionals to streamline workflow
processes flexibly wherever and whenever need-
ed. Roche expects to be shipping the system in
the latter part of 2013. 

Intelligent Automated Workstation
Consolidates Lab Workflow

Image: At the EuroMedLab 2013 in
Milan/ Italy Roche will showcase a
new solution that integrally consoli-
dates laboratory processing (Photo
courtesy of Roche).
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PIPETTE CONTROLLER
AHN Biotechnologies

The Pipet4u OASIS is designed with
secure handling for comfortable and
effortless pipetting. Key features
include three selectable pipetting
speeds, lightweight design, smooth
push buttons for precise control, and
eight hours of cordless work with no
need to recharge.

WHOLE BLOOD CONTROL
Bio-Rad Laboratories

The Liquichek whole blood immuno-
suppressant control is designed for
use as an assayed quality control
material to monitor the immunosup-
pressant drug testing procedures in
the lab. Its formulation is suitable for
use with immunoassay and chro-
matographic techniques.

RANDOM 
ACCESS ANALYZER

BioSystems
The A25 features the capacity for up
to 30 positions of refrigerated re-
agents with an independent power
supply. Other benefits include high
accuracy dispensing system, low
water consumption, and flexibility in
positioning of samples and reagents.

REMOTE 
REVIEW SOFTWARE

CellaVision
The latest Citrix-Ready Edition of the
software allows a large number of
simultaneous users access to their
patients’ cell images. The new edi-
tion supports CellaVision DM96,
CellaVision DM1200, and the
CellaVision Image Capture System.

GGenotyping has been used identi-
fy the source of a hematology

clinic outbreak of Mycobacterium
mucogenicum, a gram-positive, acid-
fast bacteria found in tap water.

The use of repetitive sequence-
based polymerase chain reaction sys-
tem enabled the identification of M.
mucogenicum in a water sample
from an examination-room faucet
with an aerator, which has the same
bacteria as the infected patients.

Scientists at the East Carolina
University (Greenville, NC, USA;
www.ecu.edu) collected water sam-
ples from two faucets in the examina-
tion rooms and performed an audit of
infection control practices, including
hand hygiene compliance, use of
appropriate techniques for injections,
and other procedures. The outbreak
involved four young sickle cell
patients and all four patients had
long-term lines implanted to deliver
medication into the bloodstream.
They were probably exposed to M.
mucogenicum during outpatient vis-
its when the lines were accessed. All
four developed blood cultures posi-
tive for M. mucogenicum in May or
June 2008.

A healthcare worker prepared
injections at the sink counter during
the period of infection. It is likely that
the fluid bag being used to prepare
injections became contaminated
when the worker washed her hands.
The four patient isolates and the tap
water isolate from the room with the
aerator were found to have greater
than 98.5% similarity. The source of
the M. mucogenicum bacteremia
outbreak in the clinic tap water sup-

ply was identified by the Diversilab
genotyping analysis (bioMérieux,
Marcy l’Etoile, France; www.bio-
merieux-diagnostics.com). The pre-
paration of intravenous medications
near the sink was likely an important
factor in transmission, along with the
presence of a faucet aerator.

Muhammad Salman Ashraf, MD,
assistant professor at The Brody
School of Medicine at East Carolina
University, said, “This study demon-
strates the efficacy of using genotyp-
ing technology in identifying the
source of the outbreak. But it also
points to the need for proper infec-
tion control practice in clinic settings,
and that faucet aerators should be
avoided in all healthcare facilities,
especially those caring for immuno-
suppressed patients.” The study was
published online on September 19,
2012, in the journal Infection
Control and Hospital Epidemiology.

Image: Mycobacterium mucogenicum -
Large histiocytes with clear cytoplasm
and Fite acid-fast stain (Photo courtesy
of Pathology Outlines).

Molecular Methodology 
Identifies Cause of Outbreak



AAn anaplastic lymphoma kinase (ALK) gene
test was introduced in EU market as a com-

panion diagnostic test in advanced non-small-cell
lung cancer (NSCLC) patients. The test deter-
mines who would be eligible for treatment with
Xalkori (crizotinib), an oral first-in-class ALK
inhibitor. It is designed to detect rearrangements
of the anaplastic lymphoma kinase (ALK) gene in
advanced non-small-cell lung cancer (NSCLC)
patients. The test was introduced by Abbott
(Abbott Park, Il, USA; www.abbott.com) in the
EU market as a companion diagnostic test.

The Vysis ALK test kit uses Abbott’s proprietary
fluorescence in situ hybridization
(FISH) technology and it was the only
diagnostic test used in multicenter
global clinical trials in conjunction with
Pfizer’s Xalkori (crizotinib). Patients in
these global clinical trials for Xalkori
were screened with Abbott’s ALK FISH
test to detect possible gene rearrange-
ments and allow physicians to make
treatment decisions.

The Abbott test has been used by
oncologists in the United States since it
was coapproved with Xalkori by the US
Food and Drug Administration (FDA;
Silver Spring, MD, USA; www.fda.gov)
in August 2011. The test offers clini-
cians a standardized, clinically validated
method to identify patients more likely
to benefit from the new therapy. In
Europe, the CE-IVD test has been avail-
able to laboratories since September
2011 and has been used primarily in
academic studies and to support evalua-
tions of new therapies.

“Laboratories throughout Europe are
familiar with and experienced in using
the Vysis ALK FISH test so they will be
able to start testing lung cancer patients
immediately to help doctors decide if
Xalkori is the right treatment option for
them,” said Kristina Rodnikova, head 
of Abbott’s Molecular Diagnostics 
(Wiesbaden, Germany; www.abbott
molecular.com) business in Europe.

In a manner similar to the Vysis ALK
FISH, Abbott’s CE Marked PathVysion
test, detects amplification of the HER-2
gene and acts as an aid in identifying
patients for Herceptin (trastuzumab)
therapy for breast and stomach cancer.
In nearly 15 years, the FISH HER-2
assay has tested thousands of patients
and allowed them to begin therapy
with Herceptin. PathVysion was also
the first FDA approved FISH-based
companion diagnostic test.

Clinical laboratory experience since
its approval in the United States has
established the value of the Vysis ALK
Break Apart FISH assay as a rapid, sen-
sitive, and specific test for detecting
ALK gene rearrangements in patients

with NSCLC. To date, no other tests
for detecting patients with ALK-posi-
tive lung cancer have been validated in
clinical trials performed to establish
clinical benefit from Xalkori in the
treatment of ALK-positive NSCLC.

FISH (fluorescence in-situ hybrid-
ization) technology has a variety of
uses. It can identify whether too many, or too few,
copies of a particular gene are present in the
body’s cells or whether certain genes have
rearrangements that play an active role in disease
progression. Since the technology works especial-

ly well for identifying genetic markers in solid
tumors, cancer diagnostics are one of the fastest
growing applications.

Image: The Vysis ALK test kit (Photo courtesy of
Abbott).

Rearrangements of ALK Gene 
Detected in Advanced NSCLC Patients
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AAmultiplexed molecular diagnostic chip is
capable of fast and accurate detection of

Mycobacterium Tuberculosis Complex (MTBC)
and its mutations, as well as nine other clinically
important nontubercular Mycobacteria.

The newly launched Lab-on-Chip platform,
marketed by Veredus Laboratories (Singapore;
www.vereduslabs.com) as the VerePLEX biosys-
tem, combines Micro-Electro-Mechanical-Systems
(MEMS) with microfluidics, to integrate multi-
plexed DNA amplification with microarray detec-
tion for rapid, cost-effective, and accurate analysis
of biological materials.

The mutations in M. tuberculosis are responsi-
ble for its resistance to multiple drugs and for the
global spread of Tuberculosis (TB). The rise of mul-
tidrug-resistant TB is a global healthcare challenge.
Effective treatment of TB involves accurate and

fast diagnosis followed by a strict regimen of the
appropriate drugs. Shortcomings in this treatment
can cause the TB organism to mutate into drug-
resistant strains that can become increasingly diffi-
cult and expensive to treat.

Conventional methods of accurately identifying
TB infections can take up to 8 weeks. In contrast,
VereMTB can complete the diagnosis and identify
the specific Mycobacterium causing the infection
and drug resistance in less than 3 hours from nat-
ural samples, avoiding the need for culturing, the
most time-consuming part of the traditional

method. Additionally due to its compact size, the
system can be deployed in a wide range of settings
at point-of-need. The VereMTB chip is currently
undergoing evaluations by the Chinese Center for
Disease Control and Prevention (Beijing, China) as
part of their ongoing program to assess new tech-
nologies for TB diagnostics. According to the 2012
World Health Organization report on TB, India
and China combined have almost 40% of the
world’s TB cases. Nearly 60% of multidrug resist-
ant cases in 2011 were found in India, China, and
the Russian Federation.

Molecular Diagnostic Chip Targets Multidrug Resistant Tuberculosis

Faster Method for Detecting
Bioterror Threats

AAnew technique that screens for pairs of affinity
reagents that bind with target bacteria, toxins, or

viruses could speed up detection of bioterror threats
and the application of countermeasures. Developed by
researchers at the Texas Biomedical Research Institute
(San Antonio, USA; www.txbiomed.org), the mandate
of the stopgap test was to be able to detect an
unknown bioterror threat within 48 hours using inex-
pensive and widely-available laboratory reagents,
using the Marburgvirus as a model target. The method
was designed to serve as a possible response to an
“Andromeda Strain” scenario, citing the Michael
Crichton book and movie about a research team’s
effort to rapidly investigate a deadly organism.

The new process screens for pairs of affinity
reagents, molecular magnets that bind to and hold
on to their targets. The pipeline was initially devel-
oped using llama antibodies as the affinity reagents
to Clostridium botulinum neurotoxins. When the
researchers were satisfied that the system was work-
ing, they created another stopgap test within days for
Ebolavirus Zaire ebolavirus. Such rapid detection
will enable countermeasures to be selected and uti-
lized much faster than the current practice, which
requires sophisticated, costly equipment to purify
and analyze the affinity reagents that can take weeks
to months. The new method was described in the
November 5, 2012, issue of the Nature Publishing
Group Scientific Reports.

“It had to be simple and self-contained as we even-
tually needed it to work in the spacesuit lab or hot zone.
The great thing about this test pipeline is that it can be
applied to almost any target of interest, including mark-
ers of diseases like cancer,” said coauthor Texas Biomed
virologist Andrew Hayhurst, PhD. “Using crude
extracts from E. coli, the workhorse bacterium of the
biotechnology laboratory, the new route bypasses the
need for purification and complex equipment, enabling
screening to be performed in under an hour.”

C. botulinum neurotoxins and Ebolavirus are
among a handful of threats now categorized as Tier
1 agents, presenting the greatest risk of deliberate
misuse with the most significant potential for mass
casualties or devastating effects to the economy, crit-
ical infrastructure, and public confidence.
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TT ransfusion of packed red blood cells (PRBCs)
saves lives in the neonatal critical care setting

and is one of the most common interventions in
the preterm infant. The number and volume of
PRBC transfusions are associated with several
major neonatal morbidities, although a direct
causal link between transfusion and major neona-
tal morbidity has yet to be proven.

Scientists at the Robinson Institute, the Uni-
versity of Adelaide, (Australia; www.adelaide.
edu.au) studied 28 preterm babies at 28 weeks’
gestation or less, who were given packed red

blood cell transfusions. Plasma inflammatory
cytokines and markers of endothelial activation
were measured in the infants before and two to
four hours after transfusion, as well as in the
donor pack. The median age range at transfusion
was 18 days with the pretransfusion hemoglobin
level at 9.8 g/dL, with a range of 7.4–10.2 g/dL.

The interleukin (IL)-1β, IL-8, tumor necrosis fac-
tor-α, and the monocyte chemoattractant protein
were increased after transfusion. A similar elevation
in markers of endothelial activation was seen after
transfusion with increased plasma macrophage

inhibitory factor and soluble intracellular adhesion
molecule. Cytokines were analyzed by Milliplex
MAP Human Cytokine/Chemokine enzyme-linked
immunosorbent assays (ELISA) (Merck Millipore;
Billerica, MA, USA; www.millipore.com).

Michael J. Stark, PhD, the lead author of the
study said, “Within two to four hours of preterm
babies receiving a blood transfusion, we have seen
elevated levels of cytokines and chemokines, sig-
naling cells that stimulate inflammatory responses
in the body. We believe that the bioactive compo-
nents of packed red blood cell transfusions are ini-
tiating or amplifying these inflammatory processes
in the body. “The authors concluded that produc-
tion of inflammatory cytokines and immunoactiva-
tion of the endothelium observed after the transfu-
sion of PRBCs in the preterm infant may be a man-
ifestation of transfusion-related immunomodulation
(TRIM). The study was published on November
21, 2012, in the journal Pediatric Research.

Blood Transfusions Improved for Preterm Infants

Autism-Risk Screening
Services Guide Physicians

AAnew clinical partnership offers chromosomal
microarray analysis as a first-line genetic test as

part of a comprehensive diagnostic evaluation of
individuals with autism spectrum disorders (ASDs).

The FirstStepDx genetic test offered to patients and
their families is a whole-genome genetic test cus-
tomized with validated, novel, proprietary, genetic
variants associated with ASDs. The genetic test now is
available as a fast and painless cheek swab (FirstStep
Buccal), eliminating the need for a blood draw.

The Center for Autism and Related Disorders
(CARD; Los Angeles, CA, USA; www.centerfor
autism.com) and Lineagen (Salt Lake City, UT, USA;
www.lineagen.com) launched a clinical partnership
for children on the autism spectrum. Under the
terms of the partnership agreement, FirstStep, inte-
grated with a pre-and post-test genetic counseling
service and personalized reporting, will be offered
to patients receiving treatment in CARD’s innova-
tive Skills program.

CARD is a provider of early intensive behavioral
intervention for individuals with ASDs. Lineagen is
a molecular diagnostics company focused on inte-
grated genetic testing and counseling for individuals
with ASDs and other disorders of childhood devel-
opment.

Michael S. Paul, PhD, Lineagen’s CEO, stated, “We
are very pleased to initiate our clinical partnership pro-
gram with CARD. Identification of genetic variants
associated with ASDs, as well as other disorders of
childhood development, with our FirstStep test fur-
thers the understanding of the etiology for these disor-
ders and may aid physicians and treatment specialists
to more accurately guide clinical management.”

CARD was founded by autism expert and clinical
psychologist Doreen Granpeesheh, PhD, BCBA-D.
CARD treats individuals with ASD using the princi-
ples and procedures of Applied Behavior Analysis
(ABA), which has been empirically proven to be the
most effective method for treating individuals with
ASD and is recommended by the American
Academy of Pediatrics and the US Surgeon General.
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TThe potential use of white blood
cell variation as a diagnostic,

predictive, and research tool in the
study of non-blood cancers is being
studied.

Dr. Devin Koestler, a biostatisti-
cian at the Geisel School of

Medicine at Dartmouth (Hano-
ver, NH, USA; http://geiselmed.
dartmouth.edu) and colleagues are
studying the potential of white cell
variation for diagnostic purposes.
Dr. Koestler develops and applies
statistical methods to large volumes

of data, seeking new
approaches for under-
standing disease, cancer
in particular. He is
focused on the develop-
ment and application of
statistical methods for
analyzing genomic data.

Working in the
Quantitative Biomedical
Sciences Program, Dr.
Koestler’s focus is the
development of compu-
tational and statistical
tools for investigating
the process of DNA
methylation. In methylation, a
methyl group attaches itself to the
DNA sometimes causing the DNA
function to change dramatically. For
example, the methyl group might
block the expression of a tumor-sup-
pressing gene.

“When we have an illness or a
disease, that does something to our
immune system,” Dr. Koestler
explains. “It responds by providing
whatever cells are necessary to com-
bat that threat. In the blood, the
leukocytes supply that immune
response.”

The studies showed differences
in methylation patterns in the leuko-
cytes of cancer patients versus can-
cer-free individuals. Each type of
leukocytes, or subset, exhibits its
own distinctive signature methyla-
tion pattern. The proportions of
these identifiable subsets shift,
depending on the kind of disease
they may be combating.

Using data from studies of ovari-
an, bladder, and head and neck can-

cers, the scientists demonstrated sta-
tistically significant correlations
between the specific cancers and
the methylation signatures that
characterize leukocyte subsets.
Analyzing the relative proportions of
the leukocyte types in the blood
sample can help predict the onset of
a particular cancer or identify and
diagnose a cancer in progress. The
alternative of sampling a patient’s
blood is far preferable to undergoing
an invasive surgical biopsy.

The advantages of using methyla-
tion patterns to assess proportions of
white blood cell subtypes in cancer
studies extend beyond the bedside
to the lab bench. Dr. Koestler said,
“There is promise here for a new
diagnostic tool. What we show here
is not ready for immediate clinical
utility, but I think it is on the right
path.”

Image: Colored scanning electron
micrograph (SEM) of a lymphocyte
(Photo courtesy of Steve Gschmeiss-
ner / SPL).
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ELISA KIT
Diagnostic Automation / Cortez

Diagnostics
The HBsAg ELISA kit is designed for
the detection and diagnosis of indi-
viduals with Hepatitis B. The two-
step incubation test requires a 50 µL
sample and offers a specificity of
almost 98%, a sensitivity of 100%,
and a shelf life of 12-14 months.

CLINICAL
CHEMISTRY ANALYZER

DIALAB
The Autolyser 450 features four
analysis modes, 10 calibration
modes, and an interface with three
ports. The system also offers an 80-
position reagent tray, 100-position
sample tray, and a throughput of up
to 690 tests per hour with I.S.E.

CHEMISTRY ANALYZER
Diatron

The Pictus 700 fully automated ana-
lyzer features 72 reagent channels,
an independent cooling system, liq-
uid level sensing and clot detection,
plus end-point and kinetic detection
modes. The system offers a through-
put of 720 tests per hour on sample
volumes from 0.2 µL to 100 µL.

CHEMISTRY SYSTEM
ELITech Group

The Selectra Pro XL features an
enhanced design, error-reducing
capabilities, and improved reagent
cooling. The system also offers a
proactive maintenance kit, and an
optimized ISE module to deliver per-
formance, space, and productivity
enhancements.

122LMI-04-13LINKXPRESS COM 22LabMedica International
April/2013

White Blood Cell Variation: Diagnostic for Some Cancers?



I t is a pleasure to write this summary of the year 2012 on
behalf of IFCC. This is the first year of my second term as

President. IFCC remains strong and in good heart; 2012 was a
year of progress and celebration.

Membership. IFCC once again increased its membership dur-
ing 2012. We now have 88 Full Members with three new Full

Members joining during the year: Association of Clinical Biochemists in Zimbabwe, Biomedical Society of
Zambia, Kazakhstan Association of Medical Laboratory Diagnostics.

We increased our Affiliate Membership with the welcome addition of the “Federación Nacional de
Químicos Clínicos” from Mexico. Corporate Membership of IFCC also continues to grow to record numbers
and during the year, four new companies joined IFCC: CPM Diagnostic Research, Oneworld Accuracy
Collaboration, Wisplinghoff Laboratoriumsmedizin Köln, BG Medicine.

A New Executive Board and a New Strategic Plan. The new Executive Board took office at the start of
2012. The 'new faces' on the Executive Board are: Howard Morris (AU), Vice President; Sergio Bernardini
(IT), Secretary; Larry Kricka (US), Member; Vanessa Steenkamp (ZA), Member

The new Board quickly integrated and agreed a 26-point Strategic Plan to be implemented over the next
three years. This plan is published in full in the IFCC Handbook 2012-14. The 26 action points are grouped
into four categories:
• Supporting our membership
• Broadening our horizons
• Improving the quality of laboratory medicine
• Improving the effectiveness of IFCC

Congresses and Conferences. Congresses and conferences are an essential part of the work of IFCC. Not
only do they provide an opportunity to update our scientific and clinical knowledge, skills and experience but
they also provide a great forum to meet and make friends and to build long lasting professional networks. 

During 2012, there were four successful IFCC congresses:
• IFCC Bergmeyer Conference on Vitamin D in Health & Disease
• Arab Federation of Clinical Biology Conference in Marrakech, Morocco
• IFCC-Abbott 'Turning Science into Caring' meeting in Shanghai, China
• IFCC General Conference in Kuala Lumpur, Malaysia 

In addition, I had the opportunity and privilege to participate in six national society meetings.

The Team Approach. Much of the most significant work of IFCC takes place in its Divisions, Committees,
and Working Groups. In addition, the IFCC Task Forces and Integrated Projects address significant issues,
often in partnership with international clinical organizations, as part of the work to position clinical chemistry
and laboratory medicine at the center of the multidisciplinary healthcare team. This annual report contains
many excellent examples of IFCC activities and I encourage you to read these.

Finances. The annual accounts for 2012 were audited in February 2013 and copies are available upon
request from the IFCC Office. We knew that 2012 would be a challenging year for our finances and so it
proved. Prospects look better in 2013 and beyond.

Sixty Years of IFCC. IFCC was formed in 1952 under the auspices of the International Union of Pure and
Applied Chemistry. Initially we were called the International Association of Clinical Biochemists becoming the
International Federation of Clinical Chemistry (IFCC) one year later. The addition of 'and Laboratory
Medicine' to the name of IFCC came in 1997. During our sixty years the membership has grown from 5
Founding Member to 98 Full and Affiliate Member societies and 50 Corporate Members, who together rep-
resent >45,000 of the most senior professionals in laboratory medicine.

The highlight of our Diamond Jubilee celebrations was the IFCC General Conference, held in Kuala
Lumpur. Almost 200 members of the 'family of IFCC' attended to learn of the work of IFCC, to plan for the
future and to create extended international networks dedicated to providing and promoting high quality lab-
oratory medicine services for patient care. At the 'age of sixty' IFCC is in excellent shape and looking forward
to becoming more active and more influential as we mature.

Thanks. I wish to thank the Executive Board and the Chairs of Divisions for their skill, commitment, and inspira-
tion. I offer a special appreciation to Ellis Jacobs who completed six years as Chair of the Communication and
Publications Division. Our excellent team in the IFCC Office in Milan comprises Paola Bramati, Silvia Cattaneo,
and Silvia Colli-Lanzi. They have again demonstrated their dedication and professionalism in supporting our
members and they have played an important role in assisting Sergio Bernardini to produce this annual report

IFCC owes a great debt to the hundreds of scientists and medical doctors who work on a voluntary basis to
give freely of their time and expertise in the interests of improving the quality, delivery, and relevance of clinical
chemistry and laboratory medicine on a worldwide basis. It is gratifying that we are seeing an increase in the
number of experts who want to work for IFCC. These people are the true strength of IFCC and I thank them all.
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HIGHLIGHTS OF THE YEAR

IFCC General Conference - Kuala Lumpur (MY), Nov 2012

Molecular Biology Course  - Kuala Lumpur (MY), Nov 2012

Abbott Annual Sponsorship for the IFCC VLP program

Roche/ IFCC Travel Scholarship

IFCC Speakers Bureau

(www.ifcc.org/ifcc-education-division/speaker-s-bureau)

IFCC Siemens Healthcare Diagnostics Distance Learning
Project (http://siemens.knowledgeanywhere.com/ifcc)

13th Bergmeyer Conference “Vitamin D in Health and Disease”,
Eibsee (Germany), Mar 2012

13th Arab Congress of Clinical Biology (ArabMedLab 2012),
Marrakech (Morocco), May 2012

60th Anniversary of IFCC

PRESIDENT’S MESSAGE

2012: Our Diamond Jubilee
by Graham Beastall, IFCC President

The Executive Board held three meetings during 2012. The first meeting was held in Windsor on February
25-27; this meeting has been the first one for the new EB elected at the WordLab in Berlin and was mainly
focused on the new Strategic Plan. The second EB meeting was held in Marrakech in connection with the
13th ArabMedLab Congress. The third EB meeting was held in Kuala Lumpur in connection with the IFCC
General Conference (GC). 

About 200 people attended the GC were the IFCC celebrated its 60th anniversary. On this occasion, the EB
was able to meet the representatives of all Regional Organizations as well as of Division and Task Forces of
IFCC. Moreover the GC has been a great possibility to open a constructive debate about the directions in Clinical
Chemistry and Laboratory Medicine by mean of presentations from Full, Affiliate and Corporate Members and
many interesting interactive workshops. A new IFCC voting system, "the preferential voting,” has been proposed. 

A letter was sent to National Societies of the Full and Affiliate members requesting for their annual report.
More than forty reports were received to be included in the IFCC Annual report 2012, which is available on
the IFCC Website (www.ifcc.org). 

The year 2012 was my first year as secretary of the IFCC and has been for me a great opportunity for
professional growth in laboratory medicine as well as the chance to meet and make friends from different
countries and cultures. Thanks to the members of the EB for their support and friendship, thanks to all IFCC
officers and to the staff of Emmezeta-MZ Congressi in Milan (Paola, Silvia, and Silvia-CL).

A special thanks to Päivi Laitinen, the previous Secretary, for introducing me to this office.

Sergio Bernardini, Executive Board Secretary

Once again, our warmest thanks to the previous treasurer, Ghassan Shannan (2006-2011), for his excellent
services to the IFCC from 2006 to 2011. 

In 2012, no revenue was expected from the IFCC congresses. The General Conference in Kuala Lumpur
was the number one expense, excluding the fixed expenses. The estimated budget for 2012 showed a signifi-
cant imbalance between total expenses (CHF 1,739,409.00) and total income (CHF 633,200.00), with a net loss
of CHF 1,106,209.00. Despite this, the actual cash flow amount in Credit Suisse, completed by the revenue gen-
erated by 2011 Worldlab / EuroMedlab, helped cover all expenditure. At the end of 2012, a loss of CHF 307,983
was lower than expected. Medium-term budget balance remains fragile; this first tax year was an opportunity for
the in-depth analysis of the cash flow as well as scenarios for the optimization of the IFCC's finances. 

Figure 1 shows the percentage of the total income of IFCC end of 2012 (CHF 838,654). We must thank
the 86 full members for their regular payment of the annual fees, while we regret the suspension of 2 mem-
bers due to nonpayment of membership subscriptions for a period of three years. 

Figure 2 reflects full member dues by region for a total expected amount of CHF 192,000. The decision
to create four fee categories, in accordance with the World bank's criteria based on gross national income
per capita, has proven to be judicious and effective (figure 3) and should encourage emerging countries as
well as new scientific societies to join the IFCC.

To help the regions with their activities, the IFCC provides subsidies of up to CHF 10,000, except for the
EFLM who receives additional dividends from EuroMedLab's revenue. These subsidies should be modified
via new contractual relations such as the signing of a Memorandum of Understanding between the IFCC and
the Presidents of the IFCC regions as part of a win-win strategy. 

TREASURER REPORTEXECUTIVE BOARD (EB)
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Affiliate members contribute up to CHF 3,600; this participation should increase with the new member-
ship arrangements.

Figure 4 provides an overview of the expenditure by functional unit (CHF 1,146,637). The breakdown of
which is largely stable. Our warmest thanks go to the Chairs of Divisions, committees, and WGs who keep
a vigilant eye on expenditure and who were able to use their modern means of communication to limit trav-
el expenses and improve their work efficiency via the Internet. The 2013 budget was built after interactive
discussion with the chairs of the IFCC divisions, it was asked to decide the annual budget for their C and
WGs in a realistic approach to have a 2013 total balanced IFCC budget. Thank again for their approval.

In the current context of economic crisis, Corporate members (50 in 2012) remain loyal and proactive.
While the number of members is increasing, company consolidation results in a slight drop in resources for
the IFCC, from CHF 296,000 in 2011 to current received amount of CHF 281,000 in 2012. Sponsorship from
IVD diagnostic is playing a major role in helping IFCC to develop scientific activities, and new projects have
been initiated for the next two years. 

To validate the signatures of the IFCC President and Treasurer,  Graham Beastall and Bernard Gouget
accompanied by Paola Bramati, went to Geneva in January 2012 to meet our Swiss bank contacts and
attempt to optimize cash flow, which remains fragile in the medium term, as well as improve our financial
investments. 

IFCC continues to maintain three accounts in Euro, USD and Swiss Franc at Credit Suisse and an
investment account at LGT Group - Private Banking and Asset Management. In light of the loss recorded in
2011 and the portfolio management fees paid to LGT Group, a decision was made to change the profile of
the portfolio, i.e. switch from a "growth" to a "balanced" profile with a view to increasing the proportion of
bonds and limiting the risk posed by the high percentage of equities (figure 6).

This proved to be a successful strategy: at the end of 2011, the statement of assets was EUR
1,984,652.43 to reach EUR 2,113,513.47, at the end of 2012 i.e., a + 6.49% performance with a EUR
128,861.54 profit, minus management fees (figure 7). The LGT fees are "all-inclusive fees" which include
"administration, advisory, and transaction costs.” After negotiation, LGT granted us special conditions: 1.2%
on the managed portfolio and 0% on the advisory portfolio (conference & congress). This gives an average
of 0.94% for 2012, or EUR 19,432.25. It is currently a good deal considering that he official fees for an active-
ly managed "balanced" portfolio is 1.98%; and previously 2.28% for a "growth" model. 

For the time being, LGT does not recommend a change in the investment profile, or investment of the
liquidity part that is currently in the Money Market Funds. One reason is that the interest rates will remain
very low in 2013; interest rates will not increase before 2014 or even 2015! This is positive for "niche" sec-
tors, like inflation bonds, high yield bonds or emerging market bonds. 

Regular contacts with the banks have, up until now, been fruitful, relationships based on trust and trans-
parency has helped improve the assessment of our federation's financial risks.

As usual, the 2012 financial statements were certified by Mr. John Gates, Partner with Humphreys and
Gates Audital who provided valuable guidance and expertise.

Bernard Gouget, Treasurer 

Corporate Representative at IFCC Executive Board: Thomas Brinkmann (Unilabs). Second term:
2012-2014. In 2012, IFCC celebrated its 60th anniversary. In this year, the total number of IFCC Corporate
Members increased to 50 corporations. This is a very positive development as it clearly shows the important
value of IFCC for the in vitro diagnostic industry. 

Corporate Members contributed significantly to the overall IFCC activities in all three Divisions and in
their Executive Committees. Furthermore, Corporate Members' organizations continued in sponsoring IFCC
Scientific Awards. In addition, numerous delegates from Corporate Members actively collaborated in most of
the scientific workgroups.

Number of Corporate Members. By the end of 2012, the total number of Corporate Members increased to
50 with total annual dues of CHF 298,000 representing more than 40% of the IFCC total annual fees.

Corporate Members' Meeting. In 2012, three Corporate Members' meetings were organized in conjunction
with international conferences: ArabMedLab 2012, Marrakech, Morocco (April/May 2012), AACC in Los
Angeles, CA, USA (July 2012), and IFCC General Conference, Kuala Lumpur, Malaysia (November 2012). 

IFCC Committees. Corporate Members contributed in the following three IFCC divisions: Scientific Division,
Joseph Passarelli (Roche Diagnostics); Education & Management Division, Rolf Hinzmann (Roche
Diagnostics); Communications & Publications Division, Bruce Jordan (Roche Diagnostics). In addition,
Corporate Members worked in many IFCC committees and workgroups. (See the Divisions reports).

Corporate Members' Report from IFCC Divisions

1. Education and Management Division (EMD). The committee on Clinical Molecular Biology Curriculum
(C-CMBC) conducted a symposium a Beginners' Lab Course in Molecular Diagnostics held Malaysia end of
2012. Roche has sponsored the reagents for these courses. 

The projects of the Committee on Developing Quality Competence in Medical Laboratories (C-DQCML)
might be sponsored by Randox.

2. Scientific Division (SD). Request by corporate members to have at least 12-18 months prior notice of
any requests for new studies was again stressed due to most company's internal budgeting processes. 

It was discussed the need to align standardization activities within the IFCC with those being proposed
by the AACC under the Harmonization Initiative within their organization. 

At the corporate members meeting in July at the AACC, it was discussed the request for proposed new
Committees and Working Groups to demonstrate the clinical and economic value whenever requesting fund-
ing. Given the significant reductions in spending and the more stringent guidelines being placed on external
funding, it is no longer enough to provide just an explanation of the scientific value.

CORPORATE MEMBERS

Figure 1: Total income by categories (CHF 838,654) at the end of 2012 
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Figure 2: Full Members dues by regions, total 2012 expected dues: CHF 192,000

COLABIOCLI: Conf. Latino-Americana de Bioq.Clin.
EFLM: European Fed. Clin. Chem.
OTHERS: USA, Canada, Iran and Kazakhstan

AFCB: Arab Fed. Clin. Chem.
AFCC: African Fed. Clin.Chem.
APFCB: Asia-Pacific Fed. Clin. Biochem.

OTHERS
45,848.00

24%

AFCB
3,450.50

2%

AFCC
1,713.50

1%

APFCB
24,825.00

13%

COLABIOCLI
15,711.00

8%

EFLM
100,521.50

52%

Figure 3: Full Members dues by fees levels, total expected 2012 dues: CHF 192,000
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Figure 4: Overview of expenses by functional units budget (Total CHF 1,146,637)
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Further discussion has been focused on Corresponding Members who have to be fully engaged in
Committees/Working Groups activities.

Corporate Members at international conference committees
• EuroMedLab 2013, Milan, Italy: Francesco Caggiano (Menarini) 
• WorldLab 2014, Istanbul, Turkey: Thomas Brinkmann (Unilabs) 
• EuroMedLab 2015, Paris, France: Christine Flandre (Sebia) and Ulrich Schwörer (Roche Diagnostics).

Thomas Brinkmann, Corporate Representative

C-CC held the committee meeting on occasion of the IFCC General Conference in Kuala Lumpur (MY).

International Congresses of Clinical Chemistry & Laboratory Medicine (ICCCLM):
WorldLab Congresses
IFCC WorldLab Istanbul 2014 (June 22-26, 2014, www.istanbul2014.org). The congress will be organized
under the patronage of the President of Turkish Republic. IFCC will sponsor five symposia at the congress.
These will comprise two from SD and one each from EMD, CPD, and EB. The topics and the Chairs of 21
symposia were decided and the Chairs were invited by the Congress Organizing Committee (COC). There
will be educational workshops sponsored by the companies in the afternoons. It was decided to invite five
regional IFCC Federations and AACC, in addition to previously invited BCLF and WASPaLM, to organize a
symposium at the congress in Istanbul. 
IFCC WorldLab Durban 2017. It will be held at the Durban International Convention Center. The date for the
congress has been confirmed by the ICC Convention Center, Durban as October 22-26, 2017. The President
of the Congress is Prof. Dr. Rajiv Erasmus. 

IFCC Regional Congresses of Clinical Biochemistry and Laboratory Medicine
AFCB 2012 Congress - Marrakech, Morocco (May 2-5, 2012). The various symposia were led by
renowned specialists coming from Arab countries, as well as from different countries all around the world.
Novel biomarkers, proficiency testing, quality management and accreditation, diseases and conditions of
high priority in terms of public health in the Arab world, such as hemophilia, tropical diseases, hemoglo-
binopathies, celiac disease and the emerging bacterial resistance to antibiotics,  were central subjects to the
meeting. Plenary lectures and industrial workshops sponsored by the companies were organized. Members
of the IFCC Communication and Publications Division, in the scope of a specific symposium, addressed the
theme “Public Relations and the Value of Laboratory Medicine.”

Prof. Layachi Chabraoui, president of the Moroccan Society of Clinical Chemistry and chair of the
International Scientific Committee of the ArabMedLab 2012, was elected as the President of the Arab
Federation of Clinical Biology.
AFCB 2015 Congress - Khartoum, Sudan. ArabMedLab 2015 - 14th Arab Congress of Clinical Biology
(AFCB) will be held in Khartoum, Sudan in November 2015.

AFCC 2013 Congress - Cape Town, South Africa (July 28-31, 2013). The third congress of the AFCC will
be held in the Cape Town International Convention Center. The congress will be held jointly with the
Laboratory Medicine Congress. A precongress workshop on “Quality Management” will also be held. A
request was received to hold two French sessions to accommodate the Franco-phone countries and the
request received a positive response. The congress website is http://www.lmcongress.com/.The organizing
society is the South African Association of Clinical Biochemistry.

APFCB 2013 Congress - Indonesia, Bali (October 27-30, 2013 http://apfcbcongress2013.org). The
organizations outside of the region, which will sponsor/offer symposia, are the IFCC (3), EFLM, WASPaLM,
and NACCCA (1 each). Corporate workshops/symposia will be held during lunch breaks. There will be five
precongress workshops that will be held on the morning of October 27.

COLABIOCLI 2013 Congress - XXI Congreso Latinoamericano de Bioquímica Clinica - Perù, Lima
(October 29-November 1, 2013 http://colabiocli-lima2013.org). The congress will be held at the
Convention Center Westin Hotel. One hundred speakers have been invited from diverse areas of the clinical
laboratory and laboratory medicine.

EuroMedLab Congress 2013 - Milan, Italy (May 19-23, 2013, www.milan2013.org). The 20th IFCC-
EFLM European Congress of Clinical Chemistry and Laboratory Medicine and 45th Congress of the
Italian Society of Clinical Biochemistry and Clinical Molecular Biology (SIBioC) will be held at the MiCo -
Milano Convention Center. The program is complete. The scientific program consists of the following ele-
ments: 1 Opening Lecture, 4 Plenary Lectures, 17 Scientific Symposia, 3 IFCC Symposia, 3 EFLM
Symposia, 45 Educational Workshops, 7 Satellite Meetings (4 before the congress and 3 after the con-
gress). A bursary program has been set up to help participation of young scientists to the EuroMedLab
Milan 2013 Congress.
EuroMedLab Congress 2015 - France, Paris (June 21-25, 2015). The agreement has been signed among
the following parties: SFBC, IFCC, EFLM, MZ, and SDB/ REED. Presidents of the EML congress are appoint-
ed: Philippe Gillery, Joelle Goudable and Bernard Gouget. Co-Presidents of EML - JIB Exhibition: Joelle
Goudable and François Blanchecotte. President of JIB conferences: François Blanchecotte.
EuroMedLab Congress 2017. C-CC and EFLM have jointly invited the bids with a closing date of December
31, 2012. IFCC Committee on Congresses and Conferences (C-CC) and EFLM Education Committee (C-
ET) will independently evaluate the bids submitted to host the venue of EuroMedLab 2017. 

The two committees will exchange the rates at the same time and the mean rate of both committees will
be taken as the final recommendation of both C-CC and Education and Training committee of EFLM. This
will be circulated to the EFLM member societies around March 2013 and will be voted at the EFLM General
Assembly in Milan on Sunday May 19, 2013, at 9:00.

IFCC Specialized Conferences 
13th Roche Bergmeyer Conference - Eibsee, Germany (March 5-7, 2012). The Conference on “Vitamin
D in Health and Disease” was held at the Eibsee Hotel in Grainau, Garmisch-Partenkirchen, Germany. The
edited Proceedings were published in the Scandinavian Journal of Clinical Laboratory Investigation. SD has
commenced planning for the 2014 conference.

IFCC-Abbott “Turning Science into caring” Symposium - Shanghai, China (October 15-16, 2012). An
agreement was signed between IFCC and Abbott Diagnostics Division to be partners in the global “Turning
Science into Caring” series of conferences.

The 5tthAnnual Asia Pacific and Japan Scientific Symposium “Turning Science into Caring” was held in
Shanghai. The symposium theme was “Healthcare in the 21st Century: Evolving Trends in the Laboratory
Medicine.” About 500 laboratory professionals, clinicians, and administrations from 13 countries/regions in
Asia Pacific attended 2012 TSIC event.

IFCC General Conference. The General Conference was held in Kuala Lumpur, Malaysia, November 17-
20, 2012. 

Bio-Rad Quality Conference in Latin America. Bio-Rad has sponsored Quality meetings in Latin America
for several years. There is a great interest for these meetings. The number of participants is around 2,000
(500 on site, 1,500 via internet). Rosa Isabel Sierra-Amor, PhD from Mexico is considering the possibility to
organize these meetings as joint IFCC-Bio-Rad events. 

IFCC/ESCCA Beckman Coulter Flow Cytometry Course "Flow Cytometry in Immunology and Stem
Cell Research" February 23-25, 2012, Leipzig, Germany. The IFCC intends to intensify its educational
activities in the field of modern laboratory technologies. In accordance with this strategy, an IFCC Steering
Committee “Flow Cytometry Course” with the support of Beckman Coulter, organized a “European Course
on Clinical Applications of Flow Cytometer” The 2012 event focused on Clinical Immunology and Stem Cell
Research. Recent developments in sorting, analysis, and clinical applications were addressed by interna-
tional experts. Lectures as well as hands-on sessions took place from February 23-25, 2012 in Leipzig,
Germany. 

Congress Guidelines
Guidance Outline for Organizing a National Society Congress and Guidance Outline for Organizing an IFCC
International Congress was approved by the IFCC Executive Board. 

C-CC decided to revise the “Scientific Program Guidelines and Satellite Meeting Guidelines for a
WorldLab (ICCCLM).”

It was agreed to prepare the guidelines for the future IFCC joint ventures with corporate members.

Congresses with IFCC Auspices
A total of 50 meetings in 2012 applied for IFCC auspices for their meetings and all of them were granted IFCC
auspices. 

Tomris Ozben, C-CC Chair

COMMITTEE ON CONGRESSES AND CONFERENCES (C-CC)
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Fig. 5: Corporate Members received dues 2010-2012

Figure 6: The LGT asset balanced profile and currency allocation

Figure 7: LGT Portfolio Historic performance (2010-2012)
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During 2012, the following members served on the SD Executive Committee: Ian (UK, Chair), Philippe Gillery
(FR, Vice-Chair), Gary Myers (US, Secretary), Giampaolo Merlini (IT, Member), Christa Cobbaert (NL,
Member), Naotaka Hamasaki (JP, Member) and Joseph Passarelli (US, Corporate Representative). Three
representatives of International Organizations are invited to attend the SD meetings as consultants: Mathias
Müller (JCTLM), Heinz Schimmel (IRMM), and David Bunk (NIST). Two meetings were held during the year
2012: April 30¬-May 1 (Marrakech, Morocco) and November 16-17 (Kuala Lumpur, Malaysia). 

Relationship with International Organizations
The SD continues to pursue the expansion of its activities to partner with international organizations to pro-
mote the implementation of the concept of traceability in laboratory medicine and the implementation of ref-
erence measurement systems.

• Joint Committee on Traceability in Laboratory Medicine (JCTLM)
The JCTLM continues its work, which is available for review on its database at www.bipm.org/jctlm/.
The Working Group 1 on Reference Measurement Procedures and Reference Materials continues its pro-
gram of identifying and reviewing against agreed criteria (ISO standards 15193 and 15194). More than 200
certified reference materials for about 130 measurands together with more than 125 reference measurement
methods/procedures for 76 different health markers are presently listed in the JCTLM database. These have
been reviewed and internationally agreed to be consistent with the criteria described in the standard ISO
15194 and 15193, respectively. A new cycle for submission of reference materials and reference methods for
consideration by JCTLM was conducted in May 2012. Important criteria for reference methods will be
whether the method has been published in a peer-reviewed journal. For reference materials an important cri-
teria will be whether the material has been evaluated for commutability and that there is a statement of com-
mutability in line with its intended use. Working Group 2 on Reference Measurement Services reviewed new
nominations from candidate laboratories. Laboratories must participate in RELA EQAS once in three years
for each measurand for which the laboratory is listed on the JCTLM database. To be listed as a laboratory
providing reference services, a laboratory must be accredited. A procedure is in place to periodically review
the lists and to remove entries when they no longer meet the established criteria. The database has become
a reliable source of information particularly for the In Vitro Diagnostics (IVD) industry. 

• Insitute for Reference Material and Measurement (IRMM)
Close collaboration with IRMM continues through a number of joint ventures involving SD Committees and
Working Groups. Projects continue for the preparation of materials for HbA1c (primary and secondary mate-
rials), HbA2, and myoglobin. IRMM will play a role in the implementation of new IVD legislation. In the cur-
rent directive, there are four risk groups to classify diagnostics A, B, C, and D with group D considered high-
est risk. In the new legislation, all IVDs will be under category B. IRMM provides a potential entry point for
comment on the situation for IFCC. 

• Clinical and Laboratory Standards Institute (CLSI) (Formerly NCCLS)
An updated list of joint CLSI/IFCC documents is available on the IFCC web site at: http://www.ifcc.org/
ifcc-communications-publications-division-(cpd)/ifcc-publications/clsi-ifcc-joint-projects/

• National Institute of Standards and Technology (NIST)
NIST continues to undertake a large number of projects, many of which are of considerable interest to IFCC.
Standard Reference Materials (SRM) released or slated for release in 2012 include: SRM 927e (Bovine
serum albumin-7% solution), SRM 2972a (25-Hydroxyvitamin D2 and D3 calibration solutions), SRM 3951
(Vitamin B12 in human serum), SRM 972a (Vitamin D in human serum), SRM 3667 (creatinine in urine), and
SRM 1951c (lipids in frozen human serum).

• European Federation of Clinical Chemistry 
and Laboratory Medicine (EFLM)

The EFLM Scientific Committee and SD leadership agreed there should be close liaison and communication
between the two groups. The purpose is to share information on activities and look for areas of mutual inter-
est. The EFLM Science Committee is responsible for scientific matters within EFLM and projects, which fur-
ther the scientific development of EFLM. Activities of the Committee focus particularly on promotion of
research that translates the scientific results of clinical chemistry and laboratory medicine to clinical applica-
tions and improves patient outcomes through the appropriate use and interpretation of laboratory data in clin-
ical practice. It was agreed the leadership of the SD and the EFCC Science Committee should meet formal-
ly once per year, preferably at a major conference.

Regional and other congresses
ArabMedLab 2012 - XIII Arab Fed. of Clinical Biology (AFCB), Congress Marrakech (MA), May 2-5, 2012.

IFCC Specialized Conferences
ROCHE BERGMEYER. The 13th Roche Bergmeyer Conference was held March 5-7, 2012. Title of the con-
ference: “Vitamin D in Health and Disease.” Sessions included the following: Setting the Scene, Sources of
Vitamin D, Assessing Vitamin D Status, Vitamin D and Its Impact, Vitamin D and Public Health.

CCLM Special Issue
A special issue of CCLM intended for the end of 2012 or beginning of 2013 was planned with articles from
SD Cs/WGs. 

Activities of Committees and Working Groups
The Committees (Cs), which are theme-oriented, carry out much of the scientific and professional activities
of the SD. Their work is often in close collaboration with other international organizations. For more specific
tasks, the activities are usually accomplished through Working Groups (WGs). 

Committees

• C-Nomenclature, Properties and Units (C-NPU)
Term of Reference 1. Provide advice for the management, updating and publishing of the NPU terminolo-
gy. Accomplishments include: Monthly updated versions of the NPU terminology have been available for
download from the new IFCC website. Update search functions are available on the new website (coordi-
nated by IFCC Communications and Publications Division)

Five teleconferences were conducted between NPU stakeholders to determine future direction for NPU
ownership and development culminating in the signing of a Statement of Intent between key NPU stake-

holders Oct 2012 (IFCC, IUPAC, Danish Board of e-Health). An agreement was reached to create an NPU
Steering committee with representatives from the key stakeholders. An initial NPU steering committee meet-
ing was held Sept 2012 (by teleconference) to discuss the best way of approaching IHTSDO for collabora-
tive work at the IHTSDO meeting in Stockholm (Oct 2012). There was agreement in Stockholm that a simi-
lar process should be undertaken once the LOINC negotiations are finalized.
Term of Reference 2. Make recommendations on NPU for reporting clinical laboratory data that conform to
or adopt current standards of authoritative organizations and that will improve their utilization for health care.
Accomplishments include: A manuscript on international vocabulary for nominal examinations in scientific
communication (VIN) was prepared and distributed for public review (IUPAC 2004-023-1-700, extended
2008-019-1-700). The “Silver Book” (Compendium of Terminology and Nomenclature of Properties in Clinical
Laboratory Sciences) (joint IFCC CPD project + IUPAC 2008-033-3-700) is still undergoing revision. A proj-
ect for establishing definitions for nonreferenced terms in the NPU terminology is ongoing (IUPAC Project
2010-035-700 ). A Wikipedia article/reference to the NPU terminology is being created with input from com-
mittee. A new project for NPU definitions in the field of Molecular Biology and Genetics is planned.
Term of Reference 3. To provide a connection with other organizations concerned with NPU, such as the
Bureau International des Poids et Mesures (BIPM), the European Committee for Standardization (CEN) and
the International Organization for Standardization (ISO), and, by extension, clinical laboratory sciences soci-
eties, such as the International Union of Pure and Applied Chemistry (IUPAC). Accomplishments include:
All of the above activities were jointly performed with IUPAC. A primary development was signing a Statement
of Intent between NPU stakeholders for the ongoing development of the NPU terminology system.

• C-Molecular Diagnostics (C-MD)
Term of Reference 1. To foster dynamic exchanges between IFCC and Mol DX labs and industry.
Accomplishments include: The Proposal PEGASUS submitted by F. Rousseau with the active participa-
tion of the IFCC-C-MD has been successfully granted by the Canadian Government.
Term of Reference 2. Guidelines on validation, conduct and reporting of Mol DX tests. Accomplishments
include: A consensus of available guidelines on molecular DX testing is available on the C-MD web page. 
Term of Reference 3. Provision of well-defined reference materials. Accomplishments include: SD
requested the committee determine if there is a need for reference materials and what type are needed.
Committee needs to keep contact with organizations that prepare guidelines to determine how reference
materials are to be used and if needed. The Committee should link with other professional organizations,
such as hematology and pharmacogenetics, to provide guidance on needs and usage.
Term of Reference 4. Creation of a network of locus specific IFCC Molecular Diagnostic Centers.
Accomplishments include: Input was requested from the SD so the Committee could plan a second call
for selecting IFCC Expert Laboratories in Molecular Diagnostics. However, SD feels it is still not clear what
the purpose is for the expert laboratories. 
Term of Reference 5. C-MD web page within IFCC website. Accomplishments include: The website con-
tains links to other websites relevant to molecular diagnostics including genetic and molecular genetics soci-
eties, gene sequence and mutation databases, primer design sites, and a number of other molecular diag-
nostic utilities. 

• C-Reference Systems for Enzymes (C-RSE)
Term of Reference 1. IFCC Enzyme Reference Measurement Procedures: New 37 °C IFCC enzyme refer-
ence procedures are being developed on the basis of the existing 30 °C IFCC. Accomplishments include:
Work on the development of a reference measurement procedure for pancreatic lipase continues. A multi-
center experiment to compare the performances of the two candidate pancreatic lipase methods (dioleoyl-
glycerol [DODG] and methyresorufin [DGGR]) was performed by three laboratories of the committee (Italy,
Japan and Spain). The results showed a marked improvement in within run and between days imprecision
(in comparison with previous experiments), but a significant and unacceptable bias between laboratories
remained for both methods. From analysis of the results, the DODG method appeared to allow room for
improvement, so it was decided to concentrate further attention on it. 
Terms of Reference 2. Network of Enzyme Reference Laboratories: Coordination of a group of reference
laboratories from hospitals, academy and industry, which are able to perform adequate measurements
according to a list of stated requirements. Accomplishments Include: Nothing was done for this term of ref-
erence
Terms of Reference 3. Enzyme Reference Materials: Evaluate reference materials provided by IRMM with-
in the network of reference laboratories prior to certification. Accomplishments include: A protocol for the
evaluation of commutability of candidate reference material for ALT, LDH, and CK was defined.

• C-Traceability in Laboratory Medicine (C-TLM)
Term of Reference 1. Support activities of the JCTLM - based on a harmonized opinion among IFCC mem-
bers - concerning the identification of reference measurement procedures, reference materials, and refer-
ence laboratories. Accomplishments include: C-TLM provided input into the activities and operations of
JCTLM Working Groups 1 and 2. JCTLM supports the activities of IFCC RELA. A link from the JCTLM web-
site to the RELA website was implemented.
Term of Reference 2. Establish an External Quality Assessment Scheme (EQAS) for reference laboratories
and act as an advisory committee. Accomplishments include: To date, RELA ring trials are provided for 35
measurands. RELA 2011 has been completed; the results are published on the website. The number of par-
ticipants and published results continues to increase - in total, 290 results from 49 laboratories for RELA 2011
were submitted. 25-Hydroxyvitamin D3 has been added to the list of RELA measurands and has been avail-
able to order since RELA 2012. RELA 2012 was launched in September 2012. The samples are distributed
and results are to be submitted by April 2013. The evaluation will be finalized in May 2013. All results of RELA
ring trials, the time schedule, and the RELA procedure manual are published on the website of RfB:
http://www.dgkl-rfb.de:81.
Term of Reference 3. Promote the establishment and maintenance of IFCC reference laboratory networks
for clinically relevant measurands. Accomplishments include: In 2012, the HbA1c network organized two
intercomparison studies. The results a) all approved laboratories have been reapproved and b) two candi-
date laboratories (India and Korea) passed criteria and received the status of approved network laboratories.
Contacts were initiated with a candidate reference laboratory in Brazil. HbA1c interlaboratory CV in EQA pro-
grams has been decreasing over 20 years from approximately 22% to 3.5% resulting in increased use of
HbA1c for diagnosis of diabetes.

• C-Reference Intervals and Decision Limits (C-RIDL)
Term of Reference 1. Review current concepts of establishing reference intervals and decision limits and to
prepare state-of-the-art position statements regarding new avenues to make available reference intervals and
decision limits that respect the requirements of international directives, such as the European IVD Directive
98/79, and relevant ISO standards. Accomplishments include: SD would like to see the proposed statistical
approach published for the global survey, but may need more detailed review of this prior to publication. 
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Term of Reference 2. Determine priority list of analytes for which reference intervals and/or decision limits
have to be developed. Accomplishments include: 53 analytes (26 biochemistry; 27 immunoassays) were
selected to be tested as part of phase 1 of the worldwide study.
Term of Reference 3. To monitor and evaluate currently proposed reference intervals for selected analytes
in the light of the concept of traceability and of the identification of the uncertainty. Accomplishments
include: The Committee has agreed on a common collection protocol so that sample collection can proceed.
The Committee also agreed to bypass global reference intervals in favor of regional reference intervals fol-
lowing the common protocol. What is not straightforward is how samples will be tested and how manufac-
turers will use results in development of reference intervals. Manufacturers should state what specifics are
needed in phase 2 to be able to support the work. 
Term of Reference 4. To establish transferability protocols of reference intervals and decision limits, which
take into consideration inter-routine laboratory method variations and achieve better applicability in clinical
practice. Accomplishments include: None.
Term of Reference 5. To collaborate with other organizations and/or to undertake establishment of reference
intervals or decision limits for analytes identified as a priority. Accomplishments include: Nothing to report.
Term of Reference 6. To work in close collaboration with other Cs and WGs of SD for the development and
appropriate clinical utilization of reference intervals and decision limits. Accomplishments include:
Collaborated with C-RSE to collect samples from reference subjects for ALP. 

• C-Standardization of Thyroid Function Tests (C-STFT) 
This is a new committee for 2012. Progress towards C-STFT terms of reference included:
Term of Reference 1. To develop reference measurement systems for free thyroid hormones and TSH.
Accomplishments include: A reference measurement system based on the “all-procedure trimmed mean
(APTM)” calculated by Principal Component Analysis (PCA) is under construction. A proof-of-concept paper
has been written and is accepted for publication in Clinical Chemistry Laboratory Medicine. It makes use of
data from a method comparison study for insulin and gives evidence that harmonization on the basis of the
APTM is as valid as standardization utilizing ID-MS reference measurement procedure (RMP) values. In
2012, Phase III method comparison studies for FT4 and TSH were conducted. Eight manufacturers partici-
pated with 13 FT4 and 14 TSH immunoassays
Term of Reference 2. To establish a network of laboratories competent to offer reference measurement serv-
ices for thyroid hormones. Accomplishments include: Potential candidates for a network under considera-
tion are: ReCCS (Japan), the laboratory of Prof. J. Faix (Stanford University, USA) and the laboratory of Dr.
H. Vesper (CDC, USA).
Term of Reference 3. To provide an infrastructure for procurement of serum panels. Accomplishments
include: A start has been made by working together with two US-based companies (PromeddX and Solomon
Park Research Laboratories) and with two Belgian endocrinologists (Dr. Y. Taes and Dr. A. Van den Bruel).
Contacts have also been made with Prof. P. Williams (The University of Sydney), who will collect samples for
the future Phase IV study. A manuscript describing the problematic and need for establishment of an infra-
structure for procurement of serum panels has been submitted and accepted for publication in the Clinical
Chemistry Laboratory Medicine special IFCC issue.

Working Groups

• WG - Standardization of Hemoglobin A2 (WG-HbA2)
Term of Reference. To promote the standardization of hemoglobin A2 measurement through the definition
of an international reference system, including a reference measurement procedure and primary and sec-
ondary reference materials. Accomplishments include: Development of the reference method:

The isotope dilution-mass spectrometry method is under development at the MS lab in Dusseldorf. Some
difficulties concerning the trypsin digestion step have been found, apparently due to the different digestion
kinetics of the two marker peptides _T2 and _T11. The development of the method for intact globin chains,
based on LC-ESI/MS, is also under way and the method has been implemented in three different labs (Milan,
Strasbourg, Atlanta). An interlaboratory study has been performed. To this aim, 40 specimens were prepared
and shipped to the MS labs. Results are under evaluation. The analytical goals for HbA2 determination were
defined. A study on this topic and a survey has been performed.

Secondary reference materials:
The stability study at -20 °C over a four-year period, on the first pilot batch of candidate reference mate-

rial (CRM), prepared back in April 2008, was completed. HbA2 content in the material was found to be very
stable with no oxidation/degradation products detected under the tested storage conditions.

Basal characterization of the second batch of CRM (prepared back in February 2012 using different
lyophilization conditions in order to limit methemoglobin formation during long-term storage) was performed.
Preliminary data on stability at +4 °C have been obtained.

• WG - Standardization of Carbohydrate-Deficient Transferrin (WG-CDT)
Term of Reference 1. Establish a network of CDT reference laboratories that perform the HPLC candidate
reference method. Accomplishments include: Six laboratories belonging to WG members are running the
HPLC candidate reference method. The WG continues to work to develop a reference method for CDT. All
CDT assays involved in Study 3 showed excellent or acceptable linearity. Study 4 demonstrated that cali-
brating the commercial methods to the HPLC candidate reference method dramatically reduced the inter-
method CV. A study on molar absorption of the different glycoforms was run to demonstrate the need, or not,
of primary calibrators. The results of the study were not totally conclusive.
Term of Reference 2. Development of a reference material for CDT. Accomplishments include: A confir-
matory calibration study (Study 4) based on native samples from 40 different individuals with variable CDT
levels was performed according to CLSI protocols 14a and 53 using the HPLC reference method and avail-
able methods on the market. Study 4 is designed to demonstrate that standardization can be achieved using
individual patient samples. Study 4 demonstrated that both lyophilized and frozen calibrators are stable over
more than 24 months. A commutability study established that all methods exhibited a high degree of harmo-
nization after calibration to frozen samples. After calibration, the mean intermethod CV in individual patients
was ~ 5%. More than 700 samples have been prepared at Queen Beatrix Hospital to be used as constituents
of future secondary calibrators.

• WG - Standardization of Albumin Assay in Urine (WG-SAU)
Term of Reference 1. Establish a reference procedure and reference materials for the measurement of albu-
min in urine. Accomplishments include: The Mayo Clinic ID-LC-MS/MS candidate reference measurement
procedure was included in a manuscript “A reference system for urinary albumin: current status” submitted
for publication to CCLM as part of the special issue devoted to SD activities. The Mayo Clinic procedure uses
five tryptic peptides that are consistently seen by LC IDMS and averages the results for a final value. Inter-
and intra-assay precision is about 1%-2%. This procedure was used in the status of harmonization among
commercial immunoassays project (term of reference 3).The NIST is developing a LC-MS/MS reference

measurement procedure for urine albumin that measures eight tryptic peptides of human serum albumin with
~1% CV for replicates. NIST will validate this procedure by comparison with the procedure developed at the
Mayo Clinic. It is anticipated the NIST procedure will enable assessment of the molecular forms of albumin
in urine that may be of importance in the specificity requirements for routine measurement procedures.
Term of Reference 2. Establish recommendations for sample collection and handling to improve uniformity
of results. Accomplishments include: A study to evaluate adsorption of albumin onto containers used for
urine collection and urine albumin measurement has been completed by CDC and a manuscript has been
prepared. The manuscript has been reviewed by SD and final comments from SD and authors are being
addressed. Mary Robinson, original lead author from CDC, retired and turned over the final editing and sub-
mission to Greg Miller and Hubert Vesper at CDC.
Terms of Reference 3. Status of harmonization among commercial immunoassays for UA (funded by
NKDEP). The objectives of this project are to: 1) evaluate harmonization among methods for urine albumin
using native human urine samples; 2) assess agreement of routine methods with an LC-IDMS procedure; 3)
evaluate commutability characteristics of JSCC and diluted ERM-DA470k/IFCC reference materials for urine
albumin; 4) evaluate basic performance characteristics of the urine albumin methods; and 5) compare har-
monization of urine total protein and creatinine methods. Accomplishments include: Fresh, nonfrozen
human urine samples (343) that had been submitted for routine urine albumin measurement were measured
by 17 routine procedures from five manufacturers. Frozen aliquots of each sample were measured by LC-
IDMS. The reference materials and some supplemented urine samples were also measured. The data col-
lected in 2011 was reviewed vs. original instrument printouts to correct numerous transcription and similar
errors in the submitted data. Results for 333 patients were included in the final data set. Statistical analysis
of the data for assessment of method performance and harmonization for 16 commercial procedures has
been completed and a manuscript is in preparation.  

• WG - Standardization of Pregnacy-Associated 
Plasma Protein A (WG-PAPPA)

Term of Reference: Develop a reference system for standardization of PAPP-A measurement employed as
marker for prenatal screening. Accomplishments include: Based on the results from the first round of the
project, the second phase was initiated during the spring 2012. Samples from the candidate standard mate-
rial (pregnancy derived), recombinant dimeric PAPP-A and pooled first trimester sera diluted into different
matrices were distributed to five companies with a recommended test protocol. The results were obtained in
August/September from seven different test platforms (2 companies having two different test platforms). The
results have been compiled and a summary report is being prepared. Due to the fact that the results from
one of the companies were clearly out-of-line in comparison to that of the rest, additional tests were per-
formed by Division of Biochemistry, University of Turku (DBUT) using the reagent combinations obtained
from that company. However, the discrepant results could not be reproduced. Presently DBUT is communi-
cating with the company to determine the cause for the discrepant result. 

• WG - Standardization of Insulin Assays (WG-SIA) 
Term of Reference. Improve the standardization of assays for insulin by the development of a candidate ref-
erence method and materials. Accomplishments include: The laboratory at Albert Einstein Medical School,
USA, is now working to establish the reference method procedure (IDMS) for insulin. Validation of the
Einstein RMP will be against the IDMS procedure at the University of Gent. All the serum samples and pools
have been collected, processed, and stored as aliquots. These materials will be value assigned for insulin by
the IDMS RMP and will be used to sustain the program to harmonize results from manufacturers of insulin
assays. The NIBSC has now allocated vials of a recombinant insulin candidate reference material that will
be integrated with a program to harmonize preparations from manufacturers of insulin as treatments for dia-
betes mellitus. Plans are to coordinate efforts to promote the use of this material by manufacturers of insulin
assays. The WG-SIA continued active discussions with the NIDDK supported C-peptide Working Group
(Chair Prof. R. Little) with regard to delineating common approaches and the establishment of a RMP for C-
peptide. Continued emphasis on how both groups can achieve their goals by sharing plans, materials, and
activities.

• WG - Standardization of Troponin I (WG-TnI)
Term of Reference 1. Develop a candidate secondary reference measurement procedure and candidate
secondary reference material for cardiac troponin I (cTnI). Accomplishments include: Candidate second-
ary reference procedure (immunoassay based measurement procedure of higher metrological order) for
cTnI: The ELISA method has been developed. Further work has been done to try to reduce the variation in
imprecision for the chemiluminescence (CL) assay but without success. The current fluorescence (FL) detec-
tion method (CV <5%) will be able to measure all of the medium and high level cTnI patient samples for the
Pilot Study but only a quarter of low level samples. NIST has developed the CL method and the method has
been used in the 2012 cTnI Pilot Study. The Pilot Study indicates that while there appears to be good to
excellent correlation between all routine assays, the correlation between the cRMP data measured at NIST
and data from all routine assays was poor. Candidate Secondary Reference Material for cTnI: The WG has
developed a pilot study protocol to investigate the feasibility of preparing a commutable and stable second-
ary reference material for cTnI by use of serum pools. The study will involve NIST, NPL, University of
Maryland, and industry. Patient samples have been collected by University of Maryland and the pools pre-
pared at NIST. Samples were stored frozen and analyzed over the period January to June 2012 by seven
diagnostic companies using 17 cTnI assays. 

A preliminary data analysis was done to obtain a general assessment of commutability, imprecision, the
degree of measurement harmonization between different cTnI assays, presence of interferences, stability of
pools, and comparability with the cTnI cRMP. The preliminary analysis did indicate that all pooled serum sam-
ples appear to be commutable with all routine assays. This is an important finding of the study.
Term of Reference 2. Testing for cTnI standardization and clinical validation by comparison with vali-
dated commercial assays in a round robin study. Accomplishments include: The cTnI Pilot Study was
conducted. The data set will be tested for outlier samples using principle component analysis. Study data
needs to be parsed to see if any measurements were below the limit of quantification (LoQ) of the rou-
tine assay. In light of potential problems with the cRMP, the WG discussed possible alternatives for the
value-assignment of a serum-based troponin CRM. The option of a consensus approach to value-assign-
ment using selected routine methods may be required if the cRMP is not viable. The consensus approach
for the value assignment of IRMM's CRM for cystatin C (ERM-DA471/IFCC) would be the most appro-
priate for a future troponin CRM. The Pilot Study data could be used to select routine methods for a con-
sensus approach.
Table of Analytical Characteristics. WG-TNI assumed responsibility for maintaining up to date information
on the IFCC website in the table of “Analytical characteristics of commercial and research high sensitivity car-
diac Troponin I & T assays per manufacturers.” Table is linked to by European clinical societies so it is impor-
tant to keep information current. WG also keeps the BNP table up to date. The updated Troponin table
reports units in ºg/L and ng/L. SD reviewed a proposal from the WG to standardize the units for reporting

Special Supplement to Lab Medica International • 27

IFCC 2012 Annual Report 5



Special Supplement to Lab Medica International • 28

serum troponin. The proposal calls for results be reported in whole numbers and for the use of nanogram per
liter as a unit which is acceptable to the Systeme Internationale. It was felt by members of the SD that an
editorial on this issue may be valuable.

• WG - Allowable Error for Traceable Results (WG-AETR)
Term of Reference 1. To define clinically acceptable limits for metrological traceability of specific analytes.
Accomplishments include: The WG have been working on combining a statistical approach with biological
variation to determine the limits for a traceability chain. The specifics are written in a manuscript submitted
to the SD for consideration in the Special Edition of CCLM.
Term of Reference 2. To cooperate with manufacturers, regulatory bodies and end-users to work towards
patient results being traceable to higher order reference materials and methods. Accomplishments
include: Details of the procedures used by a number of major manufacturers on how they carry out value
assignment and how this is traceable to reference standards has been received and is being evaluated. The
data, which includes estimates of measurement uncertainty, has been circulated to the WG for further dis-
cussion.
Term of Reference 3. Harmonization of patient results independent of assay platform, manufacturer or test-
ing laboratory. Accomplishments include: None

• WG - Harmonization of Autoantibody Test (WG-HAT)
Term of Reference 1. To evaluate what are the main causes of variability for a number of diagnostically crit-
ical autoantibodies. Accomplishments include: In addition to the three main areas identified for variability
in autoimmune serology testing, 1. The antigen - and the variation in antigen preparations between different
reagent producers, 2. The antibody - and the variation between the standard antibody preparation used to
calibrate the various assays and the difference between the various calibrant materials and the samples
being analyze and 3. The methods used for autoimmune serology testing, the WG identified more parame-
ters e.g., specific details of antigens, antigen attachment to plates, mode of calibration that may emerge as
important components for further investigation. 
Term of Reference 2. To identify autoantibodies where a common calibrator could reduce the interassay
variability. Accomplishments include: The WG identified the following autoantibodies as candidates for
common calibration: IgG antibodies to proteinase III; IgG antibodies to myeloperoxidase; IgG antibodies to
glomerular basement membrane;  IgG antibodies to cardiolipin and beta-2 glycoprotein 1; and IgG antibod-
ies to cyclic citrullinated peptides. 
Term of Reference 3. To identify or produce commutable materials that could be used as interim calibration
material for autoantibody assays. Accomplishments include: The WG has concentrated on developing
materials for IgG antibodies to myeloperoxidase. A formal commutability study is in progress. Preparations
have been selected from the preliminary set to accompany the patient samples for the formal commutability
study. The use of human serum albumin as a diluent was evaluated and gave satisfactory results therefore
it will be used in the preparation of the final material. The samples are currently being analyzed and data is
being returned to the IRMM for evaluation. The WG made a conscious decision to embrace the developing
methodologies therefore a mixture of manual ELISA, automated ELISA and multiplex methods are included
in the commutability studies.
Materials for IgG anti PR3 antibodies. A preliminary commutability study was completed. The study data
is with the IRMM being evaluated. It is expected that candidate preparations will be identified to progress to
a formal commutability study.
Materials for IgG and IgM antibodies to cardiolipin and beta2 glycoprotein. Prof. Meroni of the WG has
been working with Prof. Silvia Pierangeli on the characterization and preparation of materials for these
autoantibodies. Monoclonal antibodies have been produced by Research Fellows and are currently being
made into potential harmonization preparations.
Term of Reference 4. To produce well-characterized pure antibody preparations with known concentration
and identity and use these to transfer values to a matrix preparation. Accomplishments include: None

• WG - Quality Specifications for Glucose POCT (WG-GPOCT)
Term of Reference. To investigate the quality specifications required for glucose PoCT meters as glucose
testing is used in a wide variety of health care settings including: Hospitals; General practice/Physician's
Office; Specialists; Ambulances; Air Ambulances; Patients/Caregivers; Nursing Homes; Population
Surveys. Accomplishments include: The WG designed and distributed a global survey to determine the
quality framework in existence across countries - in particular the status of eQA globally. FDA was given
an opportunity to comment on the survey before it was distributed. Around 120 responses from over 40
countries have been received. This data will be analyzed and reported as a publication. Significant time
was also spent developing paper for CCLM on “Glucose Meters - Fit for Clinical Purpose.” This paper has
been accepted for publication. The SD recommends closing the WG and transferring activities to the new
IFCC Task Force on POCT.  

• WG - Quantitative Mass Spectrometry Proteomics (WG-cMSP)
Term of Reference 1. To review the state of the art in quantitative proteomics and to evaluate the capacity of
different analytical (and preanalytical) approaches to play in the future a significant role for clinical biology.
Term of Reference 2. To evaluate the specification and the need for reference materials for quantitative pro-
teomics applied to clinical biology. Accomplishments include: WG produced a scientific report that is now
in press in CCLM titled, Quantitative Clinical Chemistry Proteomics (qCCP) using mass spectrometry: gen-
eral characteristics and application. 
Term of Reference 3. To design of a Quality Assurance/Quality Control (QA/QC) Program and to select a
small series of analytes to be the subject of a future multi-site validation study. Accomplishments include:
Hepcidin was selected in the first place since it can be measured in different body fluids, with different MS
approaches, ELISA and reference RIA method exist for comparison, and it has a clinical interest. To imple-
ment a multisite validation study, the following steps were conducted or planned:
1) list the different hepcidin MS methods present in the literature with their main characteristics: completed 
2) list the criteria important for qCPP: completed
3) determine how the different MS methods answer to the criteria (performance, feasibility, cost, turnaround

time: completed 
4) select 1 or 2 methods: completed
5) start a pilot study and produce a first SOPs to implement the selected method in the participating labs.

The pilot study will be implemented in three laboratories: Sylvain Lehmann (FR), Uta Ceglarek (DE), Cato
Brede (NO). A general SOP is near completion in the laboratory of Sylvain Lehmann, France. Labeled hep-
cidin to be used as standard material has been purchase for the WG. The laboratory of Dorine W. Swinkels
will be commissioned (quotation in process) to assess and validate the used of this material.

• WG-Serum Parathyroid Hormone (WG-sPTH)
This is a new WG established in 2012 by the SD. The Terms of Reference along with WG progress include the
following:

Term of Reference 1. Collaborative educational effort to encourage worldwide implementation of PTH IS
95/646 and to assess the effect of this on between-method agreement. Accomplishments include:
Confirmation of the commutability of the 1st International Standard for Parathyroid Hormone (PTH) (WHO IS
95/646) is essential before the WG can actively begin to encourage manufacturers to recalibrate their methods
in terms of this IS. Preliminary work to assess the commutability of the 1st IS has been undertaken by WG mem-
bers.
Term of Reference 2. Definition of inclusion / exclusion requirements for an appropriate panel of sera and plas-
ma with which to establish reference intervals and establishment of such a panel with support from the clinical
community and diagnostics manufacturers. Accomplishments include: Preparing good practice recommen-
dations for the optimal preanalytical handling of patients and samples is an essential prerequisite. A rigorous
systematic review of the relevant evidence has been undertaken by the WG under the direction of Dr. Edmund
Lamb.
Term of Reference 3. Development of a reference measurement procedure for PTH(1-84) to a standard that
would enable its adoption by the IFCC reference laboratory network. Accomplishments include: A formal
meeting with manufacturers was held at the AACC Annual Meeting in LA to discuss funding support. It is antic-
ipated that USD 100,000 is needed to set up a mass spectrometry method at Mayo for one year.

• WG-CSF Proteins (WG-CSFP)
This is a new WG established in 2012 by the SD. 
Term of Reference 1. Develop an international reference material for cerebrospinal fluid (CSF). Projects
include: 1. Collection of CSF material, 2. Preparation of the reference material, 3. Establishment of reference
methods for the key measurands for assignment of values to the reference material. Accomplishments
include: The work on the reference method has so far focused on a mass-spec method for Abeta 1-42 in CSF.
There are four laboratories that are participating on this effort. These include: Waters, PPD, University of
Pennsylvania, USA, and University of Gothenburg, Sweden. All labs have variants of the technique that will now
be compared in a Round Robin study. University of Gothenburg, Sweden has taken the lead to collect CSF for
a large (5-liter) pool to be the basis for the reference material. A first commutability study, in which four different
immunoassays and the SRM assay are compared on individual patient samples and aliquots from the reference
material as well as artificial CSF has just been completed. Preliminary analysis of the data shows a very good
commutability of the collected reference material, but not for different variants of artificial CSF.

• WG-Standardization of Bone Marker Assays (WG-SBMA)  
This is a new WG established in 2012 by the SD. This is a joint activity with the International Osteoporosis
Foundation.
Term of Reference 1: Standardize or harmonize (as technically feasible or appropriate at this time) clinical
assays available for routine and research use for the serum assay for C-telopeptide fragments of collagen type
I a1 chains containing the epitope Glu-Lys-Ala-His-Asp-s-Gly-Gly-Arg in an isomerized form (also known as
serum Crosslaps (CTx). Accomplishments include: Approximately 200 patient serum specimens have been
analyzed by each of the assays currently used routine clinical laboratories to assess the comparability of CTx
values generated by these assays. The data are currently being analyzed but preliminary assays confirm pre-
liminary data obtained using External Quality Assurance Scheme specimens that there is a significant bias
amongst these assays and that action is required.
Term of Reference 2: Standardize or harmonize (as technically feasible or appropriate at this time) clinical
assays available for routine and research u and the serum assay for N-terminal Propeptide of Type I
Procollagen (P1NP). Accomplishments include: None reported

Ian Young, SD Chair and Gary Myers, SD Secretary

The committees and working groups of the Education and Management Division (EMD) have worked hard
during the year to improve educational resources for IFCC member countries, particularly those developing
their laboratory medicine services. The emphasis has continued to be on analytical and service quality and
on emerging technologies.

The EMD Executive Committee (EC) met twice during the year, in January in Varese, Italy, and in
November in Kuala Lumpur during the IFCC General Conference. All the members participated to both the
two meetings except for Elizabeth Frank who was appointed after the meeting in Varese. The contributions
of all the members were always very productive.

Much of the work of the EMD requires both EMD Officers and international scientific experts to travel to
conduct workshops and make presentations at congresses in IFCC member countries. To finance this, we
are dependent on the generous sponsorship of our Corporate members, particularly Abbott Diagnostics,
which provides very generous support for the Visiting Lecturer Program (VLP), very ably coordinated by
Leslie Lai. During 2012, the following countries have benefited of VLP funding: Australia, Chile, China,
Colombia, Cuba, Ecuador, India, Indonesia, Lebanon, Malaysia, Morocco, Palestine, Philippines, Romania,
South Africa, and Tunisia. Several VLPs are already scheduled for 2013 and we would welcome applications
from National Societies for visiting lectureships for the coming year. These should be made to Leslie Lai, who
is able to provide advice on the process, lecturers, and topics.

• Committee on Clinical Molecular Biology Curriculum (C-CMBC)
Following the success of the third course on molecular biology (C-CMBC) held in Guatemala last December,
a fourth course has been held in Malaysia in November 2012. It is the intention of the EMD that a course
should be held on an annual basis, in a country, which has identified an educational need, to enable devel-
opment of molecular biology services in their clinical laboratories. The course is extremely comprehensive
and includes pre-course training for a young scientist from the host country, in the laboratory of the Chair of
the C-CMBC, Michael Neumaier, in Heidelberg, Germany. 

• Committee on Analytical Quality (C-AQ)
Following projects, led by the Chairs Janice Gill and Egon Amann, are ongoing:
1. EQA Consultation: upon request of an IFCC member country, assist them to set up an external quality

assessment (EQA) program; 
2. Quality of Management & Quality of Analysis Monograph: the monograph: “Quality of Management &

Quality of Analysis - A Handbook for developing Countries” was jointly developed by C-CLM and C-AQ. 
3. Analytical Quality - A Checklist: to contribute a chapter on EQA to the AACB Clinical Biochemist Reviews

Supplement 'Analytical Quality - Technical Checklist' for publication by the IFCC.
4. IFCC Website - C-AQ Section: a review of the current web page and initial discussions on the future con-

tent has taken place. With the release of the new IFCC website, this will become a priority. 
5. Review IFCC Fundamentals for EQA/IQC: the aim is to revise and publish 'IFCC Fundamentals for

External Quality Assessment' (1996), develop educational material on Fundamentals of Internal Quality
Control.

6. Electronic Distance Learning: the aim is to establish electronic distance learning on analytical quality topics.

EDUCATION AND MANAGEMENT DIVISION (EMD)
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• Committee on Evidence-Based Laboratory Medicine (C-EBLM)
Under the chairmanship of Robert Christenson, has continued its excellent work in the provision of presen-
tations and workshops on EBLM techniques. To spread knowledge of the concepts of EBLM more widely,
The Committee is hoping to use the new IFCC website as a means to deliver training in evidence based lab-
oratory medicine. 

The C-EBLM has continued to support Hernan Taie's excellent Iberian Laboratory Medicine Radio Station.
This effort is supported, in part, by the IFCC. Members of the C-EBLM have provided several lectures in this
program. The IFCC's C-EBLM cosponsored a Symposium along with the AACC's EBLM Committee. The
symposium was held at the 2012 AACC Annual Meeting in Los Angeles, CA, and involved international prac-
tices of EBLM.

Prof. Christenson will participate on behalf of both the IFCC C-EBLM and the AACC in a symposium titled
'Cardiac Biomarkers - The Evidence Base' at the AACB Annual Conference to be held in Queensland,
Australia in September of 2013.

Dr. Florkowski performed a Visiting Lecturing Professorship in South America.
Prof. Christenson was invited by Dr. Beastall to lead three workshops at the IFCC General Meeting in

Kuala Lampur. These practical workshops were held and well received by participants.
A symposium on Evidence Based Laboratory Medicine was accepted for presentation at the 2013

EuroMedLab Meeting 2013 in Milan. 
Proposal for two-day workshop was accepted by the 2014 WorldLab Congress committee in Istanbul. The

workshop will be spearheaded by Diler Aslan and developed by the C-EBLM.

• Committee on Clinical Laboratory Management (C-CLM)
Functioned under the able chairperson of Dr. Elizabeth Frank (IN) until May 13, when John Krahn (CA) was
appointed as chair. 

The monograph entitled - “Quality of Management & Quality of Analysis - A Handbook for developing
Countries,” jointly developed by C-CLM and C-AQ, was published. This monograph is available for download
in pdf form from the IFCC website under the C-CLM tab.

In September 2012 members of the committee travelled to Cape Town, South Africa to attend the
“Pathpoint Conference” chaired by Dr. Rajiv Erasmus. Presentations made under the auspices of the VLP
Program were as follows:
• “Beyond accreditation, Innovation to improve Laboratory performance”  Dr. Elizabeth Frank
• “QI Tool Box and its relevance (Lean DMAIC, Root cause analysis, value stream analysis, pareto six

sigma)”  Dr. John Krahn
• “Minimizing errors in the laboratory”  Prof. Rajiv Erasmus
• “Quality Management Systems - Implementation and Improvement” - Dr. Barbara Goldsmith 

• Committee on Distance Learning (C-DL) 
A new commitee has been established under the chairmanship of Janet Smith. Her Committee works in col-
laboration with the Communications and Publications Division Committee on Internet and eLearning (CPD
C-IeL) to develop an IFCC strategy for distance learning. They met for the first time in Kuala Lumpur.

• Working Group on Laboratory Errors and Patient Safety (WG-LEPS): 
The project on a set of quality indicators (QIs) in the total testing process has been further developed by
reviewing the preliminary indicators through a consensus among laboratories attending the project itself.

In particular, while the QIs identified have been maintained, it has been decided to split them, or better
some of those QIs, to allow an easier and more accurate collection of data.

The website, which has been specifically developed for allowing the laboratories to understand the proj-
ect, collect, and submit the data, has been improved and renamed and the current address is www.ifcc-
mqi.com.

Meetings in which the IFCC WG has been recently requested to deliver lecturers:
a) February 2, 2012, “Labquality Days” - Helsinki
b) May 16-18, 2012, XVII “Congreso Chileno de Química Clínica” - Santiago 
c) June 5-6, 2012, “Convocation of experts on Laboratory Quality” - Cologne
d) June 17-20, “Annual Conference of the Canadian Society of Clinical Chemistry” - Quebec
e) September 18-22, 20 “Meeting of the Balkan Clinical Laboratory Federation” - Belgrade
f) October 25, “International Conference on Laboratory Medicine” - Padua

Publications
1) Plebani M, Chiozza ML, Sciacovelli L. “Towards harmonization of quality indicators in laboratory medi-

cine.” Clin Chem Lab Med. 2012 Sep 28;0(0):1-9.
2) Plebani M. “Quality indicators to detect preanalytical errors in laboratory testing.” Clin Biochem Rev. 2012

Aug;33(3):85-8. 

• Flow cytometry (WG-FC)
In collaboration with Beckman Coulter and the Leipzig Translational Center for Regenerative Medicine, Ulrich
Sachs has organized a flow cytometry course in Leipzig, Germany in February 2012. 

A IFCC/ESCCA Beckman Coulter Flow Cytometry Course is already planned in St. Etienne / France o
April 11-13, 2013. The course intends to provide high quality lectures on cell analysis including the most
recent flow cytometry applications.

The EMD remains committed to the project for Developing Quality Competence in Medical Laboratories
(DQCML), chaired by Michael Thomas who has been re-appointed for the second term as a Consultant and
Chair. The aim of the DQCML project is to develop transferable education templates in Developing Countries.

Maurizio Ferrari, EMD Chair 

This was the third year of Ellis Jacobs' second term as CPD chair. Two face-to-face committee meetings
were held (Milan in January, Marrakech in May, and Kuala Lumpur in November). There was a CPD sym-
posium at the AFCB conference in Marrakech 2012 on Public Relations and Value of Laboratory
Medicine, and two workshops at the recent General Conference. The new IFCC website was fully updat-
ed with all major links completed. A Request for Proposal for a new IFCC official journal and to assist with
publishing the eJIFCC sent and the bidding process was completed, leading to the recommendation to
choose Elsevier and CCA as the official publisher and journal. The newly formed Committee on Internet
and eLearning (C-IeL) was started in 2012 with Peter Vervaart as chair and met for the first time during
the General Conference in KL.

Committee on Public Relations (C-PR)
All translations of the IFCC brochures were recently updated to reflect changes in the Executive Committee
and terms of office. Thus far, the following brochures have been updated and printed for 2012-2014: English,

Spanish, Chinese, and Arabic.
The brochure was also recently translated into the Turkish language with the help of the Turkish society,

in preparation for the next ICC congress in Istanbul in 2014. Updates to the following brochures are in
progress or have been completed: French, Italian, German, Russian, and Portuguese.

A draft of the IFCC public brochure has been developed by LL and KA and was discussed at the C-PR
conference in Berlin. A number of changes are being made to this brochure and it should be completed in
the near future. The brochure is not yet completed, but it is a priority for 2013.
- Joint IFCC-“Labs are Vital” PR Initiatives - A joint workshop presentation on PR-LAV activities was held

by KA and SS during the IFCC general conference in KL. The new mission of the LAV program has a par-
ticular emphasis on developing the evidence for the vital role of the clinical laboratory medicine in health-
care delivery. This is in line with the current strategic direction of the IFCC and the development of a
Taskforce on the Impact of Laboratory Medicine on Clinical Management and Outcomes (TF-ICO). 

- IFCC Public Relations Slide Kit and IFCC Laboratory Medicine Slide Kit - Both slide kits have been final-
ized and provided to the EB and IFCC officers for presentation at national and international events. 

Committee on Internet and e-Learning (C-IeL)
This committee met for the first time at the General Conference in Kuala Lumpur. The committee also met
with the recently formed Committee for Distance Learning and will work closely with them in developing elec-
tronic/distance learning materials and access for IFCC members utilizing an “e-Academy” approach.

There were over 117,000 visits to the IFCC website during 2012, with 27% being return visitors. The sec-
ond phase of the website launch is planned to include 1) eLibrary and archives, 2) private areas, 3) book-
store 4) CPD tracking and 5) Pay Pal. The IFCC Facebook and LinkedIn pages continue to attract interest
and members with the LinkedIn group being by far the most popular with over 500 members. 

A number of web pages have been developed and/or linked to the IFCC website including pages for the
Task Forces Pediatric Laboratory Medicine and Young Scientists as well as the “El Microscopio” project out
of the RIA. A “Contact Us” form page has also been developed and is now available on the website.

A trial of electronic voting utilizing the Election Buddy platform occurred prior to and at the General
Conference and was highly successful.

Working Group on Electronic Journal of the IFCC (WG-eJIFCC)
Four volumes of eJIFCC were published in 2012. 

Volumes 1 and 2 were edited in the old-fashioned way; individual articles represented the volume. Seven
articles were included from seven countries (Australia, US, France, Slovakia, Poland, India and Hungary). 

Vol.3. was the first issue in which the Electronic Journal of IFCC publishes a thematic issue that has been
edited by guest editors. The title of this special edition is “Lab_on_Chip Technology for Clinical Diagnostics.”
Guest editors of this special issue are Dr. Loes Segerink, Prof. Istvan Vermes and Prof. Albert van den Berg
from the MESA+ Institute for Nanotechnology, University of Twente, The Netherlands. Six invited papers
were from The Netherlands, US, Germany. Two additional publications were added, they came from the US
and Spain. Vol.4. This issue of the eJIFCC is dedicated to highlight some aspects of clinical flow cytometry.
The guest editor will be Prof. Janos Kappelmayer (University of Debrecen, Hungary). 

Working Group on IFCC News (WG-eNews)
The WG membership consists of representatives from Spain, Serbia, Morocco, Nigeria, South Africa, Greece,
Brazil, Canada, Cyprus, Malaysia, Mexico, Morocco, Nepal, Poland, Slovenia, Tunisia, Uruguay, and Vietnam.
Additionally, there are National Society liaisons from Australasia, Chile, Serbia, UK, USA, Paraguay, Spain,
Taiwan, Pakistan, Latvia, and Vietnam. The schedule of six issues per year has been maintained with good con-
tent. The content can be seen on the IFCC Website under IFCC eNewsletter archives. The eNewsletter is now
better situated on the new Website and it seems that the number of visits have increased over the last year. 

As for the former years, WG and Liaison Members have been reminded on a regular basis (with deadlines
given) to submit articles and encouraged to submit at least two per year. 

The eNewsletter WG is now chaired by Prof. Tahir Pillay as of January 2013, Prof. Delvin having held this role
for six years.

IFCC Taskforce on the Impact of Laboratory Medicine on 
Clinical Management and Outcomes (TF-ICO)
New IFCC Taskforce was created based on the discussions held at the Toronto CPD meeting. KA put together a
proposal reviewed by EJ. The TF-ICO is chaired by Mike Hallworth, who assisted in further developments of the
TF creation. Details can be read at the TF-ICO annual report section.

Documents from Committees and Working Groups
The database (available on the website) continues to be updated, as publications are forthcoming. 
Books: The 2012-14 IFCC Handbook has being prepared and distributed on a CD, as well as being avail-
able on the IFCC website. Revision and updating of the "Silver Book": Compendium of Terminology and
Nomenclature of Properties in Clinical Laboratory Sciences (IUPAC and IFCC Recommendations) continues. 
Journals: Meeting of National Society Journal Editors/Publishers: Next year's meeting has been sched-
uled to take place in Milan, Italy at the EuroMedLab. All society journals and publishers will be invited to
attend the meeting.  
Clinical Chemistry & Laboratory Medicine (CCLM): The contract with Walter deGruyter relative to CCLM
being the official journal of the IFCC expires July 22, 2013. Currently, all IFCC documents are available free
on the CCLM Web Site. Free access to full online version is available for all NR & PR of member societies,
CR, EB, DC, and IFCC Regional presidents. There are also reduced-rate subscriptions available for the
paper CCLM through National Societies. A request for proposal for publishing the eJournal as the official jour-
nal of the IFCC, rather than an existing journal, was sent.   
Corporate Member Activities: Bruce Jordan (Roche Diagnostics) is a very active participant in the CPD EC
meetings and provided some great support materials for the 60th anniversary event in K-L, including: design,
development, printing and shipping of six free standing banners depicting the Divisions, as well as the key
people and growth of the IFCC over the 60 years, and the corporate members; an animated presentation as
a backdrop to the IFCC gala dinner in KL, a PDF version for distribution from the IFCC website.

Membership
Gabor Kovac replaced Grazyna Sypniewska as of January 2012. Call for Nominations for Vice Chair and
IFCC News editor with terms starting in 2013 were sent out and new appointments were made. As of January
2013, Khosrow Adeli will assume the role of Chair, Edgard Delvin as Vice-Chair/PR coordinator position, and
Tahir Pillay as eNews editor. 

Khosrow Adeli, CPD Chair

COMMUNICATIONS AND PUBLICATIONS DIVISION (CPD)
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• TASK FORCE ON ETHICS (TF-E) 
Achievements in 2012: proposed a plan to manage conflict of interest within IFCC; outlined considerations
for a policy on relations with industry; published an extensively annotated bibliography (“white paper”) on
publication ethics, posted on IFCC website in English,  translations in three other languages are completed;
revised and shortened survey on teaching of ethics in training programs.

Plans: conduct survey of teaching of ethics in training programs in clinical chemistry and laboratory med-
icine; email to National reps and presidents to request names and contact information for directors of post-
doctoral training programs (MMcQ); set up Survey Monkey survey through auspices of IFCC office; prepare
summary of types of ethics that are relevant to laboratory medicine.

TF recommends that journals in laboratory medicine support COPE, the major international group deal-
ing with problems in publication ethics. We recommend that eJIFCC consider supporting COPE. 

David Bruns, TF-E Chair

• TASK FORCE ON PEDIATRIC LABORATORY MEDICINE (TF-PLM) 
The purpose of this Task Force is to develop procedures and processes to improve the diagnosis and man-
agement of patients from birth (or even before) to adolescence. 

Activities of the Task Force will include: coordination, promotion, and development of existing IFCC SD
research activities associated with reference intervals. Existing regional groups within IFCC, e.g., the Nordic
States (Denmark, Sweden, Norway, Finland, and Iceland) are currently engaged in the development of
Pediatric Reference values. By close interaction with this group and the IFCC SD, the Task Force will expand
these activities to other regions of the world;  planning of the next International Congress of Pediatric
Medicine (ICPLM), to be held June 20-22, 2014. The Congress will be held prior to the IFCC WorldLab 2014
in Istanbul, Turkey; regular publication on the website of reports on the progress of the Task Force's activi-
ties and relevant articles in the field of Pediatric Laboratory Medicine; development of online resources for
Education in the field of Pediatric Laboratory Medicine.

A website with the activities of the TF-PLM is now in place. Tim Lang is the website coordinator.

Vijay L. Grey, TF-PLM Chair

• TASK FORCE ON PHARMACOGENETICS (TF-PG) 
The IFCC TF-PG committee aims to provide guidance documents for laboratories to facilitate the proper
implementation of pharmacogenetic analyses for patient diagnostics. In 2012, the committee has followed
the pharmacogenetics field to identify markers that could be subject for successful guideline preparation.
Interaction with other societies in this field was continued or sought, such as IATDMCT (Pharmacogenetics
Committee), NIH PGRN (CPIC), AACC (Div. Personalized Medicine) and European Society for
Pharmacogenetics and Theranostics (ESPT). 

The TF-PG recognized that a laboratory perspective of the guideline thus far reflects the view of only a
limited number of laboratories, and could benefit from a broader input. Collaborations on writing guidelines
have been explored with the European network for Pharmacogenetics and Theranostics (ESPT) and the
International Association for Therapeutic Drug Monitoring and Clinical Pharamcology (IATDMCT). The role of
the IFCC TF-PG has been presented in several international meetings. 

In 2012, three members of the committee (RvS, MN, BJ)  had a meeting in Kuala Lumpur (during the IFCC
General Assembly) in which an adaptation of the strategy for generating outputs from the TF-PG were dis-
cussed and proposals made for action. Contact with the IFCC CMD was made to discuss joining efforts in
network formation and guideline preparation.

Ron HN van Schaik, TF-PG Chair

• TASK FORCE ON CHRONIC KIDNEY DISEASE (TF-CKD) 
The IFCC-WASPaLM TF-CKD represents an important collaboration between the international organizations
for Laboratory Medicine and Pathology. The TF and its members were involved in a range of International
activities during 2012. These activities included: 
– Members of the Task Force attended the NKDEP Laboratory Working Group and the Graham Jones pre-

sented on the activities of the Task Force to the closed meeting and the manufacturers' meeting. 
– The Task Force had an informal face-to-face meeting in Los Angeles at the time of the NKDEP Laboratory

Working Group. It was specifically recognized that the pending publication of the KDIGO revised CDK
guidelines may provide a useful stimulus for focusing on laboratory testing for CKD.

– David Seccombe attended the IFCC General Congress in Kuala Lumpur and conducted a workshop
about the needs of individual countries in the field of CKD testing. A number of clear areas of potential
assistance from the TF were identified such as advice on standardization of serum creatinine assays,
choice of formula for eGFR calculation and the role of cystatin C.

– Graham Jones presented two workshops at the Abbott “Turning Science into Caring” symposium in
Shanghai and obtained results to a questionnaire about eGFR reporting in Asian countries. It was noted that
while many laboratories report eGFR, there are few national programs supporting coordinated activities.

Graham Jones, TF-CKD Chair

• TASK FORCE ON IMPLEMENTATION OF 
HEMOGLOBIN A1c STANDARDIZATION (TF-HbA1c) 

Achievements in 2012:  a Group Experts has been formed; the Scientific Advisory Board to Network now has
15 labs (6 EU, 6 Asia, 3 US); the Monitoring Master Equations NGSP -JDS/JSCC-MonoS and validity has
been confirmed. In relation to Reporting Units and Education, the TF encouraged Journals to require both SI
(IFCC) and NGSP units; undertook International Questionnaire; gave lectures in Asian Pacific Branch of the
IDF; worked with WHO to deliver HbA1c in developing countries; developed review article on HbA1c.

The next meeting of the TF will be in EuroMedLab Milan May 2013; TF intention is to organize a sympo-
sium at the IFCC WorldLab istanbul 2014 with key-topics Units - HbA1c for diagnosis/screening and Quality
Specifications for Monitoring-Diagnosis-Screening).

Garry John, TF-HbA1c Chair

• TASK FORCE FOR YOUNG SCIENTISTS (TF-YS) 
The aim of IFCC Task Force for Young Scientists (TF-YS) is to ensure that young (aged less than 35) sci-
entists make a significant and growing contribution to the activities of IFCC and to the promotion of labora-
tory medicine at the center of healthcare. 

The TF-YS core members have initiated the development of the task force network and have interacted
to allow this network to expand and be dynamic. Network expansion is accomplished through networking
session in IFCC events, in TF-YS sessions or through the TF-YS linkedin group.

Sessions were held in different events placed under the IFCC banner in 2012: Brussels in June, AACC

in Los Angeles in July, JIB in Paris in November and ACBI in Ranch in December. These sessions have
allowed identifying young scientists, from different fields of expertise, in 35 countries. 

The exchanges between TF-YS members have also provided written materials discussing needs and
visions about laboratory medicine future, and this content has been uploaded on the TF-YS webpage of the
IFCC website. Articles have been published in Medlab magazine, biologistes infos and healthcare executive
and several articles have been published by YS in the IFCC news and have generated more transparency
about the IFCC TF-YS. Articles have also been published in the newsletter of the congresses were a TF-YS
session was held. TF-YS webpage of the IFCC website has been revised and is now providing learning
opportunities, link to TF-YS documents and overview, e-Seminars from young scientists.

Damien Gruson, TF-YS Chair

• TASK FORCE ON CLINICAL APPLICATIONS 
OF CARDIAC BIOMARKERS - (TF-CB) 

The objective of the TF is to produce educational materials about the best use of cardiac biomarkers in daily
practice. We had chosen the use of high-sensitive cardiac troponin assays as our first priority for education-
al materials. In 2012, we met in Barcelona for a day and half meeting, in Los Angeles at the AACC and in
Munich at the ESC Meeting. 

We plan to develop the educational materials from own-produced short documents covering the most
relevant issues about high-sensitive troponins use. Up to date, the TF has coauthored a mini-review on
“Analytical aspects of high-sensitive troponin assays”, published in January 2012 in Clin Chem. 

We are not the only group working in the area of cardiac biomarkers. There are groups in several clini-
cal societies that are developing guidelines, recommendations, etc. that could be disseminated in the future
in the form of educational materials. Several members of the TF-CB are involved in such groups and can
help us to establish partnerships.  

We have presented, with the cooperation of various US members of the TF, a proposal for a workshop
at the next 2013 AACC meeting. 

Jordi Ordoñez-Llanos, TF-CB Chair

• TASK FORCE ON POINT OF CARE TESTING (TF-POCT)  
The POCT task force has had one teleconference, several email conversations, and a two-day face-to-face
meeting at this year's General Conference in KL. 

The TF spent considerable time reviewing what its priorities should be and it has decided that it will work
on the following:
– Preparing an educational document directed at nonscientists and sites setting up POCT for the first time

entitled “Thinking of Introducing PoCT -Things to Consider.”
– Work on an educational document on environmental stress testing for POCT.

Predominately our focus will be to improve education for POCT operators outside of the laboratory.
We have also determined the need for a working group to develop a guideline on “How should Glucose

Meters be evaluated for Critical Care.” Terms of reference for this group: 
– evaluate the clinical practice of using blood glucose meters for critically ill patients
– determine the requirements a glucose meter need to full fill in order to be used for critically ill patients,

propose what internal and external quality-control systems that should be present, 
– evaluate which, if any, of the present instruments in the market fulfill these criteria,
– provide recommendations for training and competency of users in critical care areas.

The TF is planning a POCT satellite meeting in Istanbul attached to IFCC WorldLab Istanbul 2014

Rosy Tirimacco, TF-POCT Chair

• TASKFORCE ON THE IMPACT OF LABORATORY MEDICINE 
ON CLINICAL MANAGEMENT AND OUTCOMES (TF-ICO) 

Formation of the Task Force was approved by EB in February 2012, under my chairmanship. The following
terms of reference were agreed:
– Evaluate the available evidence supporting the impact of laboratory medicine in healthcare (a critical

review of published literature) with a focus on data published since 2007. 
– Develop the study design for new retrospective and prospective studies to generate evidence-based data

to support IFCC promotional activities to the healthcare community and the public.
The Task Force has held two conference calls during 2012 and a face-to-face meeting at the General

Conference in Kuala Lumpur. The primary focus initially is the production of a paper for submission to Clinical
Chemistry - “The current and future role of laboratory medicine in influencing clinical outcomes” - which will
discuss the difficulties inherent in obtaining good evidence for improved outcomes resulting from laboratory
testing, review existing evidence, identify opportunities and make recommendations on proper study design.
Each member of the Task Force has provided input into various sections of this paper, and these submis-
sions are currently being collated by the Chair for further discussion at our next meeting in Milan in May
(Euromedlab), and production of a final draft for submission in summer 2013. 

The Task Force will then work on supplementing the initial paper with more detailed work in specific areas.

Mike J. Hallworth, TF-ICO Chair

There are five main Regional Professional Laboratory medicine organizations, which can be considered
IFCC regional partners:
• AFCB - Arab Federation of Clinical Biochemistry 
• AFCC - African Federation of Clinical Chemistry 
• APFCB - Asia-Pacific Federation of Clinical Biochemistry 
• COLABIOCLI - Latin-American Confederation of Clinical Biochemistry 
• EFLM - European Federation Clinical Chemistry and Laboratory Medicine

More information about these affiliate organizations and their activities can be found on our website
(www.ifcc.org) and are included in the IFCC Annual report 2012, web edition.

IFCC Annual Report 2012 has been compiled and edited by Sergio Bernardini, Secretary of IFCC from the
reports of the respective IFCC Officers and Regional Federations.

ORGANIZATIONS (REGIONAL) AFFILIATED WITH IFCC

IFCC TASK FORCES

FOR MORE INFORMATION ON THE IFCC CONTACT:
IFCC Office • Via Carlo Farini 81, 20159 Milan, ITALY

Tel: (39) 02-6680-9912 • Fax: (39) 02-6078-1846
e-Mail: ifcc@ifcc.org • Web: www.ifcc.org



AAproprietary technological platform for Point-of-Care Testing
(POCT) has been developed that will give blood results in 15

minutes. The system combines cameras, proprietary software, and
easy to use Digital Video Disc (DVD)-styled test cartridges, uses only
a small drop of blood and compared to similar devices in the market,
it is cost-efficient, fast, accurate, reliable, and uniquely capable of
multiparameter testing.

In the Spinit testing process, the technician places a small blood sam-
ple onto the test panel cartridge and all the blood sample preparation is
done automatically. The sample flows through a series of microfluidic
structures, where different operations are made including separation of
blood components and mixing with
other solutions. After preparation, the
sample is directed to a number of detec-
tion zones on the cartridge.

Each detection zone includes a bio-
logical recognition layer (BRL) devel-
oped using antibody fragments attached
on a gold surface. By using different anti-
body fragments and immobilization
strategies, the gold layer will act as a
selective trap for a specific blood bio-
marker. When the patient’s blood passes
through the BRL, the targeted biomark-
er binds to the antibody fragments. It is
the concentration of trapped biomarkers
that the device is testing.

The Spinit System (Point Grey;
Richmond, BC, Canada; www.ptgrey.
com) uses Surface Plasmon Resonance
(SPR), a well-established spectrometry
technique, to optimally measure the
concentration of biomarkers. This is
done by measuring the refractive index
of light reflecting off the gold’s surface
after exposure to the patient’s blood
sample, so that the higher the concen-
tration would result in the lower index.
There is an optical module that when
the cartridge is spinning, a camera is
triggered when the phototransistor
behind the semi-opaque mirror detects
a reflection coming from the detection
zone. The camera is used to acquire
3,000 images of each detection zone
over a 10-minute period.

The Spinit was released in 2012 and
the first cartridge will measure C-reactive
protein (CRP). CRP is an acute phase pro-
tein actively circulating in the body dur-
ing an inflammatory response. CRP is a
standard test parameter, important in
treating bacterial infections, significantly
decreasing the chances of inadequately
prescribing antibiotics and more effective-
ly treating other infections and inflamma-
tory conditions. Future tests to be added
include total blood count, a diabetes
panel, and a cardiac panel.

Image: The spinit DVD-stlyed test car-
tridges only require one small drop of
blood, and provide accurate results in 15
minutes (Photo courtesy of Point Grey
Research).

Rapid Vision-Based 
Blood Test Provides 
Accurate Results
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TThe characteristics, performance, and on-site
applicability of serologic and molecular assays

for diagnosis of Crimean-Congo Hemorrhagic Fever
(CCHF) have been evaluated.

The evaluation included evaluated enzyme-
linked immunosorbent assays (ELISA), immunoflu-
orescence, quantitative reverse transcription poly-
merase chain reaction (RT-PCR), and low-density
macroarray assays for detection of Crimean-Congo
hemorrhagic fever virus.

Scientists from five different institutions under

the auspices of the Institut Pasteur (Paris, France;
www.pasteur.fr) tested a serum panel that consisted
of 66 stored serum samples from acute-phase
CCHF patients, who had recovered or died; and
patients with confirmed CCHF diagnosis who had
an early recovery; 32 samples from febrile patients
who had symptoms compatible with CCHF viral
infection; and 41 samples from healthy persons.

For specific CCHF serodiagnosis, a commercial
immunoglobulin (Ig) M and IgG ELISA (Vector-
Best; Novosibirsk, Russia; www.vector-best.ru) and

a commercial IgM and IgG IFA (Euroimmun;
Luebeck, Germany; www.euroimmun.de) were
selected. For detection of the CCHF viral genome,
a commercial real-time RT-PCR (Altona-Diagnos-
tics; Hamburg, Germany; www.altona-diagnostics.
com) and a low-cost, low-density macroarray were
used.

A total of 138 and 90 samples from the collect-
ed patient serum panels were tested for CCHFV-
specific IgM by the Vector-Best ELISA and the
Euroimmun IFA, respectively. Because of limited
sample amounts, IFA could not be performed on all
collected samples. When compared with the refer-
ence IgM serology tests, the sensitivity of the IgM
ELISA ranged from 75.0% to 100.0% for different
laboratories, with an overall sensitivity of 87.8%.

When compared with the reference IgG serolo-
gy tests, the estimated sensitivity for the IgG ELISA
ranged from 75.0% to 100.0%, with an overall sen-
sitivity of 80.4%. For the IgG IFA, sensitivity ranged
from 40.0% to 100.0%, with an overall sensitivity
of 86.1%, and 79.6% to 83.3% for genome detec-
tion. Specificity was excellent for all assays, but
molecular test results were influenced by patient
country of origin.

The authors concluded that their findings
demonstrate that well characterized, reliable tools
are available for CCHF diagnosis and surveillance.
The on-site use of such assays by health laboratories
would greatly diminish the time, costs, and risks
posed by the handling, packaging, and shipping of
highly infectious biologic material. The study was
published in the December 2012 edition of the
journal Emerging Infectious Diseases.

Assays for Crimean-Congo Hemorrhagic Fever Evaluated
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AAquality assessment was performed for three
different serological methods that are rou-

tinely used in the diagnosis of Q fever.
The indirect immunofluorescence assay (IFA)

is considered the reference method for diagnosing
Q fever, but serology is also performed by comple-
ment fixation assay (CFA) or enzyme-linked
immunosorbent assay (ELISA), however, compa-
rability between these assays is not clear.

A total of 13 laboratories collaborated in multi-
institution study to test the various methods and
the results were collated by the Center for
Infectious Disease Control, (RIVM; Bilthoven,
The Netherlands; www.rivm.nl). The Q fever
cases were confirmed either by a positive poly-
merase chain reaction (PCR) or by seroconver-
sion. In total, the proficiency panel consisted of 25
serum samples: five samples with an intended
negative outcome, six samples from acute Q fever
patients, and eight serially diluted high-positive
sample from a Q fever patient.

The five Dutch laboratories that performed IFA
all used the same commercially available IFA
(Focus Diagnostics, Cypress, CA, USA; www.
focusdx.com). Six laboratories carried out a com-
mercially available CFA (Virion-Serion; Würzburg,
Germany; www.virion-serion.de), and five partici-
pants also performed the Virion-Serion’s ELISA
and one laboratory used an ELISA from Inverness
Medical Innovations, (Waltham, MA, USA;

www.alere.com). Three national reference labora-
tories from outside the Netherlands also partici-
pated and all used an in-house IFA.

For the diagnosis of Q fever, all assays reached
a specificity of 95% to 100% in the samples with
an intended negative outcome. All laboratories
correctly identified Q fever patients with the algo-
rithm of the methods that were applied. The IFA,
ELISA, and CFA values between laboratories
using the same methods were within close range,
with usually no more than two dilution differ-
ences in the reported titer. However, there were
differences in sensitivity between the methods.

The IFA proved to be the most sensitive assay
in detecting a past Q fever infection. All laborato-
ries using IFA detected both immunoglobulin G
(IgG) phase I antibodies (titers ranged from 1:32
to1:256) and phase II antibodies (titers ranged
from1:128 to 1:512) in samples in these patients.
The ELISA yielded mostly intermediate IgG phase
II responses, and four of six laboratories using
CFA detected only low titers of 1:10 to 1:20
against phase II. No IgM response was detected
with any of the applied assays.

Q fever is a highly contagious zoonotic disease
caused by Coxiella burnetii, a Gram-negative obli-
gate intracellular bacterium. Since 2007, the
Netherlands has been faced with the largest out-
break of Q fever ever reported, with over 4,000
notified cases. The authors concluded that IFA,

ELISA, and CFA are all suitable serodiagnostic
assays for diagnosing acute Q fever. ELISAs can be
an alternative for screening large sample numbers.
The IFA appears to be the method of choice when
high sensitivity is required, especially against
phase I, and for example identifying chronic Q
fever. The study was published on October 5,
2012, in the journal Diagnostic Microbiology and
Infectious Disease.

Image: Coxiella Burnetii, the bacteria known to
cause Q Fever (Photo courtesy of the CDC).

Serological Assays Assessed for Q Fever
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AAnew nanoparticle sensor was devel-
oped to detect particles in blood sam-

ples including low concentrations of pro-
teins and nucleic acids.

The sensor comprises a thin silicon
membrane. It is perforated with hundreds
of small holes arranged in a regular pattern.
The structure is called a photonic crystal.
One of the properties of the crystal is that it
amplifies parts of the light spectrum.

When looking for particles in blood
samples, the photonic crystal is illuminat-
ed from behind. In this way, the intensity
of light in the membrane is intensified.
The crystal is impervious to light: all
light is reflected and nothing gets
through. Viewed from behind, there-
fore, the crystal looks like the dark night
sky. However, each particle that is cap-
tured becomes trapped in a hole in the
membrane and allows some light to leak
through – giving it the appearance of a
star in the sky.

Sintef (Trondheim, Norway; www.
sintef.no) began the joint project with
Stanford University (Stanford, CA, USA;
www.stanford.edu) and the University of
Oslo (UiO; Norway; www.uio.no/
english). The aim was to build a sensor
that could improve sensitivity a million
fold, making it possible to detect indi-
vidual particles in blood, including pro-
teins at extremely low concentrations,
as well as DNA and ribonucleic acid
molecules (RNA). The result is a new
nanoparticle sensor developed in
MiNaLab in Oslo.

Currently, medical laboratories meas-
ure proteins to detect imbalances in the
body that occur when an infection is pres-
ent. The new sensor can take these analy-
ses much further. The chemists are trying
to attach receptors to the wall of each of
the perforations in the membrane (bio-
functionalization). When blood is
pumped through, the receptors trap very
specific molecules, depending on what
the scientists are looking for. Because the
sensor/membrane has many perforations,
they can specify a wide range of different
proteins. It will thereby be possible to
detect illnesses such as prostate and ovar-
ian cancer in their very early stages.

Work on the biosensors faces two chal-
lenges. The first is to make the sensors suf-
ficiently sensitive. The second is to ensure
that they measure what they are sup-
posed to measure. The sensors must be
able to differentiate between two parti-
cles, and select only those particles that
have been specified. The Sintef scientists
have improved their sensor’s sensitivity a
million fold compared with ordinary sen-
sors. They can now measure particles
down to 20 nanometers.

“Many proteins relevant to diagnosis
are in this size range, but many others are
even smaller. We can currently detect
individual molecules of the larger pro-
teins. We can also detect smaller protein
molecules, but not individually, i.e., we
need more protein molecules before we
can detect them with our sensor.
However, the aim is to perfect the sensor’s
architecture so that in the long term we
will also be able to detect individual mol-
ecules of even the smallest proteins,” said
Michal Mielnik at Sintef ICT.

Sensor Detects Individual 
Particles in Blood Sample
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Image: As a blood sample is passed through the SINTEF membrane
treated with photonic crystals, particles of interest such as proteins that
could indicate disease are trapped and identified by an optical process
(Photo courtesy of Sintef).



34LabMedica International
April/2013

134LMI-04-13LINKXPRESS COM

LabMedicaLabMedica to read this issue in interactive digital magazine format click to www.LinkXpress.comto read this issue in interactive digital magazine format click to www.LinkXpress.com

AAdiagnostic tool has been devel-
oped that identifies the me-

tastatic ability of breast cancer cells
based on the characterization of the
lipid component of the cells.

The characterization of the lipids
associated with malignancy has
been possible due to technological
development of a spectroscopic
device named Raman (RS) and
forms the basis for introducing this
technique in routine cytological
diagnosis.

Scientists at the Bellvitge Bio-
medical Research Institute (IDI-
BELL; Barcelona, Spain; www.
idibell.cat ) assessed the different
profiling of the lipid composition of
breast cancer cells, which permit-
ted differentiation of the lipogenic
phenotype according to the propor-
tion of unsaturated fatty acids. The
investigators cultured breast cancer
cells and applied immunochemistry,
before submitting the samples to
Raman microspectroscopy.

The Renishaw Raman system
(Apply Innovation; Wotton-under-

Edge, UK; www.renishaw.com)
comprises of a 514 nm laser that
supplies an excitation beam of
about 10 mW power, which is
focused onto the sample via a
microscope. The cytoplasm lipids
were measured by RS in a position
near the nucleus and outside the
endoplasmic reticulum area, where
the Nile red staining showed major
lipid concentration. The lipid phe-
notype associated to breast cancer
malignancy belongs to Raman spec-
tra acquired in the range of 2,820-
3,030 cm–1.

The authors concluded that
Raman spectroscopy is a promising
technique in biomedical studies due
to its noninvasive character and
high specificity. The cytology tech-
niques used have found a correla-
tion between the activation of lipo-
genesis, the chemical reaction lead-
ing to fatty acids in an organism,
and the amount of saturated fats in
metastatic cells indicating a worse
prognosis and a decreased survival.
The lipid content of the breast can-

cer cells might be a useful measure
to determine various functions cou-
pled to the progression of breast
cancer. Àngels Sierra, PhD, the sen-
ior author, said, “The algorithm for
the discrimination of the metastatic

ability is a first step towards the
stratification of breast cancer cells
using this quick and reactive tool.”
The study was published on
October 17, 2012, in the journal
Public Library of Science ONE.

Breast Cancer Cells Characterized
by Microspectroscopy

TThe genes that are expressed in
patients with systemic juvenile

idiopathic arthritis (SJIA) have been
compared with those with the more
common polyarticular juvenile idio-
pathic arthritis (POLY).

The distinct pathways involved in
the arthritis of early and established
SJIA raise the possibility that the
immune system alters its behavior
over the course of this disease and
this can be investigated by finding
which genes are involved in
increased erythrocyte sedimentation
rate (ESR).

In a collaboration between the
Stanford University School of Medi-
cine (CA, USA; www.stanford.edu)
and Celera Corporation (Alameda,
CA, USA; www.celera.com), scien-
tists looked at the genes switched on
in the blood of children with either
SJIA or POLY. Ribonucleic acid (RNA)
from peripheral blood mononuclear
cells (PBMC) of children with each
disease was profiled by kinetic poly-
merase chain reaction (PCR) to ana-
lyze expression of 181 genes, select-
ed for relevance to immune response
pathways.

The team found 91 ESR-related
and 92 joint count (JC)-related genes
in SJIA, and for POLY, 20 ESR-related
and zero JC-related genes were
found. These genes were grouped

into biological pathways such as
interleukin (IL)-signaling, cluster of
differentiation 40 (CD40)-signaling,
or communication between immune
cells. Therefore, it became apparent
that in SJIA, these pathways were
involved in elevated ESR, which is
used as a marker for disease flare-up,
and also linked to joint arthritis.

Elizabeth D. Mellins, MD, the
senior author, said, “In our study we
identified molecular pathways
involved in both the systemic and
arthritic components of SJIA. We dis-
covered that the set of pathways
involved in SJIA inflammation were
different from those in POLY, perhaps
explaining the differences in affected
organs. This was especially true for
the genes involved in increased ESR.
For example, glucocorticoid signaling
was more heavily involved in inflam-
mation associated with SJIA than
POLY, which may explain why non-
glucocorticoid treatment is less effec-
tive for children with SJIA.”

The authors concluded that even
within the SJIA group different path-
ways were involved in different
stages of the disease and knowledge
like this should help refine treatment
plans for these children and help to
control their disease. The study was
published on October 23, 2012, in
the journal BMC Medicine.

Gene Signature Identified 
for Juvenile Arthritis

Image: A scientist using the Raman microscopy system (Photo courtesy of
Renishaw).
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AA routine blood test may help predict survival in
patients with an aggressive form of skin can-

cer known as Merkel cell carcinoma. This carcino-
ma is a rare type of skin cancer, usually striking
older people and those with weakened immune
systems.

Findings of investigators were presented on
October 31, 2012, at the American Society for
Radiation Oncology’s 54th Annual Meeting, held
in Boston (USA). Investigators at Fox Chase
Cancer Center (Philadelphia, PA, USA; www.
fccc.edu) found that the total numbers of lympho-
cytes were directly proportional to outcomes in
patients with Merkel cell carcinoma.

Matthew Johnson, MD, a resident physician in
the department of radiation oncology at Fox

Chase, and his colleagues found that patients with
Merkel cell carcinoma with low numbers of the
lymphocytes that participate in immune function
did not live as long after treatment than those with
higher lymphocyte counts did.

The team reviewed medical records of 64
patients treated for Merkel cell carcinoma
between 1992 and 2010 at Fox Chase. All patients
had their blood analyzed a month before surgery,
chemotherapy, or radiation.

Approximately two-thirds of patients had nor-
mal absolute leukocyte counts (ALC). Along with
longer overall survival, these patients were much
more likely to be disease-free 60 months later
(67%) than those with a low ALC (24%) were.
ALC may be associated with survival because it is
a marker of overall immune health, said Dr.
Johnson, and healthier immune systems may keep
a cancer in check.

“Since ALC has been tied to prognosis in other

types of cancer, we were expecting to see some dif-
ference between patients with high and low
counts,” said Dr. Johnson. “But it was definitely a
bigger difference than what we were anticipating.”

Doctors routinely check a patient’s ALC as part
of a standard blood count, said Dr. Johnson. They
just typically do not know how to interpret those
particular results. Since checking a patient’s ALC is
already routine, it would be “reasonable, based on
our conclusions,” for a patient to ask his or her
doctor for the results of that test, Dr. Johnson
noted.

If a patient’s ALC is particularly low, there is lit-
tle the doctor would do differently to treat Merkel
cell carcinoma, because such an aggressive cancer
is always treated aggressively. But many patients
believe it’s helpful to know their prognosis, said Dr.
Johnson. “ALC provides patients with some infor-
mation about how long they may have left. There
are a lot of patients who just want to know.”

Blood Test Predicts Survival in Merkel Cell Carcinoma

Predictive Markers 
Identified for Pancreatic

Cancer Survival

NN ew predictive markers for pancreatic cancer
survival resulted from a technology platform

used for the first time as part of a phase III clinical
trial.

Identification of the new biomarkers will help
prepare a market authorization request for masitinib,
an AB Science molecule used for treating pancreatic
cancer. The companion diagnostic developed by
Skuldtech (Montpellier, France; www.skuldtech.
com) from these biomarkers will make it possible to
identify patients most likely to benefit from the new
treatment.

The survival markers were identified during a
clinical study, whose purpose was to evaluate the
therapeutic efficiency of a new treatment combining
AB Science’s masitinib and gemcitabine, compared
to the current standard pancreatic cancer treatment
of gemcitabine only.

Based on its technological approach, associating
gene sequencing with its proprietary bioinformatic
tools and gene profiling studies (transcriptome) on
blood samples, Skuldtech has identified several sets
of blood biomarkers associated with the different
groups of patients treated in this phase III clinical
trial.

The first part of the protocol was to collect a
blood sample from each patient before treatment,
establish its transcriptome and associate it with the
patient’s clinical progress. Then significant bioinfor-
matic and biostatistical processing enabled the isola-
tion of biological markers associated with each
patient group, with patients grouped according to
their overall survival. These biomarkers will be used
for developing future diagnostics that will help
choose the treatment and establish clinical prognos-
tics for patients.

“To the best of our knowledge, this is the first
time that new biological markers have been discov-
ered during a phase III clinical trial. These markers
are both specific to the drug being developed and
associated with positive patient response,” said
Didier Ritter, CEO, Skuldtech.

The technology platform associates high-through-
put sequencing, quantitative RT-PCR, proprietary
bioinformatics, and biostatistics programs.



AAnew multianalyte liquid tumor
marker control covers a total of

15 commonly tested and esoteric
cancer antigens and tumor markers.
The inclusion of assayed, instru-
ment specific target values enables
laboratories to effectively monitor
their accuracy and precision.

The Liquid Tumor Marker
Control includes Alpha-fetoprotein
(AFP), Beta-2-Microglobulin, CA15-
3, CA19-9, CA27-29, CA72-4,
CA125, Carcinoembryonic Antigen
(CEA), Cyfra 21-1, Ferritin, Human
Chorionic Gonadotropin (hCG),
Neuron-specific Enolase (NSE),

Prostate Specific Antigen Free (PSA
Free), Prostate Specific Antigen Total
(PSA Total), and Thyroglobulin.

Requiring no preparation, the liq-
uid ready-to-use format is conven-
ient for laboratory staff. The materi-
al can be easily shipped and stored
at +2–8 °C. Liquid stable controls
eliminate the need for reconstitu-
tion and reduce the amount of
human handling necessary. The user
friendly 6 x 3 mL pack size and
open vial stability of 30 days at
+2–8 °C for all analytes listed signif-
icantly helps to minimize waste and
keep running costs low.

Released by Randox (Crumlin,
United Kingdom; www.randox.
com) the Acusera immunoassay
controls use serum that is 100%
human in origin, providing a matrix
similar to the patient sample but
also reducing antibody cross reactiv-
ity and the possibility of control val-
ues shifting when reagent batch is
changed. Three levels of control are
available with all analytes including
PSA present at desirable levels.
Clinically relevant PSA levels ensure

the ratio of free to bound PSA is typ-
ical of that found in cancer patients.

An interlaboratory data manage-
ment program called Acusera 24.7
Live Online was designed to monitor
analytical performance, interpret QC
results, and improve the effective-
ness of quality control. With Acusera
24.7 users benefit from online access
anytime, peer group data generated
from thousands of laboratories every
24 hours, fully interactive charts and
reports and automatic import of QC
data direct from the Laboratory
Information Management Systems
(LIMs) or instrument via Acusera
24.7 Connect.

As a true third party control, lab-
oratories can use the Acusera liquid
tumor marker control to independ-
ently assess analytical performance.
Fully assayed, instrument specific
target values and ranges are provid-
ed for many common clinical chem-
istry and immunoassay systems.

Image: A screenshot from the Acu-
sera 24.7 interlaboratory data man-
agement program (Photo courtesy of
Randox).

Liquid Tumor Marker Control Covers 15 Cancer Antigens
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URINE ANALYZER
Erba Lachema

The Laura M offers easy operation,
high memory capacity, an ergonom-
ic design, and high throughput.
Additional benefits include en-
hanced monitoring of strip position,
waste container for collection of
used test strips, a built-in thermal
printer, and the possibility of SW
update.

AUTOMIMMUNE 
DISEASE MARKER

Euroimmun
The Anti-PLA2R IIFT is designed to
provide sensitive, monospecific de-
tection of autoantibodies against
phospholipase A2 receptors. A cor-
responding ELISA based on purified
recombinant PLA2R demonstrates a
high correlation with the IIFT.

GLUCOSE 
MONITORING SYSTEM

i-SENS
The CareSens N Tag meter requires
a small sample size of 0.5 µL and
offers a quick testing time of only five
seconds. The meter features NFC to
synchronize with smart phones, and
works with CodeSens technology to
comply with the latest ISO.

COLORECTAL CANCER TEST
Immunostics

The Hema-Screen Specific with
Devel-a-Tab is designed to be more
sensitive than traditional guaiac-
based methods, with increased
specificity to lower GI bleeding. The
patient-friendly test requires no diet
or drug restrictions, and has a 24-
month shelf life.
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AA single blood hormone test can help define a
woman’s risk for developing long-term

postmenopausal breast cancer for up to 20
years.

A study has found that a single hormone
level was associated with breast cancer risk for
at least 16 to 20 years among postmenopausal
women not using postmenopausal hormones.

A team of scientist at Brigham and Women’s
Hospital (Boston MA, USA; www.brighamand
womens.org) analyzed 796 patients with post-
menopausal breast cancer who had not received
hormone therapy. They conducted blood hor-
mone tests at two time points: between 1989
and 1990, and between 2000 and 2002. They
then matched each patient with two controls
who were not diagnosed with breast cancer.

Women with hormone levels in the highest
25% for estradiol, testosterone and dehy-
droepiandrosterone sulfate (DHEAS) had a 50%

to107% greater chance for developing breast
cancer compared with women in the lowest
25%. Relative risks for developing breast cancer
after blood collections were similar at one to 10
years versus 11 to 20 years and also16 to 20
years.

The scientists also investigated whether
these higher hormone levels were more closely
linked to hormone receptor- (HR) positive breast
cancers and if they predicted risk regardless of
tumor aggressiveness. In the first case, they
found that elevated levels of estradiol increased
a woman’s risk for HR-positive breast cancer. In
general, increased hormone levels, except for
DHEAS, tracked closely with increased risk for
HR-positive breast cancer. Data on HR-negative
cancers were inconclusive.

The team confirmed the protective effect of
sex hormone-binding globulin (SHBG), which
seems to negate the cancer-causing effects of

certain hormones. Women in the highest 25% of
SHBG levels had a 30% lower risk for breast
cancer compared with women in the lowest
25% for SHBG levels.

Xuehong Zhang, MD, an instructor in medi-
cine at Harvard Medical School (Boston, MA,
USA; www.hms.harvard.edu) said, “We, and
others, are now evaluating if the addition of hor-
mone levels to current risk prediction models
can substantially improve our ability to identify
high-risk women who would benefit from
enhanced screening or chemoprevention. If so,
the current data suggest that hormone levels
would not need to be measured in the clinic
more than once every 10, or possibly 20, years.” 

The study was presented at the 11th Annual
International Conference on Frontiers in 
Cancer Prevention Research, held Octo-
ber 16-19, 2012, in Anaheim (CA, USA;
www.aacr.org).

Blood Hormone Levels Predict Long-Term Breast Cancer Risk

Exome Sequencing 
Provides Diagnostic Assay 
for Intellectual Disability

AAmolecular based diagnostic assay has been used
determine whether one or more genetic muta-

tions explain a patient’s intellectual disability.
Exome sequencing, which deciphers over 21,000

protein-coding genes and not the entire human
genome, can be used as a diagnostic assay to deter-
mine the genetic mutations that may elucidate why
some patients suffer from significant limitations both
in intellectual functioning and in adaptive behavior.

A team of scientists at Radboud University
(Nijmegen, The Netherlands; www.ru.nl) performed
exome sequencing of 100 patients with unexplained
cognitive impairment, and uncovered 79 genes with
unique de novo mutations. These de novo mutations
were present in the DNA of the patients but not in that
of their parents whose exomes also were sequenced.

The diagnostic interpretation revealed that 16 of
the 100 mutations were causative or pathogenic.
Ten of these mutations occurred in genes already
known to be involved in intellectual disability, and
three X-linked maternally inherited mutations were
identified. In addition, de novo mutations were
uncovered in three novel candidate genes, which
after follow-up were found to be more frequently
mutated in patients with intellectual disability.
Furthermore, disruptive de novo mutations were
identified in 19 additional genes with a functional
link to intellectual disability. Because 19 genes were
found in only a single patient, a conclusive diagnosis
based on these findings could not be made.

Joseph de Ligt, MSc, bioinformatician and PhD
student in human genetics, said, “The child with a
cognitive disability is often an isolated case without
family history of the condition, and that intellectual
disability occurs in about 1% of the population. All
de novo as well as X-linked mutations identified in
this study were interpreted in the context of the clin-
ical diagnosis.” The results of this study were pre-
sented on November 8, 2012, at the American
Society of Human Genetics meeting, held in San
Francisco, (CA, USA; www.ashg.org).



TThe study of a specific part of the male DNA
makes it possible to refine the interpretation of

prostate-specific antigen (PSA) tests, which could
reduce the risk of men being treated for prostate
cancer unnecessarily.

A PSA test measures the level of the antigen in the
blood, and raised PSA can signal an increased risk of
cancer; however, this is not the case for everyone.
The problem is that there is no reliable way to sepa-
rate those with naturally high levels of PSA from
those at increased risk of prostate cancer.

A study conducted at Lund University (Sweden;

www.lunduniversity.lu.se) shows how a man’s genet-
ic characteristics can affect the androgen receptor, a
protein that has an important function in the male
reproductive system. It regulates the effect of testos-
terone and controls production of prostate-specific
antigen. The study is based on samples from around
400 men from Sweden and Norway.

The scientists studied healthy men in different
age groups and discovered a connection between
PSA levels in the blood and DNA structure of the
androgen receptor. The highest PSA levels were
found in the men with the most common variant of

the androgen receptor that was within the largest
group of men.

Christel Björk, PhD, a doctoral student at the
Department of Clinical Sciences at Lund University,
said, “If we know that a man has a naturally high
level of PSA, this can be taken into account in a
PSA test, and the patient may be able to avoid ardu-
ous treatment with a risk of side-effects.” Both the
PSA level and the genetic characteristics can be
identified with a blood test. Before the results can
be implemented for PSA tests in the health service,
the study must be repeated on a larger group.

Androgen Receptor May Impact Prostate Cancer Test

WWhole genome sequencing of the DNA code of
prenatal samples provided a detailed map of

the locations of their chromosomal abnormalities in
14 days. Next generation whole genome sequenc-
ing has been used to provide nucleotide level preci-
sion after current prenatal diagnostic methods of

karyotyping and array comparative genomic
hybridization (aCGH).

A team of scientists at Brigham and Women’s
Hospital (Boston, MA, USA; www.brighamandwom-
ens.org) and Harvard Medical School (Boston, MA,
USA; www.harvard.edu) conducted the study which

included karyotyping and aCGH studies of the three
prenatal samples and provided the first clues of bal-
anced de novo chromosomal rearrangements which
prompted the investigation by genomic sequencing.

Clinical consequences of such chromosome
rearrangements, which are defined as the relocation
of chromosome segments without any loss or gain in
genomic material, are rare, not inherited and chal-
lenging to predict without knowledge of the precise
breakpoints. By using whole genome sequencing,
the team determined in a third trimester prenatal
sample of the first case that the gene chromodomain-
helicase-DNA-binding protein 7 (CHD7), was dis-
rupted. The CHD7 is a causal gene in CHARGE syn-
drome, and sequencing revealed a single disrupted
gene in the second and third pregnancies.

Zehra Ordulu, MD, a medical research fellow and
a member of the team, said “Whole genome sequenc-
ing was consistent with a diagnosis of CHARGE syn-
drome, which was not possible based on prenatal
imaging and the other commonly used prenatal
genetic testing methods. This diagnosis would have
changed medical care from an initial plan to repair an
isolated heart defect to management of a morbid con-
dition requiring immediate assessment of breathing
and feeding difficulties.” The results of this study
were presented at the American Society of Human
Genetics meeting, held November 6-10, 2012, in San
Francisco, (CA, USA; www.ashg.org).

Whole-Genome Sequencing Diagnoses Prenatal Chromosomal Rearrangements
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BLOOD BANK
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Haier Medical and Lab
Products

The 4 °C refrigerator of-
fers an ergonomic de-
sign, temperature con-
trol, malfunction alarm,
a safety door lock, and
an efficient evaporator
fan.

REAGENTS
Thermo Fisher

Scientific
The ready-to-go, IVD-
compliant reagents are
designed for maximum
stability, and reduced
waste, and are avail-
able in volume-opti-
mized, bar-coded kits.

ONE-STEP TEST
InTec Products

The One-Step Malaria
(P.f/P.v) test features
easy-to-interpret color
bands, with accurate
results in 15 minutes.
The test is easy to use,
customized, and has a
24-month shelf life.

REAL-TIME 
PCR KIT

Kogene Biotech
The PowerCheck In-
fluenza Virus series
includes all necessary
reagents, offers high
sensitivity and speci-
ficity, and provides
results in about two
hours.

MRSA TEST
R-Biopharm

The RIDA GENE con-
tains all components
needed to provide reli-
able detection of MRSA
in less than two hours.
The test can be run on
commonly used real-
time PCR instruments.

RESPIRATORY
BACTERIA TEST

Seegene
The Anyplex II RB5
Detection is designed
to provide simultane-
ous detection of five
respiratory bacteria by
real-time PCR with
four validated speci-
men options.



L ab Tests Online continues to expand its outreach to educate patients a-
bout lab tests worldwide. Two decades of research indicate that today's

health information is presented in a way that is not usable by most Americans.
Nearly 9 out of 10 adults have difficulty using the everyday health information
that is routinely available in US health care facilities, retail outlets, media, and
communities. Similarly, data shows that 1 in 10 European patients take the
wrong dose of medication because they misunderstand the information given to
them during consultations with doctors and other health professionals. Clearly,
there is a need for improved health literacy worldwide.

Launched in 2001, Lab Tests Online advances understanding of the clinical lab
tests that often provide the link between
the patient's presentation of symptoms
and the doctor's diagnosis of and pre-
scribed treatment for a particular condition
or disease. Lab Tests Online empowers
patients by providing information on the
many clinical lab tests that are part of rou-
tine care as well as diagnosis and treat-
ment of a broad range of conditions and
diseases. It was initially developed by
AACC in the United States and it has
since grown to become a global initiative
with presence in Europe, Asia, Australia,
and South America. Almost one-third of
the world's population can now learn
about their lab tests in their native lan-
guage thanks to Lab Tests Online and the
many organizations that support it. 

Our global activity continues to grow. In
October, Lab Tests Online Executive
Editor D. Robert Dufour, MD, gave a pres-
entation on Lab Tests Online and the value
of health literacy in affecting health out-
comes at the Second Congress of the
European Federation of Clinical Chemistry
and Laboratory Medicine (EFCC) and the
European Union of Medical Specialists
(UEMS) in Dubrovnik.

November saw the launch of Lab
Tests Online-Romania, in partnership
with SRLM, the local professional socie-
ty, and AFPM, the local industry associa-
tion affiliated with EDMA, AACC's Lab
Tests Online partner in the EU. Romania
is the 17th country to launch a Lab Tests
Online website. The launch generated a
great deal of interest, with participants at
standing room only for the presentation.
Unfortunately, we were unable to attend
the launch in Romania due to Hurricane
Sandy, but Shweta Kulkarni of EDMA
ably took our place. 

In November, we also launched a
mobile app for Lab Tests Online-AU.
Australia was the first of AACC's partners
outside the US to reach out to mobile
users. Lab Tests Online-AU was a natural
fit as 25% of those accessing the Lab
Tests Online-AU website are mobile
users. The launch was an international

Lab Tests Online: A Global 
Force for Health Literacy

by Ann Gronowski, IFCC eNewsletter Liaison to AACC
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The European Diagnostic Manufac-
turers Association (EDMA) and the

American Association for Clinical
Chemistry (AACC) welcome Lab Tests
Online-RO, the Romanian version of
the award-winning website, to the glob-
al network of Lab Tests Online sites.
Lab Tests Online empowers patients by
providing information on the many clin-
ical lab tests that are part of routine
care as well as diagnosis and treat-
ment of a broad range of conditions
and diseases. 

The new website is locally coordi-
nated by AFPM, a national association
of medical products suppliers, and the
Romanian Society of Laboratory
Medicine (RSLM). The involvement of
both organizations follows a model
successfully applied in nine other EU
countries, and ensures that the medical
test information provided comes from
the professionals who do the testing.

Lab Tests Online was initially devel-
oped by AACC in the United States and
has since grown to become a global
initiative with presence in Europe,
Brazil, China, and Australia. EDMA
coordinates the project for its continen-
tal Europe participants - including the
Czech Republic, France, Germany,
Greece, Hungary, Italy, Poland, Port-
ugal, and Spain, all of whom cooperate

and support the mission of providing a
peer-reviewed, patient-centered, and
noncommercial service to individuals,
medical professionals, and relevant
stakeholders.

The clear and easy to understand
information that is provided to citizens
and physicians alike on Lab Tests
Online is an important tool for the edu-
cation of the public and the optimiza-
tion of healthcare to suit patient's
needs. “Lab Tests Online-Romania is
another step toward improved patient
literacy throughout Europe and the
world,” commented Serge Bernasconi,
EDMA CEO, on the launch.

Thanks to Lab Tests Online's com-
mitment to providing quality information
on diagnostic tests, it has been recog-
nized by the Health on the Net
Certification (HONcode) and linked to
the European Commission's Health-EU
Portal.

“The launch of Lab Tests Online-RO
is further evidence that Lab Tests
Online is a global leader in patient edu-
cation,” said D. Robert Dufour, MD,
executive editor for the global network
of sites. “Just as lab testing plays a sig-
nificant role in medical decision-mak-
ing, so too does Lab Tests Online have
an important role in improving health
outcomes.”

Lab Tests Online Launched in Romania

affair, with involvement from Graham
Beastall of the IFCC (via letter), Lab
Tests Online Executive Producer
George Linzer (via video) and AACC
President Greg Miller to cut the virtual
ribbon. 

November was a busy month for
Lab Tests Online. George Linzer and
Shweta Kulkarni presented on Lab
Tests Online and health literacy to the
Editorial Board of the EU Health Portal
on November 27. With this presenta-

tion, we hope to establish tighter inte-
gration between the recently re-
designed EU Health Portal and Lab
Tests Online sites in Europe.

We at AACC and Lab Tests Online
partners are extremely excited about
the progress we have made in raising
health literacy. As a global standard
for patient education, we believe that
we can ensure that all patients gain
the health literacy skills that will help
them live healthier throughout their
lifespan.  

News from the World of the International 
Federation of Clinical Chemistry and Laboratory Medicine
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The theme of the 19th annual sym-
posium dedicated to the memory

of Prof. Angelo Burlina focused on
diagnostics errors and quality indica-
tors in laboratory medicine. The
event, chaired by Prof. Mario Ple-
bani, Chair of the IFCC Laboratory
Errors and Patient Safety Working
Group, was held in the University of
Padua, founded in 1222, making it
thus the one of the first established
University in Europe. The magnifi-
cent lecture hall Aula Magna del Bo
that hosted the participants has wit-
nessed masterly lectures delivered
by physicians such as Andreas
Vesalius, Johannes Georg Wirsung,
and William Harvey. 

The content of the symposium fol-
lowed the long-term tradition of excel-
lence of University of Padua. In his
keynote lecture, Prof. Mark Graber
from New York set the stage for the
day by giving an inclusive overview of
diagnostic errors and their effects on
patient care. Five speakers that pro-
vided their personal view of this com-
plex subject not only for clinical
chemists but also for other medical
laboratory specialists followed him.

Whereas the morning speakers
addressed laboratory errors, those of
the afternoon covered quality indica-
tors that could help reducing these
errors. Prof. Julian Barth presented
the Institute of Medicine definition of

Quality Improvement and emphasized
that this process is inductive to con-
verting data into knowledge that could
improve patient safety and care. 

Prof. Laura Sciacovelli described
the IFCC project on Quality Indi-
cators highlighting the progress
made and urged the audience to par-
ticipate in the building of the interna-
tional database. Prof. Plebani, Chair
and organizer of this symposium,
concluded the symposium by giving
an overview of the benchmarking
tools that he and his team have
developed. He stressed that, besides
improving patient care, the primary
role of this benchmarking initiative, it
will also make laboratory more visible

to the different stakeholders and the
public.

The symposium was a thorough
success in all respects. Bravo Prof.
Plebani!

University of Padua Hosts 
19th Annual Angelo Burlina Symposium

Photo: Prof. Mario Plebani, Chair of
the IFCC Laboratory Errors and
Patient Safety Working Group.
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Barcelona proudly hosted the 6th National
Congress of Clinical Laboratory, from October

23 to October 25, 2012. The Spanish Society of
Clinical Biochemistry and Molecular Pathology
(SEQC) together with the Spanish Association of
Medical Biopathology (AEBM) and the Spanish
Association of Pharmaceutical Analysts (AEFA)
organized the Congress that was held in the new
International Convention Center of Barcelona
(CCIB), one of the largest convention centers in
southern Europe. 

The Congress had a particularly active participa-
tion with 1,328 delegates and the pleasing feature
of a high number of young attendees. In addition to
meetings for residents and tutors, the high-quality
scientific program was distributed in four Pre-
Congress Courses, two Plenary Lectures, ten
Symposia, nine Workshops, and two Sessions of
Oral Communications for the top ten posters.

The President of the Academy of Sciences and
Arts of Spanish Television, Manuel Campo Vidal,
delivered an excellent Opening Lecture on
Communication and Leadership of Health
Professionals.

Out of the 917 accepted posters, three poster
awards were given to support the participation of
young investigators. The Pre-Congress Courses
provided updates on a wide range of topics, from
practical perspectives such as clinical toxicology, to
theoretical aspects such as the epigenetic contribu-
tion to the clinic. 

The Symposia and Workshops covered the
most recent scientific and technological advances
in clinical chemistry and laboratory medicine, focus-
ing on the contributions of new biomarkers in criti-
cally ill patients, advances in the diagnosis of
hematological malignancies, new applications of
mass spectrometry and early diagnosis of rare dis-

eases. The Symposium on Clinical Laboratory
Strategic Challenges, led by experts in health eco-
nomics, aroused a great deal of interest in this era
of economic uncertainty. Dynamic strategies for
healthcare cost containment were proposed, such
as restraining demand and developing more effi-
cient organization of activity in order to ensure sus-
tainability of the National Health System.

The contribution of diagnostic companies was
crucial to the success of the Congress. The
Commercial Exhibition, which covered a total floor
space of 883 square meters, attracted 36 enterpris-
es, including two Gold Sponsors, two Silver
Sponsors, and four Bronze Sponsors.

In short, three days of intense activity provided
participants with a wonderful opportunity to learn
and hear from experts, to develop and strengthen
relationships with peers, and to take home enjoy-
able and valuable memories.

6th Spanish National Congress 
Held in Barcelona

by Felip Antoja Ribó, Liaison to the IFCC eNewsletter, and Josefina Mora

The IFCC Executive Board is proud to announce
that the Federación Nacional de Químicos

Clínicos CONAQUIC, A.C. has joined the ranks of the
Federation. A summary of its history follows.

The beginnings of the National Federation of
Clinical Chemists CONAQUIC date back to 1976
when it was founded by the National Association of
Clinical Chemists, constituted by clinical chemists of
México City. There were also other Clinical Chemist
Associations throughout the country that independ-
ently exercised local jurisdiction. 

Faced with an increasing membership, the
National Association of Clinical Chemists was first
renamed "Mexican Federation of Clinical Chemists” in
1978 and then, due to further growth, to "National
Confederation of Clinical Chemistry (CONAQUIC)” in
1983 being composed of six regional federations. In
1998, by agreement of all affiliated professional col-
leges, the Association acquired a new name:
"National Association of Clinical Chemists,” retaining

its original abbreviation of CONAQUIC.
The word “National” being exclusive to

government institutions, the Association had
to be renamed “Mexican College of Clinical
Chemists” and was officially registered, in
2000, with the General Directorate of
Professions under number F-302. It however
kept its acronym CONAQUIC by Assembly
agreement.

In 2008, in order to become accredited as
a certifying body by the General Directorate of
Professions in the scope of the national surveillance
professionals in chemistry, the name had again to be
modified to Federation of Clinical Chemists
CONAQUIC, with a new registration number to F-370.
It is now composed of 43 professional colleges cover-
ing the entire country.

Currently, CONAQUIC organizes two congresses
a year: The National Congress of Clinical Chemistry
and EXPOQUIM, and the National Congress for

Analysis of Quality Guarantee, during which are dis-
cussed the main problems of the different regions of
the Federation, thereby allowing solution proposals.

The Election of Presidents is held every other year
based on statutes and regulations. It takes place dur-
ing the National Assembly of Presidents and
Delegates in the National Congress of Clinical
Chemistry. To date 17 Presidents have been elected.
For further information, please visit the website:
www.conaquic.org.mx

IFCC Welcomes Mexico’s Federation of Clinical Chemists as New Member
Photo: Executive CONAQUIC
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Aone-day Acid-Base Symposium was held on
August 10, 2012, under the auspices of the

South African Association of Clinical Biochemistry
(SAACB) at the University of the Witwatersrand
Medical School's exciting Adler Museum
(Johannesburg, South Africa). 

The symposium, organized by Dr. Jocelyn
Naicker, SAACB Scientific Officer, was aimed to
assist Registrars in their preparation for the August
Colleges of Medicine, South Africa (CMSA) examina-
tion as well as to highlight the clinical relevance of
Co-Oximetry.

Attendees were updated on Stewart's physico-
chemical theory by Prof. Guy Richards (Head of the
Critical Care Unit at Charlotte Maxeke Johannesburg
Academic Hospital) and all the other topics were cov-
ered by National Health laboratory Services (NHLS)
Chemical Pathologists employed at the Inkosi Albert
Luthuli Hospital (Dr. Verena Gounden), Tygerberg
Hospital (Dr. Megan Rensburg), Groote Schuur
Hospital (Dr. Fierdoz Omar), Chris Hani
Baragwanath Hospital (Dr. Peter Tsaagane) and
Charlotte Maxeke Johannesburg Academic Hospital
(Dr. Jocelyn Naicker).

The 26 attendees (including the 6 speakers)
(Chemical Pathology and Internal Medicine
Registrars as well as 1 nephrologist) found the inter-
action between the clinical and laboratory depart-
ments to be very informative and suggested a repeat
of similar symposiums. Prof. Tahir Pillay to be next
chair of IFCC WG Newsletter.

––––––––––
Prof. Pillay was proposed by the SAACB to be the

Editor of the IFCC eNewsletter and chair of
eNewsletter WG, and his nomination accepted by the
IFCC. As of January 2013, he will thus become a
member of the executive committee of the
Communications and Publications Division (CPD-
EC) and will be relinquishing his position as a mem-
ber of C-PR. The SAACB would like to congratulate
him on his appointment.

––––––––––
SAACB members gave three presentations dur-

ing the Malaysian Association of Clinical
Biochemistry Conference that took place on
November 20-21, 2012, immediately after the IFCC
General Conference in Kuala Lumpur, Malaysia.
Prof. Erasmus spoke on Point-of-Care Testing - an
African perspective, Prof. Pillay on the current under-
standing of the pathogenesis and management of
Obesity while Prof. Matsha gave a talk on a closer
look at HbA1C.

––––––––––
Prof. Erasmus, President of the SAACB, in pres-

ence of Prof. Steenkamp, AFCC President, and Prof.
Pillay, SAACB secretary, recently signed a contract
with MZ Congressi (for IFCC), by which the SAACB
will be hosting the 2017 IFCC Congress in Durban.

––––––––––
The annual meeting of the SAACB was held in

Century City on September 28-30, 2012, in associa-
tion with the Federation of Societies of Pathology of
South Africa (FSASP) of which the SAACB is a mem-
ber. The Association of Pathologists of East, Central,
and Southern Africa also participated lending an
international flavor to the meeting. Out of the 70
speakers, more than 40 were international. This
year's keynote speakers were the Deputy Minister for
Health and Dr. Fleming form the Royal College of
Pathologists.

The members of the IFCC Committee on
Laboratory Management (Dr. Krahn, Dr. Frank,

Prof. Goldsmith, and Prof. Erasmus)
gave four talks on laboratory manage-
ment that were well attended. Dr. Jim
Bonham from the UK was the SAACB
invited plenary speaker. The journal
Annals of Clinical Biochemistry spon-
sored Dr. Edmund Lamb (editor-in-chief,
Annals of Clinical Biochemistry) to the
meeting while APCB (Asia Pacific
Federation of Clinical Biochemistry spon-
sored Dr. Frank. The other IFCC
Committee members included Profs.
Ichihara (Reference Interval Decision
Limits) from Japan, Rosy Tirimacco from Australia
(Working Group on Point of Care Testing), and
Janice Gill from Australia (Analytics). Stellenbosch
University gave a generous travel grant to partially
sponsor 12 delegates from Africa.

––––––––––

SAACB wins bid to host the 3rd Africa Federation of
Clinical Chemistry (AFCC) conference, to take place in
Cape Town at the International Convention Center from
July 28-31, 2013. The congress will be preceded by a
laboratory management workshop as well as a hands-
on training course in molecular biology.

News from South Africa
by Rajiv Erasmus, IFCC eNewsletter WG Member
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Photo: Attendees and speakers at the Acid Base Symposium held
on August 10, 2012, at the Adler Museum, University of the
Witwatersrand Medical School, Johannesburg, South Africa.
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Ordinance No. 2010-49 of January 13, 2010,
relating to laboratory medicine, which com-

pletely changes this field, aroused reactions
among specialists in laboratory medicine. This bill
has since been the subject of a real legislative
imbroglio between the Senate and the National
Assembly, the two assemblies that constitute the
French Parliament. After final passage through the
Senate in January, the proposed law will be dis-
cussed at the end of March in the National
Assembly. We can finally hope that the law ratify-
ing the ordinance will be adopted in spring 2013 in
order to allow the providers concerned to practice
in a peaceful and legally secure manner.

Medical biologists play a leading role in dialog
with other healthcare providers and in direct con-

tact with the population, for proper management
thereof. Medical laboratories are an important link
in the chain of care services of the French health-
care system both in private and hospital practice.
An increasing share of medical decisions is made
from biological data. These decisions require this
data to be infallible and quickly accessible. Quality
local laboratory medicine is a necessity that
providers in the field wish to preserve and of which
users overwhelmingly approve. 

Professional practice has been considerably
modernized under the combined effect of technical
progress, the growing demand for quality and trace-
ability of results, and the European Regulation of
July 9, 2008 that requires an accreditation body in
every country of the European Union. The improve-

ment in the initial and continuing education of
providers, respect for good practice nationally, and
implementation of quality control for procedures
demonstrate efforts to maintain excellence in labo-
ratory medicine in France. Via the new law, these
efforts must be continued and supported by the
entire profession and government authorities, in
order to guarantee the best patient care.

Indeed, laboratory medicine must respond to
major economic changes. Although the majority of
French medical laboratories are currently small
local structures, there is a movement for concen-
trating laboratories, increasingly pursued by invest-
ment funds. This intrusion of the finance industry
challenges the practice of medical biologists and
may have risks in terms of public health and access
to care. While the density of medical biologists in
France is 16 per 100,000 residents (versus 5.8 for
the rest of the EU), this average conceals dispari-
ties according to region. At a time when the health-
care needs of the population are increasing and the
fight against medical deserts is a priority, it is essen-
tial to preserve the regional network of laboratories.
Four major objectives are pursued by this bill:

• To ratify the 2010 ordinance regarding labora-
tory medicine;

• To enhance the medicalization of the profes-
sion. The medicalization of this profession has been
enhanced; in order to be recognized as a medical
biologist, it is necessary to hold a pharmacist or
medical degree and a degree in specialized studies
in laboratory medicine. The conduct of the preana-
lytical phase of a laboratory medicine test is secured
by guidance from the practice of providers author-
ized to participate in it. Adjustments have also been
made at various points, especially regarding the
question of the practice of healthcare providers
coming from the European Union and not holding a
medical biology degree, or management of transi-
tional provisions relating to laboratory technicians.
Consistent with the fact that laboratory medicine is a
medical discipline rather than a technical one, the
practice is ended of exceptions to the pricing rules
by common law acts, called "rebates (discounts)",
excluding cooperation between institutions;

• To ensure the quality of biomedical testing. One
article sets a double objective regarding laboratory
accreditation. It ensures that medical biologists have
an optimal organization in place and are proven to be
competent to conduct testing:  as of November 1,
2016, medical laboratories will not be able to operate
without an accreditation covering 50% of medical
biology tests. As of November 1, 2018, medical lab-
oratories will not be able to operate without an
accreditation covering 70% of medical biology tests.
As of November 1, 2020, medical laboratories will
not be able to operate without an accreditation cov-
ering 100% of medical biology tests. The accredita-
tions in principle cover all families of tests;

• To define the organization of laboratory medi-
cine and slow the Intrusive process of the finance
industry. One article seeks to slow the Intrusion of
the finance industry by restoring the principle of
majority ownership of company capital by medical
biologists practicing within companies. Regional
health agencies are responsible for regulating the
provision of public and private laboratory medicine
in the regions where they operate, in order to guar-
antee that local laboratory medicine is sustained. 

There have been many hearings between
members of parliament and representatives of pro-
fessional organizations.  We hope to have been
heard; the challenge is to guarantee locally based
quality laboratory medicine, a requirement that
providers in this sector wish to preserve and of
which users overwhelmingly approve.

by Dr. Bernard Gouget
SFBC-EFLM Representative; IFCC Treasure;
Secretary General, International Francophone Federation 
of Clinical Biology and Laboratory Medicine (FIFBCML)

Where Is the Reform of 
French Medical Labs Going?

European Federation of Clinical 
Chemistry and Laboratory Medicine

EFLM CORNER
Edited by Dr. Bernard Gouget
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Starting from this calendar year, the Croatian Society
of Medical Biochemistry and Laboratory Medicine

(CSMBLM) Committee for continuous professional
development has developed a new form of continuous
education: WEBINARS. During the year 2013, four e-
seminars will be organized: two in February and two in
September. Topics covered by the webinars will be var-
ious CLSI guidelines. In this trial year, e-seminars are
mainly addressed to CSMBLM members so they will be
conducted in Croatian only. In addition, participation in
the webinars is recognized and certificated by the
Croatian Chamber of Medical Biochemists. Depending
on their success and gained interest, more webinars will
be organized in the year 2014. All details can be found
on CSMBLM official web page www.hdmblm.hr/hr/
kalendar/skupovi-hdmblm/e-seminari

Publishing activities of CSMB are related to CSMB's
scientific journal Biochemia Medica (www.biochemia-

medica.com). With its international Editorial and Advisory
Board, it continues to publish articles by Croatian and
international authors dedicated to professionals from lab-
oratory medicine and various fields of biomedicine that
share the same interests. BM is indexed in Medline,
SCIE, JCR, Thomson Reuters, EMBASE/Excerpta
Medica, Scopus, CAS, EBSCO/Academic Search
Complete, and DOAJ. The journal's impact factor for
2011 was 1.343. Editorial board of Biochemia Medica
strongly promotes research integrity and aims to prevent
any type of scientific misconduct, such as fabrication, fal-
sification, plagiarism, redundant publication, and author-
ship problems. Starting from the first issue in 2013, all
submitted manuscripts are revised by Research Integrity
Editor and checked using CrossCheck screening system
for potential plagiarism (more information available at:
www.crossref.org/crosscheck.html). In resolving any
potential scientific misconduct, Biochemia Medica follows

flowcharts provided by the Committee on Publication
Ethics (COPE) and additionally consults COPE for any
unclear cases. (Available at: http://publicationethics.org/
resources/flowcharts). Also, starting from the issue
23(1), all published articles will be given unique DOI
number, making them more visible to the world scien-
tific community.

News from the Spanish Society
of Clinical Biochemistry and
Molecular Pathology (SEQC)

by Josefina Mora, 
Liaison to the IFCC eNewsletter 

The SEQC recently inaugurated a new lecture hall,
the Aula Enric Concustell, to hold scientific sym-

posia and conferences. The room is fully equipped
with state-of-the-art audio-visual equipment, built-in
LCD projection screens, and Wi-Fi. 

To celebrate the inauguration of this center, a series
of humanistic lectures have been organized for 2013:

• The opening lecture, Brain and Power was given
by Adolf Tobeña, professor of Psychiatry at the
Autonomous University of Barcelona, on February 14.
Dr. Tobeña analyzed the common traits of people who
occupy positions of power, showing that individuals
who are astute, dominant, persuasive, false, manipu-
lative, and audacious are optimal candidates to seek
such roles. 

• On March 14, Maria Barbal presented a lecture
entitled The Building of a Novel. Her book Stone in a
Landslide (Pedra de Tartera) has over fifty editions
and has been translated into thirteen languages. 

• The next lecture will take place on June 13. It is
entitled Communication and Happiness, and the
speaker will be Sebastià Serrano, professor of
Linguistics and Communication Theory at the
University of Barcelona and author of several books. 

• On October 17, Fernando Bandrés, professor of
Toxicology and Legal Medicine at the Complutense
University of Madrid, will present his lecture entitled
Medicine, Ethics, Values, and Law. 

• The closing lecture in this cycle, 200 Years of
Giuseppe Verdi, will be delivered by Marcel Gorgori, a
radio and television journalist whose specialty is opera.

EFLM CORNER European Federation of Clinical 
Chemistry and Laboratory Medicine
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News from the Croatian Society 
by Dr. Jasenka Wagner, chair of the CSMBLM Committee for information and public relations

As the 2013 World Salt Awareness Week calls for
“Less Salt, Please,” it may be time for Europeans

to seriously consider the implications of their season-
ing habits on their health, notably their heart health.

Heart failure (HF) is characterized by the inability
of the heart to respond to the blood flow demands of
the body, a condition that is becoming increasingly
common, with more than 20 million directly affected
worldwide. The overall prevalence of HF is increas-
ing because of an aging population, prolonged sur-
vival in patients suffering from coronary events, and
effective prevention in those at high risk or those
who have already survived a first event. In addition
to a high prevalence, HF is also a deadly and costly
disorder, carrying an overall prognosis that is worse
than with cancer. The signs and symptoms of HF
include fluid overload, tachycardia, shortness of
breath, and chest pain. The symptoms are not spe-
cific for HF and diagnosis in an emergency can be
difficult. Electrocardiography (ECG), chest X-ray,
echocardiography, and use of biological markers (or

biomarkers) are thus recommended as the most
practicable ways of assessing cardiac function.

The use of "markers" in the blood for diagnosis of
patients admitted to the emergency room with sus-
pected HF is constantly increasing and is now part of
routine practice in industrialized countries. Most of the
biomarkers used for diagnosis and prognosis derive
from the neurohormonal response to the failing
myocardium, which in the case of HF are specifically
focused on assessing the presence of natriuretic pep-
tides - in vitro diagnostic (IVD) blockbusters used in
routine clinical and laboratory practice.

Emerging biomarkers represent potential new
tools with added value for monitoring of HF patients
and identification of patients at increased risk.
Expectations are also being placed on their ability to
support guided treatment, to allow more tailored
therapies, and monitor the safety and efficiency of
medical devices. The pressure for biomarkers is on.

As the sector continues to develop, the quality of
life for patients with chronic cardiovascular condi-

tions may improve, and for those who are identified
at risk for HF, diminishing the impact of risk factors,
such as high blood pressure, is a primary step. A diet
rich in sodium, responsible for high blood pressure
and increased risk for stroke, HF and other cardio-
vascular problems, is perhaps the easiest point of
attack. By cutting down on the amount of sodium
consumed, blood pressure medication may improve
in effectiveness and patients who have already suf-
fered from a heart condition can limit their chances
of a reoccurrence.

Emerging biomarkers for heart failure identifica-
tion are stimulating the medical community and
enhancing the management of HF patients.
Laboratory technicians, IVD manufacturers, and
physicians will have to make joint efforts to provide
broad-spectrum validation and confirm the potential
added value of innovative biomarkers in heart fail-
ure. Patients, on the other hand, will have to take it
upon themselves to also consider their diet and its
relationship to cardiovascular health problems.

Tailored Tools for Diagnosing Heart Failure
by Dr. Damien Gruson, Chair, Task Force for Young Scientists



As you know, the venue for the IFCC-
EFLM EuroMedLab Congress in

2017 will be chosen by ballot at the
EFLM General Assembly in Milan to be
held on Sunday May 19, 2013, from
9:00 to 13:00 in Room Amber 5-6 at the
Mi.Co. Congress Center. Three Nation-
al Societies have submitted their appli-
cations to host the EuroMedLab 2017:

• GREECE - Athens,
• CZECH REPUBLIC - Prague
• SPAIN - Barcelona
The IFCC Congresses and Confer-

ences Committee (C-CC) and the
EFLM Education and Training
Committee (C-ET) have evaluated the
submitted applications according to the
EuroMedLab Guidelines (www.ifcc.
org/ifcc-congresses-and-conferences).

We confirm that the members of
both evaluation committees, who
scored the bids, have no "conflict of
interest" with any of the bidding soci-
eties. Results of this evaluation yielded
the following rankings which we pres-
ent to your Society as a guide only:

Rank Venue IFCC/EFLM Scores
1 Barcelona 62.9
2 Prague 62
3 Athens 56.6

We would be most grateful if your
Society could give careful considera-
tion to the bid documents and select
the city you feel is best suited to host
the EuroMedLab Congress in 2017.
The criteria in the Appendix of the
EuroMedLab guidelines might help
your Society in the evaluation of bids
objectively. The documentation sup-
plied by each bidder is available on the
EFLM website (link from the home-

page) as well as on the IFCC website
(congresses&conferences, congress
calendar, EuroMedLab Congresses).
To open the PDF files please use the
password bid-eml-2017.

All EFLM member societies, who
paid the 2012 annual membership fee
before the date of the General
Assembly, will have one vote to be cast
by the EFLM National Representative
of the Society or an accredited repre-
sentative notified to the EFLM office
before the meeting. Details of the elec-
tion procedure and a request for the
name of your Society's representative
will be circulated with the agenda of the
General Assembly.

To complete the information, we
have listed for you the previous loca-
tions of the EuroMedLab Congresses
starting from 1974:

Munich DE (1974); Prague CZ
(1976); Brighton UK (1979); Vienna AT
(1981); Budapest HU (1983); Je-
rusalem IL (1985); The Hague NL
(1987); Milan IT (1989); Krakow PL
(1991); Nice FR (1993); Tampere FI
(1995); Basel CH (1997); Florence IT
(1999); Prague CZ (2001); Barcelona
ES (2003); Glasgow UK (2005);
Amsterdam NL (2007); Innsbruck AT
(2009); Berlin DE (2011); Milan IT
(2013); Paris FR (2015).

We are looking forward to meeting
you at the EFLM General Assembly in
Milan. With best wishes,

Graham Beastall, President, IFCC;
Ian Watson, President, EFLM; Tomris
Ozben, Chair, IFCC Congresses and

Conferences Committee; Elizabeta
Topic, Chair, EFLM Education and

Training Committee

IFCC-EFLM EuroMedLab 
Congress in 2017 

Dear colleagues, dear friends, on
behalf of the French Society of

Clinical Biology (SFBC) and of the
Congress Organizing Committee, it is
a great pleasure to invite both aca-
demics and specialists in laboratory
medicine and partners to attend the
21st IFCC - EFLM European Con-
gress of Clinical Chemistry and
Laboratory Medicine (EuroMedLab
Paris 2015). 

This unique event, including the
Journées Internationales de Biologie
(JIB) 2015, will be held in Paris,
France, on June 21-25, 2015, in the
Palais des Congrès de Paris, one of
the capital's legendary venues. 

EuroMedLab Paris 2015 will be an
innovative and invigorating EU and
International congress reflecting the
direction of Laboratory Medicine in the
21st century with an intellectually stim-
ulating combination of presentations,

symposia, discussions, sessions and
exhibitions. Well-known European
and International speakers and col-
leagues will address their vision and
current challenges in the field of
Laboratory medicine in the context of
a changing health environment taking
account medical and scientific innova-
tions. We are confident that they will
spark the minds of both young and
established Laboratory Medicine pro-
fessionals, scientists, researchers, cli-
nicians, as well as all relevant stake-
holders in the health care and
Laboratory Medicine sectors.

Paris is a major international cen-
ter for research in life sciences and a
creative cultural destination in per-
petual renewal being one of the high-
est-ranking cities in terms of tourism
attraction. We are sure that both the
scientific and social programs will
provide opportunities to help foster

exchanges between EFLM/IFCC
members, to forge new collabora-
tions and to connect with the leaders
of the diagnostic industry at the
largest IVD product show in Europe
linked to the three-day conference/
workshop program. 

EuroMedLab 2015 will provide
ideal surroundings for participants to
leverage knowledge, promote educa-
tion, and build awareness about the
future of Laboratory Medicine placing
the patient at the heart of all our
efforts and discussions.

EuroMedLab Paris 2015 is every-
thing you ever wanted in a Laboratory
Medicine congress. We look forward to

your participation in the fascinating sci-
entific networking event and welcom-
ing you all for a memorable and enjoy-
able experience!

Revolution in Laboratory Medicine: Paris 2015! 
An Invitation by Congress Presidents Philippe GILLERY, Joelle GOUDABLE, Bernard GOUGET

European Federation of Clinical 
Chemistry and Laboratory Medicine

EFLM CORNER
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New EFLM Working Group on 
“Patient Focused Laboratory Medicine”
Accession to Laboratory Medicine data with support to
aid comprehension is limited and difficult for many
patients. In chronic disease management, where lab-
oratory medicine values are key indicators, there is an
opportunity to engage patients with their disease man-
agement by enabling access to results and support to
understand them the better to enable their disease
management.

A new EFLM Working Group on “Patient Focused
Laboratory Medicine” has been created under the
EFLM Science Committee with the aim to improve
patient ownership of their disease and provide a serv-
ice that better reflects patients' expectations.

For further information, please visit the EFLM
Science Committee section at http://efcclm.eu

Report of the 5th Meeting of the 
EFLM Working Group on Test Evaluation
October 15-16, 2012, Dubrovnik
In this time of austerity, justification of costs associated
with the introduction of new laboratory tests should ide-
ally be based on demonstration of proportional benefits
to patients. However, new laboratory tests are often
released to market with limited supporting evidence
regarding their value or impact in clinical practice. Test
evaluation should be performed with informed and care-
fully devised study design, yet evidence-based method-
ology to this regard is often lacking in the scientific liter-
ature, and when available is often poorly understood.
As a consequence, inadequately designed biomarker
evaluation studies may lead to early market release and
consequently erroneous clinical utilization and decision
making that threatens patient safety. The root of the
problem is that evaluation of medical tests is much
more difficult and differs in many ways from the evalua-
tion of therapeutics. The most important differences are
that: medical testing rarely improves health outcomes
directly; biomarkers used for several different purposes
(diagnosis, monitoring, prognosis, etc.) are often part of
a more complex intervention; and most clinical out-
comes follow from subsequent clinical management
decisions guided by the test results. Therefore, the
Science Committee of the EFLM has established the
Test Evaluation Working group (WG-TE) with the aim of
developing guidance for the appropriate evaluation of
new laboratory tests.

The Test Evaluation Working Group is a joint collab-
oration between the EFLM and AACB (Australasian
Association of Clinical Biochemistry). Membership of
this WG represents collaboration between experts in
evidence-based laboratory medicine, evidence-based
diagnosis, and epidemiology, and of IVD industrial part-
ners. The WG is chaired by Rita Horvath (AU) and
members are Patrick Bossuyt (NL), Christa Cobbaert
(NL), Sally Lord (AU), Phillip Monaghan as a young sci-
entist (UK), Sverre Sandberg (NO), Andrew St John
(AU), Wilma Verhagen-Kamerbeek and Christoph Ebert
from Roche Diagnostics, Lieselotte Lennartz from
Abbott and Alexey Bugrov as corresponding member
(RU). EFLM receives an educational grant from Roche
Diagnostics to support the work of this WG.

The aims and objectives of this working group are:
• To develop a framework and guidance for the

appropriate evaluation of the clinical effectiveness
and impact of new laboratory tests.

• To develop practical toolboxes which support the
design and conduct of clinical research studies for
the above purposes.

• Education and training of laboratory scientists and
researchers via pilot biomarker studies on how to
design test evaluation studies.

• Collaboration with epidemiologists, industry, and
regulatory authorities in setting standards for clini-
cal evaluation of new biomarkers.

contributed by Dr. Phillip Monaghan  Member
Young Scientist, Working group on Test Evaluation

(WG-TE) Senior Clinical Scientist, The Christie
Hospital, Manchester, UK.

Meeting of the EFLM Working Group 
on Test Evaluation
The 5th meeting of the EFLM WG-TE in Dubrovnik
was a two-day event, Day 1 being devoted to dis-
cussing the key principles and components of the test
evaluation process, whilst Day 2 comprised of brain-
storming sessions on the development of new guid-
ance for critical elements of the devised test evalua-
tion framework.       

Day 1: The WG launched into the finalization of the
WG-TE scoping paper which aims to set out how
exactly test evaluation should be done when a new
biomarker is discovered. This is taking the form of a
test evaluation framework to provide an evidence-
based approach to study design, thus setting stan-
dards for test evaluation in the research and clinical
setting, forming guidance for researchers, clinicians
and laboratory professionals.  The WG came to con-
sensus on a number of key definitions and illustrative
examples for the key components of the test evalua-
tion framework. These include analytical performance,
clinical performance, clinical effectiveness, cost-effec-
tiveness, and impact of testing. We have defined and
tightly integrated these components into a unifying evi-
dence-based framework. This dynamic framework
clarifies the link and sequence between the various
stages of test evaluation and describes the journey of
a new biomarker in becoming a medically useful test
in the research translation continuum. Our WG takes
the view that no new test should be subjected to
tedious trials and released to the market if it is unlike-
ly that the test will result in improved clinical actions
and measurable outcomes. Therefore, in our frame-
work the clinical purpose and role of testing and the
intended application of the biomarker in a well-defined
clinical pathway drive all stages of the test evaluation
cycle and define the most appropriate study designs
that have the potential to provide the highest level of
evidence as proofs. We concluded the meeting on
Day 1 by agreeing on a set of example laboratory tests
with different purposes (e.g., screening, diagnosis,
and monitoring) for which we could generate and
apply key questions and criteria for identifying unmet
clinical needs in current clinical pathways, which are
the very first key steps in the test evaluation cycle.       

Day 2: The meeting commenced with a brainstorm-
ing session on the theme of developing and testing
questions and criteria for identifying unmet clinical needs
and addressing ways of analyzing how a new test would
fit into an existing clinical pathway. By defining the
source(s) of limitations in current practice, we were able
to establish opportunities for process improvement. This
strategy was applicable to tests with different purposes
and the group concluded that this principal phase of test
evaluation was to be an immediate focus of attention for
the WG-TE in elaborating the proposed test evaluation
framework. The topic for the afternoon session was of
establishing clinical performance criteria for medical
tests, an aspect of test evaluation for which there is a
paucity of methodological criteria in the literature. The
group discussed novel ideas on grading clinical perform-
ance, including how to express clinical performance cri-
teria through a hierarchical approach with proxy out-
come levels. With clinical performance in mind, we
looked at the aim of various test roles (e.g., triage, add-
on tests) and addressed the clinical performance criteria
in each particular scenario while contemplating the vari-
ous modifiers that may impact overall clinical perform-
ance and what study design application is best to evalu-
ate a particular testing scenario.  We concluded the
meeting by approaching the difficult question of setting
predefined values for quantifying clinical performance
standards for new medical tests analogous to criteria
available for analytical specifications. This final session
generated some interesting novel ideas, which the WG-
TE will now develop and refine as part of the test evalu-
ation framework.

The WG will present its work in a number of pub-
lications and will deliver a symposium on May 21,
2013, at the Euromedlab congress in Milan (www.
milan2013.org). So watch this space!

For more information on the EFLM's WG-TE please
visit: http://efcclm.eu/science/wg-test-evaluation 

News from EFLM Working Groups
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INDUSTRY NEWSINDUSTRY NEWS

IIn vitro diagnostic company Vena-
xis, Inc. (Castle Rock, CO, USA;

www.venaxis.com) has added two
commercial development agree-
ments. MOSS SpA, based near Milan,
covers all hospitals across Italy, which
collectively record approximately 24
million emergency department visits
per year. Savas Medikal, Inc., based
in Istanbul, covers all hospitals across
Turkey and these hospitals estimate
35 million emergency visits per year.

These will be part of the initial
phase of the European launch of its
CE-marked blood-based appendicitis

test, APPY1. While the company is
trying to obtain US Food and Drug
Administration (Silver Spring, MD,
USA; www.fda.gov) clearance for the
test, the initial launch for APPY1 is
ongoing in select European territories.

MOSS and Savas Medikal will
market development activities within
their respective territories. Each one
has submitted initial stocking pur-
chase orders for the APPY1 test/sys-
tem. Venaxis announced a similar
agreement with EMELCA Bioscience
earlier this year that covers Belgium,
Luxembourg, and The Netherlands.

Venaxis Inks Distribution 
Agreements for Appendicitis Test

RReduction of government reim-
bursement rates for laboratory

tests and managed care cost-restraint
measures has increased pressures for
clinical labs to become more produc-
tive and cost efficient, according to a
recent market report. This is a key
driver of the USD 10.4-billion-dollar
global lab automation sector, which
includes systems for clinical and drug
discovery labs.

Healthcare market research pub-
lisher Kalorama Information (New
York, NY, USA; www.kalorama
information.com) published a recent
report entitled "Lab Automation
Markets, 3rd Edition, (Systems, Key
Companies, Forecasts, and Trends).”
As a report with an international
focus, markets for North America,
Europe and Asia are also provided in
the report that explained the reasons
labs are not totally automating.

In the early to mid-1990s, when
the trend toward clinical laboratory
automation first began, it was expected
to include all lab functions, i.e., total

laboratory automation (TLA). Targeted
to the largest high-volume laboratories,
TLA requires a major financial commit-
ment and the space for installing equip-
ment. However, TLA is neither an
affordable nor a practical solution for
the majority of small to mid-sized hos-
pitals and other diagnostic laboratories.
More recently, the trend for most clin-
ical labs, and for many automation sys-
tem manufacturers, has been toward
modular automation. This trend
includes independent work cells or
self-contained workstations, and
automation for transport, handling,
and pre- and post-analytic processes.

“The best place to automate is at a
lab’s preanalytical front end,” said Joe
Constance, Kalorama Information ana-
lyst and author of the report, “mini-
mizing those non-value-added steps,
including such processes as sorting
tubes, decapping, centrifugation, load-
ing analyzers. Only a small number of
labs are considered suitable for total
automation, though each year that
number gets larger.”

Report Analyzes Trends 
in Laboratory Automation
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MAY 2013

Annual Meeting & Clinical Congress of the
American Association of Clinical Endocri-
nologists (AACE). May 1-5; Phoenix, AZ.
USA; Web: www.aace.com

12h International Bio Forum & Bio Expo
Japan. May 8-10; Tokyo, Japan; Web:
www.bio-expo.jp

Genomic Research 2013. May 9-10; Boston,
MA, USA; Web: http://selectbiosciences.com

ISLH 2013 - International Society for
Laboratory Hematology. May 10-12;
Toronto, Canada; Web: www.islh.org

113th General Meeting of the American
Society for Microbiology. May 18-21;
Denver, CO, USA; Web: www.asm.org

EuroMedLab 2013 - 20th IFCC-EFLM
European Congress of Clinical Chemistry
and Laboratory Medicine. May 19-23;
Milano, Italy; Web: www.milan2013.org

Hospitalar 2013. May 21-24; Sao Paulo,
Brazil; Web: www.hospitalar.com

JUNE 2013

ELA - European Lab Automation Congress.
Jun 6-7; Hamburg, Germany; Web:
http://selectbiosciences.com

WASPaLM 2013 - 27th World Congress of
Pathology. Jun 8-11; Quebec City, Canada;
Web: www.waspalm.org

European Human Genetics Conference 2013.
Jun 8-11; Paris, France; Web: www.eshg.org

The International Society for Stem Cell
Research (ISSCR). Jun 12-15; Boston, MA,
USA; Web: www.global-cc-alliance.com

2013 BIO International Convention. Jun 18-
21; Chicago, IL, USA; Web: http://convention.
bio.org

EAACI 2013 - European Academy of
Allergology and Clinical Immunology,
Allergology Medical Congress. Jun 22-26;
Milan, Italy; Web: www.eaaci-wao2013.com

Lab World China 2013. Jun 25-27; Shanghai,
China; Web: www.cphi-china.com

JULY 2013

ESHRE 2013 - 29th Annual Meeting of the
European Society for Human Reproduction
and Embryology. Jul 7-10; London, UK;
Web: www.eshre.eu

31st World Congress of Biomedical
Laboratory Science. July 28-31; Cape Town,
South Africa; Web: www.ifbls.org

AACC 2013 - Annual Meeting of the
American Association for Clinical
Chemistry. Jul 28-Aug 1; Houston, TX, USA;

For a free listing of your event, or a paid
advertisement in this section, contact: 
International Calendar • LabMedica

P.O.Box 802214, Miami FL 33280-2214, USA
Fax: 1-954-893-0038 • E-mail: info@globetech.net

Yellow-highlighted listings are available 
at US$ 300 for a one-year period. 

Please mail check with your event’s 
details to above address.
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Web: www.aacc.org

AUGUST 2013

FIME 2013. Aug 7-9; Miami, FL, USA; Web:
www.fimeshow.com

26th Annual Meeting of the Association of
Medical Laboratory Immunologists
(AMLI). Aug 10-13; Savannah, GA, USA;
Web: www.amli.org

ISEH 2013 - 42nd Annual Scientific
Meeting. Aug 22-25; Vienna, Austria; Web:
https://iseh.site-ym.com

25th European Congress of Pathology. Aug
31-Sep 4; Lisbon, Portugal; Web: www.
esp-congress.org

SEPTEMBER 2013

AACB 51st Annual Scientific Conference of
Australasian Association of Clinical
Biochemists. Sep 16-19; Gold Coast, QLD,
Australia; Web: www.aacb.asn.au

ExpoMedical 2013. Sep 25-27; Buenos Aires,
Argentina; Web: www.expomedical.com.ar

BCLF 2013 - 21st Annual Meeting, Balkan
Clinical Laboratory Federation. Sep 25-28;
Budva, Montenegro; Web: http://bclf2013.org

OCTOBER 2013

9th EFLM Symposium for Balkan Region.
Oct 3-5; Belgrade, Serbia; Web: www.dmbj.
org.rs

BIOTECHNICA 2013. Oct 8-10; Hannover,
Germany; Web: www.biotechnica.de

69th Annual Meeting of the ASRM. Oct 12-
17; Boston, MA, USA; Web: www.asrm.org

CAP 2012 - The Pathologists Meeting. Oct 13-
16; Kissimmee, FL, USA; Web: www.cap.org

Analytica China 2013. Oct 16-18; Shanghai,
China; Web: www.analyticachina.com

APFCB 2013. Oct 27-30; Bali, Indonesia;
Web: www.apfcbcongress2013.org

COLABIOCLI 2013 - XXI Congreso
Latinoamericano de Bioquimica Clinica.
Oct 29-Nov 1; Lima, Peru; Web:
http://colabiocli-lima2013.org

NOVEMBER 2013

JIB 2013 - Journées Internationales de
Biologie. Nov 6-8; Paris, France; Web:
www.jib-sdbio.fr

India Lab Expo 2013. November; Web:
www.indialabexpo.com

39th Annual Meeting of the American
Society for Histocompatibility and
Immunogenetics (ASHI). Nov 18-22;
Chicago, IL, USA; Web: www.ashi-hla.org

Medica 2013. Nov 20-23; Dusseldorf,
Germany; Web: www.medica-tradefair.com

JANUARY 2014

Arab Health 2014. January; Dubai, UAE;
Web: www.arabhealthonline.com

SLAS 2014 - Society of Laboratory
Automation and Screening. Jan 18-22; San
Diego, CA, USA; Web: www.slas.org/events
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