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“This new role represents not only an ongoing
investment in the health of our business,
but also in our relationship with health care
professionals, patients and donors.”
– Michael Spigarelli

WELCOME!
Dear Colleague,
Having recently joined Immucor in the newly created role

2) customer scientific/medical support — helping our field

of Vice President of Medical Affairs, I am grateful to have

teams support you; 3) liaison with key opinion leaders,

this space to share a bit about myself and the value I hope

societies, and other stakeholders to represent Immucor; 4)

to add to our relationship.

sharing the clinical perspective with regard to Quality and

By way of background, I hold both an MD and PhD in

Regulatory projects.

Medicinal Chemistry. My undergraduate degrees, PhD

I am so encouraged that Immucor created this new role. It

and MD are from the University of Michigan. Following

represents not only an ongoing investment in the health of

graduation, I completed residencies in Internal Medicine

our business, but also in our relationship with health care

and Pediatrics before completing fellowships in

professionals, patients and donors.

Adolescent Medicine and Clinical Pharmacology. I later
added an MBA from the University of Utah. I have been
a faculty member at two major universities and taught
undergrad, masters, PhD, medical, nursing and laboratory
students. I have also designed and executed extensive
clinical trials, including a large number focused on
transplant and transfusion medicine.

Thank you for the kind welcome from those I have already
met. And to the majority of you across the globe for whom
I have not yet had the pleasure, I look forward to meeting
you over the coming months and years.
Regards,

In my new role, I will focus on four major areas: 1) R&D —
helping the team translate customers’ medical and clinical
requirements into new and improved products;
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Michael Spigarelli, MD, PhD, MBA
Vice President, Medical Affairs

MEET
MNS
THE GRANDDADDY OF THE
BLOOD SYSTEMS, MNS was
the second blood group system to
be discovered in 1927 and also has the
second largest family with more than 45 antigens identified.
The MNS antigens are involved in malarial infections and many
altered forms of the antigen are believed to have evolved as
countermeasures to the Plasmodium falciparum parasite.
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79%

83%
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72%

75%

45%

65%

67%

67%

71%
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55%

31%

65%

55%
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10%

45%
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MNS4

89%

93%

78%

89%

>99%

>99%

93%

Come See Us at These Upcoming Events
March

May

April

South Central Association of Blood Banks (SCABB)
2017 Annual Meeting, Orlando, FL, May 25–28

Southeastern Area Blood Bankers (SEABB) Annual
Meeting, Atlanta, GA, March 23–24
California Blood Bank Society (CBBS) Annual Meeting,
Olympic Valley, CA, April 3–7
Massachusetts Association of Blood Banks (MABB)
Annual Spring Seminar, Westford, MA, April 4–5
2017 Annual Conference of the Canadian Society for
Transfusion Medicine, Ottawa, Ontario, April 20–23
American Transplant Congress (ATC),
Chicago, IL, April 29–May 3

American Society for Clinical Laboratory Science
(ASCLS) — Hawaii, Honolulu, HI, May 16–17

Canadian Society for Medical Laboratory Science
(LABCON 2017), Banff, Alberta, May 26–28
31st European Immunogenetics and Histocompatibility
Conference/25th Annual Meeting of the German
Society for Immunogenetics (EFI/DGI 2017),
Mannheim, Germany, May 29–June 2
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FNAIT: A Physician’s Perspective
Jennifer Andrews, MD, MSc, has recently become

neonates. Infants born to a mother who previously gave

Stanford’s Lucile Packard Children’s Hospital specialist for

birth to an infant with FNAIT are at higher risk to have

babies with Fetal Neonatal Alloimmune Thrombocytopenia

a more severe disease state than their older siblings.

(FNAIT) since she is uniquely trained in both pediatric

In the most severe cases, ICH occurs in 10% to 20%

hematology/oncology and blood banking/transfusion

of symptomatic FNAIT infants and 80% of ICH occurs

medicine. She estimates she sees about 10 babies every

prenatally before 28 weeks of gestation, when mothers

year with FNAIT, though many more are initially suspected

may not even be aware they are alloimmunized.

to have this condition but are ultimately found to have
thrombocytopenia for some other reason.

Laboratory Diagnosis: Testing is critical in the

Challenge: Studies have shown that in women negative

showing only mild thrombocytopenia, the test results

for the human platelet antigen (HPA)-1a, between 1/1000

help to determine management of the mother’s future

and 2/1000 HPA-1a positive infants had FNAIT caused

pregnancies. Laboratory investigation requires blood

investigation of FNAIT cases. Even if the infant is

by maternal HPA-1a antibodies . Most of us are familiar

samples from both mother and father to determine any

with hemolytic disease of the fetus and newborn (HDFN)

discrepancy between the mother’s and father’s HPA

and its presentation in the transfusion service. Though

genotypes. Immucor’s ThromboType®1 and BioArray™ HPA

similar, FNAIT is less familiar to us and is one of the

contain the reagents necessary to identify an individual’s

leading causes of severe thrombocytopenia (platelet

HPA genotype. ThromboType1 contains

counts less than 30,000) in the fetus and neonate,

the reagents necessary to identify an

accounting for about 25% of severe thrombocytopenia

individual’s genotype for HPA-1.

1

in neonates. FNAIT occurs when an expectant mother
becomes alloimmunized against the platelet antigens
inherited from the fetus’s father. Severe cases of FNAIT
are the leading cause of intracranial hemorrhage (ICH) in
the full-term infant. The incidence of ICH in FNAIT babies
is estimated to be between 7% and 25%. Unlike HDFN,
alloimmunization against platelet antigens commonly
occurs during the mother’s first pregnancy and may
cause FNAIT.
Clinical Presentation: Severely affected infants will

present with severe petechiae and purpura, as well as

Now Available!
BioArray™ HPA BeadChip™ and
ThromboType®1 assay (HPA-1)

severe thrombocytopenia. FNAIT should be strongly
considered if there is no other explanation found for
thrombocytopenia, especially infectious causes, which
are the most common causes of thrombocytopenia in

1
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Peterson JA, McFarland JG, Curtis BR, Aster RH. Neonatal alloimmune thrombocytopenia: pathogenesis, diagnosis and management. Br J Haematol. 2013 April; 161(1): 3-14.

Laboratory Diagnosis, Continued: The maternal

Future: With the availability of platelet HPA genotyping

HPA antibodies and the antibody specificity should be

begin to seek a proactive approach to the diagnosis and

determined. Immucor’s Pak family ELISA Products is a

treatment of mothers at risk for FNAIT. Having the ability to

group of platelet antibody screening and identification kits

screen for the presence of rare HPA genotypes in pregnant

that may be used for this purpose.

women and screening and identifying the associated HPA

sample should also be screened for the presence of

The occurrence of HPA antigen incompatibility associated in
FNAIT cases where an antibody forms is summarized below:
• HPA-1a is targeted in 75–90%

• HPA-5a in 1%

• HPA-5b in 8–15%

• Occasionally, two
HPA antibodies are
found (very rarely)

• HPA-1b in 1–4%
• HPA-3a in 1–2%

kits such as ThromboType1 and BioArray HPA, we can

antibodies will allow clinicians to effectively use intravenous
immune globulin to treat FNAIT during pregnancy, and
reduce the risk of ICH associated with FNAIT.

FNAIT: A Mother’s Perspective
Liz Kopling, HPA1/b-1/b, mother of two children affected by FNAIT

Despite the fact that my Obstetrics and Gynecology

Colin was 14 hours old

years of practice…that my son Colin (pictured) went 14

finally ordered — just to make

Nurse (OBGYN) had never heard of FNAIT in her 16

when the blood work was

hours after birth before doctors realized he had almost

sure the rash wasn’t anything serious.

no platelets…that Colin had bleeding in four areas of his
brain, and seizures as a result of the bleeding in his brain,
and the pediatric neurologist who saw Colin in the NICU
didn’t know if Colin would ever walk or talk — all due to
FNAIT…it could have been so much worse.
Colin was my first pregnancy and it went pretty well,
except that my belly wasn’t measuring as large as it
should — but the baby was strong and I was relatively
young and healthy, so my OBGYN didn’t do any testing.
When I went into labor, things started going wrong.
Colin’s heart rate dropped with each contraction and they
couldn’t get it to stabilize, so the OBGYN told me they
were going to do an emergency C-section.
Colin was very skinny and he had a huge bruise on his
head and a red rash. The ultrasound showed that Colin had
bleeding in at least four areas of his brain. The doctor wrote on
a piece of paper, “Neonatal Alloimmune Thrombocytopenia.”
We went from complete joy to complete shock overnight.

After a week, we were finally able to bring Colin home. But
we still had no idea what his future would be.
The decision to try to have another child was difficult. A
perinatologist finally assured us that we could do it with
proper treatment.
Treatment during my second pregnancy was aggressive.
At 12 weeks, I received weekly IVIG infusions. At 20
weeks, they added a heavy dose of prednisone. A
C-section was planned at 37 weeks. But I went into labor
a day shy of 36 weeks.
Sylvie Jane Kopling was born on September 16, 2014,
weighing 5 pounds, 11 ounces.
Colin is now an amazing five-year-old. He has a little
trouble focusing and listening, but he’s been evaluated for
ADD, occupational therapy and speech — and he always
scores normally. He’s creative, kind and passionate —
proof that miracles truly do exist.
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Immucor Transplant — Significant
NEW Advances and Product Launches!
NEW: LIFECODES Enhanced LSA™
(Single Antigen) Kits

users whole gene NGS typing for Class I and

We are excited to release new Enhanced

ambiguities in a single pass. It provides transplant

Class II HLA genes and provides results with no
teams and health care providers with a robust

LIFECODES LSA™ Single Antigen kits. These

solution for HLA typing, which in turn helps them

offer several improvements, including:

identify the best match between potential bone

• One additional antigen for LSA Class I and
14 additional antigens for LSA Class II to
improve coverage.

marrow donors and awaiting transplant recipients.

• A new positive/negative assignment calculation
that reduces variability.
• A new blocker for Class II that reduces
background reactivity in certain samples.

upgraded to the new MIA FORA™ NGS FLEX
NGS FLEX HLA kits will be available as 24 or 96

• Normalization of antigen density values to
an external standard, which allows for more
consistent lot-to-lot comparisons of samples.
Single antigen assays are essential to a transplant
antibody testing portfolio, and LIFECODES LSA kits
™

have been shown to be less impacted by prozone
effects than those of other vendors.

efforts, the MIA FORA™ NGS 11 kit will be
HLA kit! For added convenience, MIA FORA™

• An option for a 10:40 or 20:40 serum-to-bead
ratio. With the 20:40 ratio, higher MFI values can
be obtained.

1,2

Now, just one year later, through intensive R&D

LIFECODES

LSA™ Class I and II beads are designed to detect
IgG antibodies to HLA Class I glycoproteins. LSA
Class I and II are composed of different Luminex
beads, to which purified recombinant Class I and II
HLA glycoproteins are conjugated.

tests per kit, and will also be offered in multiple
gene configurations. With the MIA FORA™ NGS
FLEX HLA kit, the lab can start the sequencing
run in less than 24 hours from the start of the
protocol and obtain results in less than 48 hours.
We have also added options for multiple Illumina
platforms. Ask an Immucor Transplant Specialist
about MIA FORA™ NGS FLEX HLA today, along
with additional software upgrades and a new
Windows® server option!
LIFECODES C3d Assay for the Detection
of PE Conjugated Anti-C3d (RUO)
Why is C3d testing important? C3d testing allows
for a more functional and biological picture of
complement activation, which is associated with

Add Immucor LIFECODES Enhanced LSA™
solutions to your testing regimen to ensure the
best patient outcomes.

antibody-mediated rejection. Studies in heart and
renal transplant patients indicate that patients
who are positive for C3d and DSA (donor-specific
antibodies) have lower long-term graft outcomes.3,4
Immucor’s LIFECODES C3d is a Research Use
Only (RUO) assay that qualitatively measures

NEW: MIA FORA™ NGS FLEX

the binding of HLA antibodies to a late stage

In the spirit of continuous improvement and

component of the complement cycle — C3d.

innovation, we are pleased to release Research

When combined with our LIFECODES LSA™

Use Only (RUO) and CE Mark MIA FORA NGS

Single Antigen kits, the assay offers a

FLEX HLA typing kits.

simple method for the detection

™

About one year ago, Immucor and Sirona Genomics
released to the United States (RUO) and European
markets (CE-IVD), our novel next-generation
sequencing (NGS) solution — the MIA FORA™
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NGS 11 HLA typing kit. This solution offers

of complement binding to
HLA antibodies.
See page 12 for references.

Customer Profile and Case Study:
Finding Rare Blood Components
in Europe
Since 1992, the immunohematology laboratory in

Their choice was Immucor’s

Policlinico Maggiore Hospital in Milan, Italy, has been

Molecular Immunohematology (MIH)

providing specialized diagnostic support to Italy’s Lombardy

testing platform, BeadChip™ (known

region. In 2003, they received AABB accreditation as an

as PreciseType™ HEA in the US) combined

Immunohematology Reference Laboratory (IRL). In 2005,

with ImmuLINK® software as the data management

they were selected by the local government to serve as the

system. Their current process is to test all donors for the

official site for Lombardy’s Rare Blood Components Bank.

38 erythrocyte antigens using BeadChip and confirm

The project involved the integration of 15 Departments of

serologically, if necessary, on Immucor’s NEO® automation

Transfusion Medicine and Haematology (DMTE) and 40

system. The test results from both the MIH reader and the

hospitals, but their main mission was to create the Rare

NEO are passed to the database through ImmuLINK®.

Blood Components Bank database.

When a rare phenotype is needed, ImmuLINK® is used to
query the registry’s database to generate a list of matched
®

donors. If the search determines there are no matched units
in inventory, the process to recruit matched donors starts.
In 2016, a 75-year-old Caucasian patient with a previously
identified anti-Kpb was admitted to a hospital in Rome with
septic shock after a trans-urethral resection of the prostate
(TURP). The hospital requested two units of O-positive, Kpbnegative blood from Policlinico Maggiore Hospital.
Using an ImmuLINK® search, one of the two required
units was found in inventory and immediately shipped to
the hospital in Rome. They expanded their search to the
International Rare Donors Panel (IRDP), where a second unit
was found at the EFS (L’Établissement français du sang,

To facilitate this project, Policlinico Maggiore Hospital
looked for a testing platform capable of genotyping large
numbers of donors and transferring results to a database
to decrease transcription errors. Ideally, the software
would have a search mechanism that could find blood
products in their inventory compatible for patients with
special needs.

or French Blood Establishment) in Paris and shipped to
the hospital. Since Kpb-negative blood occurs in less than
1% of the population, it could have taken hours to find one
unit. And it is very likely none may have been available in
inventory at all. With the use of BeadChip™ and ImmuLINK®,
Policlinico Maggiore Hospital is able to provide safe,
compatible blood more efficiently to their patients.
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EXCITING NEWS: NEO® Iris™ Receives CE Mark,
and First Installs Complete!
We are excited to announce that following the receipt

of CE marking in August 2016, eight NEO Iris instruments
were the first to be installed at two NHSBT (National
Health Service Blood and Transplant) sites in the UK.
“NEO Iris provides us a fully automated system, a move
from the semi-automated system we have used,” says Bev
Hirst, lead specialist — testing with NHSBT in Manchester.
“NEO Iris is preferable in our environment in many ways,

To date, a total of 30 NEO Iris instruments have been
installed worldwide!
Call your field sales representative to learn more!
For US and Canada customers: This product is for Investigational
Use Only. The performance characteristics of this product
have not yet been established for use in the US and
Canada and the instrument is not available for sale
in the US.

both for ease of use and also because every action on the
analysers is fully auditable, which our regulators prefer.”

Automated ABO Titers
Now CE-Marked!
External quality assurance and proficiency programs
worldwide have highlighted considerable variation and lack
of standardization in antibody titrations, particularly when
comparing different serological techniques. The need to
introduce a standardized automated ABO titration technique
was recognized by Immucor to help improve reproducibility.
As of August 2016, Immucor is excited to offer CE-marked,
fully automated ABO titration assays on the NEO platform. It
is expected to be available in the US in the coming year.
ABO antibody titrations can be used to monitor patients
undergoing ABO-incompatible solid organ transplantation,
and to determine high titers of anti-A and anti-B for
blood components and for suspected cases of hemolytic
disease of the newborn. The NEO’s automated titration
assays have been developed to perform the titration, as
well as to test the diluted plasma to differentiate between
IgG and IgM antibodies, thus eliminating the need for DTT
sample treatment.
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“For us, automated

ABO titration
assays are essential.
They allow us to provide consistent,
accurate results for patients who
are undergoing an ABO mismatch
transplant. This means the clinical teams have

the confidence in the results to make the critical clinical
decision as to whether or not the transplant will proceed.
Previously, the decision was not as straightforward, as
there was less confidence in the manual technique,”
says Julie Staves, Oxford University Hospitals, UK, who
participated in the clinical validation of the assays.

Immucor’s Global Footprint — and
Satisfied Customers — Continue to Grow
An international collaboration in

NBTC celebrated the grand opening of this new

contract with the Australian Red Cross Blood

June 2016. In attendance were dignitaries such

Service (ARCBS) have resulted in Immucor

as Dr. Hok Kimcheng (NBTC Director), Dr. Dong

broadening our presence across the globe and

Il Ahn (WHO representative in Cambodia), Major

helping more health care professionals and their

General Jeffrey A. Milhorn (Commanding General

patients receive optimal care.

of US Army Corps of Engineers, Pacific Ocean

Cambodia and a recently awarded

In Australia, Immucor collaborated with our
distribution partner, Seqirus, to install the first 10
NEO® instruments. These NEOs will perform antibody
screening and phenotyping across four centers.
In Cambodia, our distribution partner, Europ

site to coincide with World Blood Donor Day in

Division), H.E. Hun Many (President of Union
Youth Federations of Cambodia), William A. Heidt
(US Ambassador to Cambodia), and H.E. Dr.
Mam Bunheng (Minister of Health for Cambodia).
The event was particularly special as nearly 50 VIP
guests volunteered to donate blood!

Continents Sarl., installed two NEOs for the
conversion of the National Blood Transfusion
Center (NBTC) from manual testing to full
automation for both donors and patients. The
NBTC is responsible for safe and sustainable
blood component collection, as well as the
management and supply of blood across the
Kingdom of Cambodia. Part of the funding for this
work came from The Global Fund, a Swiss-based
partnership organization.
Many of the dignitaries mentioned attended the opening
ceremony, along with the local Immucor team of Wing
Pang (Managing Director), Ron Rogers (see “Spotlight”)
and Tonny Zhang (Technical Support Specialist).

With support and guidance provided by the
Australian Red Cross, NBTC will perform ABOD
and weak D typing, phenotyping, antibody
screening and identification, cross-matching, DATs
and ABO titrations on the NEOs.
A big welcome to all our new customers around
Having a presence in both countries made

the world!

Immucor the top choice when a partnership
formed between the Australian Red Cross,
Cambodian Ministry of Health, US Army and US
Centers for Disease Control. The partnership was
to design and build a new NBTC in Phnom Penh
and other regional donor centers following World
Health Organization (WHO) guidelines.
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Immucor’s International Man of Transfusion
Ron Rogers is a familiar name and face

to many of our Immucor customers around
the world. Having graduated with a degree in

So for those of you who may have wondered
where he is now, Ron is busy traveling the world
and sampling some unique cuisines! Since 2014,

Medical Technology and a certified MT(ASCP),

Ron has served as Technical Marketing and

Ron spent several years working in hospital

Sales Support Manager for Asia Pacific and

laboratories before joining Immucor in 1998 as

Latin America. Using his wealth of serological

a Technical Support Specialist, coinciding with

and technical experience, Ron provides a critical

the launch of the ABS2000. His skills led to a

resource in supporting and training Field Service

move into the Service Department where Ron

Engineers and Application Specialists from our

essentially became Immucor’s first Field Service

distributor partners, as well as providing key

Engineer, a role that saw Ron cover all automation

services directly to our customers in these new

across the US and Canada and promotion to Field

and emerging markets for Immucor.

Service Specialist and Operations Manager.
January–December 2015

Ron in Numbers

18 YEARS
Service and experience with Immucor

Flight Distances

Flight Time

In Miles

241,408

Hours

In Kilometers

388,509

Days

Earth Circumnavigation
Distance to the Moon
Distance to the Sun

476:39
19.9

9.69 x

Weeks

2.8

1.011 x

Months

0.66

0.0026 x

Years

0.054

In 2015, Ron traveled
as many miles as it
takes to reach the

MOON

January–September 2016

To date in 2016, Ron
has traveled nearly

9X

AROUND THE WORLD

357,403 km

222,080 miles

8.9x around the Earth

481 hrs 04 min
20 days
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2.9 weeks

17 COUNTRIES
have so far directly
benefited from
Ron’s knowledge
and expertise
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