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Viracor-IBT and NTD partner to bring Zika Testing with fast 
results to more patients
Scott Mattivi, Vice President of Clinical Lab Operations, Viracor-IBT Laboratories, scott.mattivi@viracoribt.com

Zika virus was something most people had never 
heard of before this year. That changed early 
this spring when it became a common news 
topic as athletes started to drop out of the 
summer Olympics due to the outbreak in 
Central and South America. Travellers to 
these and other areas endemic to the virus 
began to test positive for Zika.

Zika virus is primarily spread through mosquitos and 
can also be spread by some forms of sexual contact. It 
has been linked to microcephaly in newborns and is at the 
forefront of concern for emerging infectious diseases. 
Viracor-IBT wanted to be prepared to assist its clients and 
patients by providing a Zika Virus Real-time RT-PCR 
assay with fast result turnaround time (within 8-12 hours of 
specimen receipt) prior to the onset of mosquito season. 
Viracor-IBT worked diligently with the U.S. Food and Drug 
Administration (FDA) to obtain Emergency Use 
Authorisation (EUA), which it received on July 19, 2016.

“Viracor-IBT has a proven history of developing 
and validating highly sensitive, accurate 
assays in response to emerging public health 
needs, like Zika virus,” said Steve Kleiboeker, 
PhD, HCLD/TS/CC (ABB), Vice President of 
Research and Development, Viracor-IBT.

The launch of the Zika RT-PCR assay also 
provided an opportunity for Viracor-IBT to 

partner with NTD Labs, another Eurofins-owned 
company, to help even more patients gain access to 
accurate testing with quick results. NTD Labs specialises 
in prenatal screening and had received requests for Zika 
testing from its maternal foetal health physician clients.  
The Viracor-IBT and NTD Labs partnership is a great 
example of the capabilities and cross-functional synergies 
being developed and driven through the Eurofins network 
of laboratories to bring innovative, high quality testing to 
more patients. For more information, 
visit www.viracoribt.com and www.ntdlabs.com.

Eurofins launches cGMP-compliant clinical manufacturing 
through US and EU acquisitions
Richard Kenley, PhD, Chairman of Eurofins Advantar, RichardKenley@eurofinsus.com and 
Marcel Langoor, PhD, Director Business Development of Eurofins Sinensis, MarcelLangoor@eurofins.com

Continually enhancing its global laboratory services 
portfolio to meet clients’ evolving needs, Eurofins 
BioPharma Product Testing (EBPT) now offers cGMP-
compliant clinical manufacturing and related services with 
the acquisitions of Sinensis Life Sciences B.V. and 
Advantar Laboratories, Inc. For projects in phase 1 and 2 
of clinical development, EBPT delivers compliant, 
responsive, agile, cost-effective, and highly-flexible 
manufacturing options for preparing small-scale batches 
of drug products, medical devices, active pharmaceutical 
ingredients (APIs), and/or diagnostic kits. EPBT also 
offers associated clinical trial material kitting, 
randomisation, labelling, and logistics support.

Serving impressive and diverse clients, including the U.S. 
Army Medical Material Development Agency for the 
manufacture of an antibiotic cream, Eurofins Advantar 
Laboratories, San Diego, CA, supports customers’ clinical 
manufacturing and packaging needs with a highly 
experienced and capable staff plus a 1200 ft² (110 m²) 
manufacturing suite that includes an ISO 8 clean room. 
This FDA-inspected facility is ideal for GMP 
manufacturing of a wide range of non-sterile clinical 
products, including topical products, solutions, “atypical” 
APIs, reagents, and diagnostic kit components. 
Additionally, Eurofins Advantar provides a full range of 
formulation development, process development, clinical 
packaging, and analytical testing services.

Continued on page 3
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Individualised Medicine push by latest Microarray Technologies
Jens Wiehler, Business Unit Manager, Eurofins Consumer DNA Services, jenswiehler@eurofins.com 
Daniel Langhoff, Business Development Manager, Eurofins Genomics, daniellanghoff@eurofins.com

Personalised, translational or “precision 
medicine” – the terms are many and the 
hype is ubiquitous. Indeed, having an 
approach to incorporate people’s individual 
environment, genes and lifestyle into 
diagnosis, disease prevention and treatment 
promises to transform our healthcare 
systems. This is backed up by President 
Obama’s Precision Medicine Initiative and 
the EU’s Innovative Medicines Initiative 2. 
Eurofins supports its clients in their initiative 
to spearhead these approaches by providing 
high quality service and huge capacities, 
based on game-changing cost-efficient 
genomic chip technologies.

Disruptive innovations enabled by DNA 
technologies

One of the drivers for “precision medicine” is 
the enormous speed of innovations in 
genomic technologies. Remember, DNA 
sequencing is the fastest technological 
development ever on earth. The first human genome mapping 
was completed in 2003. Today, full genomes of large donor 
cohorts have been analysed via next generation sequencing 
technologies, giving scientists an enormous leap in 
understanding gene-disease relationships, functional 
background, drug metabolism and side effects. This has been 
followed by new targeted technologies, providing analytical 
power for more in-depth analysis and for larger cohort testing 
and stratification.

Uncovering genetic background of health and diseases with 
large cohort studies

One of the standing challenges is to retrieve statistically sound 
information about how traits are related to individual complex 
genetic backgrounds. Such large scale genome-wide association 
studies (GWAS) are used in human and animal healthcare 
contexts and massively in “marker-assisted” animal and plant 
breeding, as one of the solutions to “feeding the world.” 
Technologically, DNA microarrays with up to a few million genetic 
markers are currently key to screening through the genetics of 
large numbers of individuals. The analytical costs from tissue, 
blood or saliva sample to high marker density results are already 
well below $100 per sample. 

Array throughput of up to 15,000 GLP/GCP samples per 
week 

In Europe, Eurofins Genomics has established the largest 
commercial laboratory for such analyses. Its clients, who are 
pharmaceutical companies, biobanks and academic institutions, 
enjoy a throughput of up to 15,000 samples per week. This 
includes full GLP/GCP certification and turnaround times of down 
to one week. Fifteen years ago Eurofins Genomics was already 
the European pioneer service provider. Eurofins Genomics is 
Illumina CSPro Certified and Affymetrix Authorised Service 
Provider. Its references of previous microarray projects include 
genotyping of 500,000 sample cohorts and national biobank 
screening. 

Game changing new array secured by Eurofins, available 
October 2016

A particularly exciting development is the Illumina Infinium® 
Global Screening Array, which will be fully released end of 2016. 
Due to the combination of drastically reduced costs and quality 
improvements it’s expected to become a new standard in the 
healthcare industry and academia. It contains more than 700,000 
up-to-date markers, optimised for human GWAS, including 
clinically relevant content, rare variants, global population 
resolution of which up to 50,000 can be optionally replaced by 
custom markers. The array is further optimised to allow 
“imputing” for approximately 85% of all known human genetic 
markers (with an accuracy score > 0.80). As an example, for the 
American super population alone, 10 million markers with a 
“minor allele frequency” of >1% can be addressed by imputation. 
Already pre-release, Global Screening Arrays for analysis of far 
above 3,000,000 samples have been ordered through 
participants of an Illumina consortium. This paves the way for 
new cohort sizes, driving further realisation of diagnosis, disease 
prevention and treatment promises.

No need to emphasise that Eurofins Genomics has signed up to 
the consortium, as one of very few service providers, to secure 
the opportunity for its clients to benefit from lowest costs and 
earliest access. Eurofins is fully prepared to run large cohorts in 
GWAS, clinical studies and biobanking. Teaming with its clients 
from the pharmaceutical industry, biobanks and academic 
institutions, Eurofins Genomics continues contributing to 
progress in diagnostics, drug development and individualised 
medicine.

For more information, visit www.eurofinsgenomics.eu/gwas
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Glycans: A critical quality attribute for biopharmaceutical products
Jon S. Kauffman, Ph.D., Senior Director, Eurofins Lancaster Laboratories, JonKauffman@eurofinsUS.com

Glycans, also known as oligosaccharides or polysaccharides, 
are complex, highly-branched carbohydrate structures composed 
of sugars such as fucose, galactose and mannose. They are 
typically found either attached to proteins (glycoproteins) or lipids 
(glycolipids).  Glycosylation, the process of adding sugar units to 
a substance (protein), is a common post-translational 
modification (PTM) in eukaryotic cells. There are two main types 
of glycans - N-linked glycans, which are bound to 
the nitrogen on the amino acids asparagine 
or arginine and O-linked glycans, which 
are bound to the hydroxyl oxygen on 
the amino acids serine or threonine.

Although there is still much to 
learn about glycans, it is widely 
believed that they may affect a 
protein’s functionality and 
critical properties such as 
binding, stability, folding, 
immunogenicity and turnover. 
For example, the Zika virus has 
been covered widely in the 
news over the last several 
months.  Purdue University 
researchers recently reported that 
they have determined the structure of 
the Zika virus. The team found that the 
glycosylation site in the Zika virus differs from 
other similar viruses. This is a significant finding 
because human cell receptors can bind to the glycan, and 
understanding this mechanism may help in developing a vaccine.  
Monoclonal antibodies and other therapeutic glycoproteins, 
which are common biopharmaceutical products, may contain up 
to 30% carbohydrates. Therefore, a thorough knowledge of the 
glycan structure is necessary in order to ensure a well-
characterised biopharmaceutical product.

There are numerous approaches employed to characterise 
glycans, and there are also many analytical challenges and 
considerations. Since there are no UV-active chromophores on 
glycans, they cannot be detected by common quality control lab 
detectors like UV unless they are labelled. Further the 
preparation can be tedious, labour intensive, and technique 
dependent. Once the sample is prepared for analysis, the 
various glycans are so similar and hydrophilic that they can be 

very difficult to separate. Thus, complex chromatography 
utilising shallow gradients with long run times and 

specialty techniques such as Hydrophilic 
Interaction Liquid Chromatography (HILIC) may 

be required.

Eurofins Lancaster Laboratories has 
significant experience analysing glycans. 
Information from glycan analysis can be 
used at all stages of drug development to 
determine identities and quantities of the 
various monosaccharides/glycans present, 
type of glycosylation (N-linked and/or 

O-linked), extent to which glycosylation has 
occurred, consistency between batches for 

release during the manufacturing process, 
comparison of glycoproteins manufactured using 

different cell lines, and specifications for stability 
and release.

A related analysis performed in our laboratory is sialic acid 
quantitation. Sialic acid is a generic name for a unique group of 
over thirty 9-carbon monosaccharides that attach to the ends of 
glycans. N-Acetylneuraminic acid (NANA) and 
N-Glycolylneuraminic acid (NGNA) are the 2 common sialic 
acids found in humanised antibodies (99% usually is NANA).  It 
is critical to measure sialic acid content as it can have significant 
therapeutic implications.
For more information, please visit www.eurofins.com/biopharma

Eurofins launches cGMP-compliant clinical manufacturing through 
US and EU acquisitions
Continued from front page

Located in the Bio Science Park in 
Leiden, the Netherlands, Eurofins 
Sinensis houses cGMP 
manufacturing activities in two of its 
sites. Clean room suites in total of 
861 ft² (80 m²) for handling “normal” 
products are located at Eurofins 
PROXY Laboratories, and an 
isolator for dealing with highly-
potent compounds such as 
hormones and cytostatics (no 
penicillins and cephalosporins) is 
located at Eurofins MicroSafe 
Laboratories.

Eurofins Sinensis is highly specialised and experienced in 
manual fill and finish (F&F) of liquid parenteral products ranging 
from nasal sprays (0.1 – 5 mL) and ophthalmic solutions to vials 
(2 – 50 RDIN) and bottles (100 – 1,000 mL) to infusion bags 

(50 – 500 mL) to pre-filled syringes 
(0.5 – 50 mL) and cartridges (0.5 – 
5 mL). Customers can supply a 
“ready-to-fill” bulk solution or the API 
which is subsequently compounded 
into bulk (max 100 Liter).

In addition to F&F services, Eurofins 
Sinensis offers related capabilities 
such as labelling, secondary 
packaging, storing and distributing 
(under a GDP license) and a large 
array of analytics from method 
development to qualification and 

validation, from release to stability. Also Qualified Person 
services as issuing Certificates of Conformity and batch 
certification belong to Sinensis’ services. 
For more information, visit www.sinensislifesciences.com
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General contact
pharma@eurofins.com

Phase I, phase II, late phases, food trials, 
clinical enquiries, vaccine studies
clinicaltrials@eurofins.com

Bioanalytics, pharmacokinetics, 
metabolism
bioanalysis@eurofins.com

Global Central Laboratory
clinicaltrials@eurofins.com

Pharma Products Testing USA
GMP_US@eurofins.com

Pharma Products Testing Europe
GMP_EU@eurofins.com

Pharma Discovery Services
discoveryservices@eurofins.com

© Published by Eurofins Scientific.

All rights reserved. The greatest care has been taken to ensure 
accuracy but the publishers cannot accept any legal responsibility 
or liability for errors or omissions that may be made.

For further information & contacts in other 
countries please refer to our website
www.pharma.eurofins.com.

Editorial committee: L. Bamford, D. Bontridder, C. Draper, P. Duchêne, S. Hageman, F. Heupel, L. Kandalaft, J. Miller, A. Radici , B. von Klitzing-Stueckle.

BioPharm
a Services

Eurofins Lancaster Laboratories’ new Stability Building doubles 
capacity; offers storage-only and storage/testing options
Lisa Bamford, Communications Manager, Eurofins Lancaster Laboratories, LisaBamford@EurofinsUS.com

Stability programmes are a critical component to 
advancing drug development candidates and supporting 
marketed products. Identifying the optimum outsourcing 
partner with necessary cGMP storage capacity and 
conditions, study management expertise and broad 
testing capabilities is essential to a successful stability 
study. Eurofins Lancaster Laboratories has responded to 
the growing demand for stability study and storage 
support from its Bio/Pharmaceutical and Medical Device 
clients by investing in a new 17,000 square foot stability 
storage facility to be completed end of 2016.

Now with the largest Stability Storage capacity in the US 
with 80,000 cubic feet of storage in 80 chambers, Eurofins 
Lancaster Laboratories offers the complete range of 
specialised conditions with cGMP storage-only and 
storage/testing options for clients’ marketed products, 
drug development candidates, and critical reference 
materials.  All chambers are housed in secured areas, 
continuously monitored by validated monitoring systems 

and supported by a fully validated computerised stability 
laboratory information management system (LIMS) to 
manage and ensure proper execution of studies.

Advantages for the Stability Client:

•	 A total of 80,000 cubic feet of storage in 80 chambers
•	 More than 25 different set points for stability 

chambers, including all ICH conditions
•	 All specialised storage conditions: temperature, light 

and humidity
•	 Large capacity, ultra-low temperature (-80°C) walk-in 

(equivalent to 36 reach-in chambers)
•	 Capacity for 10 additional LN2 cryogenic freezers 
•	 Full stability and reference standard/critical reagent 

storage and testing, as well as storage only options
•	 Stability support including protocol writing and 

method development/validation 
•	 cGMP retain programme management
•	 International Shipping Specialist to ship products and 

critical reagents anywhere in the world, navigating 
permitting, importing and customs

•	 Risk mitigation with redundant controls, 24-hour 
camera monitoring and back-up generators

•	 Online data access portal LabAccess.comSM features 
stability calendar displaying study progress with 
sample number links to view live data

•	 Building designed to triple in size as client needs 
grow

Backed by 55-year history of delivering comprehensive 
laboratory services and fostering thousands of client 
relationships, Eurofins Lancaster Laboratories is the 
outsourcing partner of choice for vast stability storage 
capacity, comprehensive storage conditions, risk 
mitigation, and cGMP compliant testing capabilities. For 
more information on the advantages of Eurofins Lancaster 
Laboratories’ new state-of- the-art Stability Building and 
GMP storage-only or storage/testing options, 
please visit www.eurofins.com/biopharma
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