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Sky’s the limit-55 years of epic growth.
                                                               read more inside       

  

Future 5-story, 168,000-square- 
foot laboratory addition,  

commencing 2017

New 17,000-square-foot Stability Building, 
totaling 80,000 cubic feet of storage in 80 
chambers

A member of Eurofins BioPharma Product Testing
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by Timothy S. Oostdyk, Ph.D., Chairman, Eurofins Lancaster Laboratories; Group Senior 
Vice President, Eurofins BioPharma Product Testing Group 

Neal Salerno, President, Eurofins Lancaster Laboratories, and Dr. Timothy Oostdyk,  
discuss building plans for Lancaster’s latest and largest expansion project.

What’s fueling our growth?

This year Eurofins Lancaster Laborato-
ries celebrates over 55 years of strong 
performance in delivering an outstand-
ing service experience to our clients. 
With quality remaining as the continual 
driver, our strategic client relationships 
have fueled our growth and success.  I 
am thrilled to report that in 2017 we are 
poised to begin our 13th and largest 
building expansion in the history of our 
Lancaster campus. And we are also 
initiating significant expansions of our 
Eurofins BioPharma Product Testing 
laboratories in Ireland and Munich (see 
p.4 for details on the Ireland expansion). 
And on the opposite page, you can read 
about our recently completed state-of-
the-art GMP Storage building in Lan-
caster to further enhance services to our 
Bio/Pharmaceutical and Medical Device 
clients. 
As we strive to provide innovative, timely 
and cost effective scientific solutions to 
help our customers better manage the 
drug development process, we continu-
ally examine areas where we can grow 
with our clients and add value to our 
relationships. As we are all well aware, 
the bio/pharmaceutical development 
pipeline is extremely robust, not only with 
traditional products such as monoclonal 
antibodies, but also with newer modalities 
such as gene and cell therapies, mRNA, 
antisense, antibody drug conjugates, and 
fusion proteins.  Further, promising clini-

cal results, combined with accelerated 
regulatory pathways, have shortened 
development timelines of some novel 
drugs for the treatment of rare and once 
incurable diseases.  In response, we 
have expanded our technical expertise 
and depth of capacity.
Currently, we are seeing increased 
demand to support the testing around 
supply chain management for both R&D 
and manufacturing.  This encompasses a 
multitude of services including support for  
cell lines, critical reagents, media com-
ponents, reference materials, expanded 
outsourcing of raw materials, and the 
complete range of storage and testing for 
drug substance and drug product for both 
small molecules and biologics.    
Further, areas such as trace metals, 
residual impurities and extractables & 
leachables continue to be strong growth 
areas as demand continues to ramp 
up due to more sophisticated delivery 
technologies and new requirements go-
ing into effect as early as 2018.  And in 
response to increased container testing 
requests as regulations for this testing 
have evolved, we continue to invest and 
expand in all the latest container testing 
technologies (see page 6 for details).  
Our flexible service models, including 
PSS and FTE, continue to flourish as cli-
ents pursue external resources which are 
dedicated to and fully aligned with their 

own processes and most importantly are 
flexible in response to their ever chang-
ing needs.  And now we are seeing more 
interest earlier in the drug development 
pipeline as well.   

Driven by US market needs, as 
well as a heightened focus on drug 
delivery, we’ve expanded and for-
malized our medical device testing 
services. Leveraging our more than 
20 years of experience in medi-
cal device testing, we established  
Eurofins Medical Device Testing to 
provide comprehensive services 
--from implants and instruments, to 
single-use and combination prod-
ucts, as well as active electronic 
devices--clients receive the optimal 
testing strategy for all types of class 
I, II and III medical devices, both in 
the US and Europe.  
None of our success is possible 
without our highly qualified scien-
tists and leaders, and therefore we 
invest heavily in training, career de-
velopment and growth. With one of 
the lowest turnover rates in the in-

dustry, clients enjoy working with the same 
people year after year as their careers ad-
vance within our organization. We are also 
very excited earlier this past year to bring 
a new President in to lead the Eurofins 
Lancaster Laboratories organization. Neal 
Salerno joined us with a wealth of execu-
tive experience in a number of regulated 
industries. Neal’s extensive background in 
leading complex and multi-site operations, 
along with extensive experience in Lean 
and process optimization, have brought 
a strong dynamic to complement and 
enhance the talent and perspective of our 
leadership team. I am extremely pleased 
to have Neal on board to lead this next 
phase of growth and expansion of the 
Eurofins Lancaster Laboratories business. 
Clearly it is exciting times for the entire 
biopharmaceutical industry, as well as 
for Eurofins Lancaster Laboratories and 
the broader Eurofins BioPharma Product 
Testing group. I think you will agree that 
working in our industry is both enriching 
and challenging, and every day brings 
new dynamics. My commitment to you 
is that we will continually invest in our 
network and platform to provide the most 
comprehensive services at the highest 
quality available.  And as requirements 
become more complex, and expectations 
around quality become ever heightened, 
we will work extremely hard to stay ahead 
of the curve to serve you. 
Thank you for your business, and for the 
trust you place in us. 
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New Stability Building doubles capacity;  
offers storage-only and storage/testing options 
Stability programs are a critical compo-
nent to advancing drug development 
candidates and supporting marketed 
products. Identifying the optimum out-
sourcing partner with necessary cGMP 
storage capacity and conditions, study 
management expertise and broad testing 
capabilities is essential to a successful 
stability study. Eurofins Lancaster Labo-
ratories 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 Lan-
caster Labs offers the complete range 
of specialized conditions with cGMP 
storage-only and storage/testing options 
for clients’ marketed products, drug de-
velopment candidates, and critical refer-
ence materials.  All chambers are housed 
in secured areas, continuously monitored 
by validated monitoring systems and 
supported by a fully validated computer-
ized stability laboratory information man-
agement system (LIMS) to manage and 
ensure proper execution of studies.
Advantages for our Stability Clients:
• A total of 80,000 cubic feet of storage 
in 80 chambers
• More than 25 different set points for 

stability cham-
bers, including 
all ICH condi-
tions
• All specialized 
storage condi-
tions: tempera-
ture, light and 
humidity
• Large capac-
ity, ultra-low 
temperature 
(-80oC) 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 sup-
port including 
protocol writing 
and method 
development/
validation 
• cGMP retain program management
• International Shipping Specialist to 
ship products and critical reagents any-

where in the world, navigating permitting, 
importing and customs
• Risk mitigation with redundant controls, 
24-hour camera monitoring and backup 
generators
• Online data access portal LabAccess.
comSM features stability calendar display-
ing study progress with sample number 
links to view live data
• Building designed to triple in size as cli-
ent needs grow
Backed by a 55-year history of delivering 
comprehensive laboratory services and 
fostering thousands of client relation-
ships, 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, 
visit EurofinsLancasterLabs.com. 
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Eurofins Lancaster Laboratories expands facilities in US & EU

Fueled by strong and steady busi-
ness growth as well as the need to 
continually hire new staff and expand 
laboratory capacity, Eurofins Lancaster 
Laboratories has commenced strategic 
plans to erect a massive building ad-
dition to its South Campus (see front 
page). This comes in tandem 
with its 2016 Training Center 
expansion, tripling the size to 
6,100 square feet, and new 
17,000-square-foot stability 
building, bringing total stor-
age capacity to 80,000 cubic 
feet in 80 chambers (see p. 3).
Slated to begin early 2017, 
this 168,000 square-foot, 
five-story addition would 
represent Lancaster’s 13th 
major expansion in 55 years. This addi-
tion on its 71-acre campus will bring the 
facility footprint to more than 500,000 
square feet. And with a constant eye 
on the future, this new building addition 
has the potential to be expanded to 

Lancaster site poised for major facility expansion and job creation

Ireland site expanding footprint; increasing staff
Eurofins Lancaster Laboratories 
is expanding its Dungarvan, Ire-
land campus, including the devel-
opment of a new building as well 
as expansion of its current facility. 
Further, as a major employer in 
the Southeast of Ireland, Eurofins 
Lancaster Laboratories is set to 
increase its workforce to over 
500 staff by 2021 with this invest-
ment by its parent company, 
Eurofins Scientific. Over 175 new 
jobs have been created in the 
past 24 months.
The launch of this major building 
expansion program combines 
the expansion of the existing 
2,700m2 laboratory with an additional 
4,400m2 extension, as well as the de-
velopment of a 1,800m2 second site on 
the campus located in the IDA Business 
Park, Dungarvan. This means that the 
project will bring the group’s capacity 
to almost 9,000m2 of state-of–the-art 
laboratory surface to serve the biophar-
maceutical industry in Ireland and the 

UK. The project is another example of 
the commitment of Eurofins Scientific to 
continued growth and investment in its 
laboratory operations in the region.
“This expansion is the result of suc-
cessfully growing strategic partnerships 
with our clients and the value we bring 
to them and their target markets. And 
it reinforces Eurofins’ absolute commit-

ment to aggressively funding growth to 
enhance the way we serve our cus-
tomers as well as build the best and 
widest-reaching testing network in the 
biopharmaceutical market,” said Timothy 
S. Oostdyk, Ph.D., Chairman, Eurofins 
Lancaster Laboratories, and Group Se-
nior Vice President, Eurofins BioPharma 
Product Testing. 

425,000 square feet, far larger than 
the 330,000 square feet that Eurofins 
Lancaster Laboratories now occupies.
Eurofins Lancaster Labs received 
tremendous support to help fund the 
venture from parent company, Eurofins 

Scientific, as well as a $1M Pennsyl-
vania First Grant and $1.05M PA Job 
Creation Tax Credits. For the latter, 
the company has committed to creat-
ing 350 new jobs. Occupancy date is 
anticipated to be end of 2018.

A glance back: From our humble 900-square-foot-laboratory beginnings in 1961 
to our 500,000-square-foot, state-of-the-art complex (see cover photo), it’s been a 
superb journey of fostering thousands of client partnerships, while participating in 
the most exciting scientific advancements during the past 55 years.

Founder Dr. Earl H. Hess with client-1961



Bio/Pharmaceutical NEWS 5 Winter 2017

Contact us
For information on services,  litera-
ture requests or address changes, 
please contact: Bio/Pharmaceutical 
Business Development, 717-656-
2300 or pha@EurofinsUS.com
See how our Flexible Service Mod-
els can meet your project needs at: 
EurofinsLancasterLabs.com.

Weihong Wang, Manager, Molecular 
and Cell Biology, & Svetlana Mogilyans-
kiy, Manager, Cell Banking
Determination of the biological activ-
ity, or potency testing, of a biological 
therapeutic is a critical component of 
product quality control. Different types 
of assays may be adopted for potency 
measurement; however cell-based as-
says remain the preferred format within 
the industry. Traditionally, cell based as-
says require extended cell culture time. 
Cells need to be thawed from cryovials 
and allowed to recover for a period of 
time (typically no less than 2 passages) 
before testing can be performed. This 
process can be labor intensive, costly, 
and time consuming, which conse-
quently may cause a delay in timely 
product release. In addition, when cells 
are maintained for a prolonged pe-
riod of time, the risk of assay drift may 
increase.  It is with these challenges in 
mind, that Ready-To-Use (RTU) cells 
have emerged as an increasingly popu-
lar alternative.  
RTU cells are cryopreserved under 
optimal conditions to allow the cells to 
be thawed and used directly in assays 
without an extended recovery/expan-
sion period. Often times, the significant 
reduction of culture manipulation also 
results in more consistent assay perfor-
mance. The RTU assay format was ini-
tially developed and implemented in QC 
laboratories by the bioassay experts at 
Roche (Genetech) and Amgen, and has 
since been adopted with great enthusi-
asm by the industry.  Successful use of 
RTU cells can significantly reduce cost, 

RTU cells in bioassays: increased efficiency and decreased cost
increase 
efficiency 
and assay 
consis-
tency, but 
is very de-
pendent on 
the quality 
of the cell 
bank. 
Several 
consider-
ations need 
to be made 
when pre-
paring RTU 
cell banks.  
First, since 
the cells go 
into assay 
without a 
recovery 
period, high 
thaw viabil-
ity (typically 
>90%) is 
critical in 
order to 
support sat-
isfactory assay performance.  
Second, since each cryovial within the 
bank usually supports no more than a 
single assay, the consumption rate of 
the RTU bank is high.  
Therefore, RTU banks tend to be large– 
anywhere from 200 to 1000+ vials, de-
pending upon the frequency of testing.  
For the same reason (single use), each 
cryovial needs to contain a high number 

(5x106 to 2x107) of cells. The creation of 
such large banks with high cell density 
and viability can pose significant chal-
lenges. Optimal freezing conditions may 
need to be determined in pilot studies.  
Cell physiology prior to banking is critical 
and key factors typically include the pres-
ence of such freezing media components 
as DMSO and serum.  The use of other 
appropriate media supplements or the 
use of an alternative serum-free freezing 
media can also influence the quality of 
the bank.  
Last but not least, a streamlined process 
to reduce exposure time of the cells to 
the freezing media while vialing should 
also be implemented. Cryovials from the 
pilot studies should be assessed for thaw 
viability and more importantly perfor-
mance in potency assay to facilitate the 
selection of final freezing conditions.
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Jen Roark, Manager, Eurofins Medical Device 
Testing

The Chemistry and Container Testing 
group at Eurofins Medical Device Test-
ing has recently purchased a VeriPac 
455-M5 vacuum decay instrument from 
Packaging Technologies and Inspection 
(PTI).  This equipment can perform leak 
testing on container/closure systems 
such as syringes, vials, and pouches.  
Historically, container closure integrity 
testing has been performed by either dye 
immersion (tracer liquid) or by microbial 
challenge, which are considered by USP 
to be probabilistic tests.  Movement away 
from probabilistic test methods to more 
deterministic methods is the focus of the 
new USP general chapters <1207.1>, 
<1207.2>, and <1207.3>, which became 
effective on August 1, 2016, in the first 
supplement of USP 39 – NF 34.
Per USP <1207.2>, the vacuum decay 
technique is a deterministic method for 
detecting leaks. The test is based upon 
ASTM F2338-09. This technique is non-
destructive to the sample and is sensi-
tive enough to detect leaks down to 

approximately 5-10 microns.  Because 
the test is non-destructive, the same 
sample can be used for other laboratory 
tests typically required during stability 
studies once the vacuum decay test has 
been performed. This option reduces 
the amount of valuable finished drug 
product required for stability testing.  
Traditional dye immersion or microbial 
challenge methodologies are destructive 
to the samples under test, and typically 
require a significant number of units for 
method development and validation.
In addition to vacuum decay, the group 
has also purchased several other pieces 
of equipment to support container 
closure integrity testing. The following 
techniques will be rolled out over the 
next several months.
•The E-Scan 655 MicroCurrent High Voltage 
Leak Detector (HVLD) from PTI uses an 
electrical current to detect package defects.  
This technology is suitable for use with liquid-
filled parenteral drug product containers and 
syringes, where the packaging is far less 
conductive than the liquid inside.
•The FMS-760 Oxygen Headspace Analyzer 
from Lighthouse Instruments, LLC uses 

frequency modulation spectroscopy (FMS) to 
detect oxygen in the headspace of transpar-
ent rigid containers. A rise or fall in the oxygen 
levels in the container’s headspace indicates a 
leak. This technique is completely non-destruc-
tive to the sample under test, and is a great 
option for leak testing parenteral containers 
both before and during stability studies.  It can 
also be used to determine the rate of oxygen 
permeation into a sealed container over time.
•The TM Electronics BT Integra Burst, Creep 
and Leak Tester measures leaks by pressure 
decay based upon ASTM F2095. Eurofins has 
purchased this equipment to accommodate 
both seal strength and package integrity test-
ing for flexible packaging, such as bags and 
pouches.  This technique is destructive to the 
container under test.
•Helium Mass Spectrometry as described 
in USP <1207.2> as “Tracer Gas Detection, 
Vacuum Mode,” quantitates the flow rate of 
helium from leaks in packaging after having 
been flooded with helium as a tracer gas. If a 
defect is present, the helium is then drawn out 
of the packaging through the defect by vacuum 
and detected using a mass spectrometer. This 
method is the most sensitive option, allowing 
for the detection of defects as small as 0.2 
microns.

Choose from several Container Closure Integrity Testing options 

Chris Barnes, Group Leader/Scientist, 
Chemistry & Container Testing 
It’s easy to go into your medicine cabi-
net and open an adhesive bandage 
or uncap a bottle without even think-
ing about how much testing goes into 
ensuring that those packages work the 
way they are supposed to work. Amaz-
ingly, how much force it takes to open 
these packages or to operate a device 
such as a syringe is evaluated through 
rigorous testing, primarily using equip-
ment such as Instron universal testing 
systems. 
Eurofins Medical Device Testing uses 
this equipment to perform such force 
testing services for both our pharma-
ceutical and medical device clients.  
We have several 3300 series Instron 
model force testers to perform various 
functionality tests so that drug and 
device manufacturers can be sure that 
their products function appropriately 
and are easy to use for their patients.
The Instron 3343 single-column table 
frame is extremely versatile. With the 
proper fixtures, many different types 

of mechanical tests 
can be performed, 
such as compression, 
peel force, and tensile 
strength testing. In 
addition, syringeabil-
ity, break free, glide, 
and activation force 
of the needle safety 
guard for syringes are 
performed using this 
equipment. Extensive 
research and devel-
opment goes into 
formulating pharma-
ceutical products and 
designing medical 
devices. Likewise, 
package development 
and engineering is 
an integral part of the 
overall product.  
As part of our one-
stop shop, we provide 
these force testing 
services along with the physiochemi-
cal testing associated with packaging 
and the full suite of finished product 

Stuck on Instron

testing to provide the data that will 
gain regulatory and marketing approv-
al of your product.
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People 
are the 
chemistry

At Eurofins Lancaster Laboratories, 
we believe that our people provide our 
strength. Their dedication to quality, 
professional competence and hard 
work are the key elements in the com-
pany’s success.  In this regular feature, 
we introduce you to some of the people 
who have helped make Eurofins Lan-
caster Laboratories an industry leader.

Bringing 21 years of experience 
with Eurofins Lancaster Laborato-
ries to her new role as Manager of 
Chemistry & Container Testing for 
Eurofins Medical Device Testing, Jen 
Roark sees great potential for this 
new business venture. Previously, 
Jen was Manager of Extractables 
& Leachables, overseeing relevant 
container closure, combination prod-
ucts and single-use systems testing, 
which translates well for enhancing 
many existing client partnerships as 
well as opening doors to new rela-
tionships with an expanded portfolio 
of medical device service offerings. 
Here’s a slice of Jen’s life:
What does your current job 
entail? 
As Manager, I am building our 
capabilities for plastics and glass 
container testing as well as elas-
tomeric closures per the various 
compendia (USP, EP, JP). I am also 
adding new services such as force testing 
and leak testing of drug-product packag-
ing, combination-product packaging, and 
sterile-barrier packaging for medical de-
vices. New leak testing techniques include 
vacuum decay, pressure decay, high-volt-
age leak detection (HVLD), helium mass 
spectrometry (helium leak), and FMS Oxy-
gen Headspace Analysis.  I serve as the 
technical contact for client inquiries, and 
I entertain client visits, audits, and meet-
ings via teleconference. I also manage the 
financial aspects of the business to ensure 
that the group is successful.
What is the scope of your group?
My group performs the physiochemical 
testing required for drug product contain-
ers, combination products, and medical 
devices.  We also perform Container Clo-
sure Integrity testing using various meth-
ods such as dye ingress, dye penetration, 
as well as the leak-testing techniques 
detailed above.  Syringeability tests and 
other forms of force testing for syringes 
are also performed in my group. These 
tests include break-free force, glide force, 
and activation force for the needle safety 
guard using an Instron Model 3343 single-
column table frame. We also support the 

chemical characterization and ethylene 
oxide residuals tests associated with 
ISO 10993.
What process improvements does 
your group initiate to serve clients 
better?
As we are always looking for ways to 
streamline processes and workflows, 
we have set up the department using 
many of the best practices imple-
mented by the Raw Materials Testing 
groups. One process we have recently 
implemented that should produce 
significant efficiency gains is the use 
of electronic notebooks for documen-
tation. These notebooks will help to 
reduce documentation errors such as 
omissions of critical steps or observ-
able data. When the documentation is 
complete, the need for rework due to a 
documentation error is greatly reduced.
Why should clients trust us with their 
projects?
Quality has always been and always 
will be our top priority.  We value all of 
the feedback that we have obtained 

from clients over the years through audits 
and comments on data packages and 
reports or CoAs.  We incorporate that feed-
back and implement these recommenda-
tions where we can to continuously improve 
our data, which is our product.  We also hire 
the best talent and ensure career develop-
ment for our analysts.  It is our expectation 
that analysts maintain their knowledge 
base in their particular areas of expertise, 

and always keep abreast of the newest 
technologies applicable to the types of 
testing offered in our groups.  We also 
strive to provide our customers with 
excellent service every time they award 
us their work.  We can be depended 
upon to deliver high-quality results when 
the client needs them.
You’ve been here for 21 years and 
seen countless changes. Is there 
anything that hasn’t changed during 
your tenure?
The thing that hasn’t changed in the 
past 21 years is the same thing that has 
kept me here that long, and makes me 
want to stay her until I retire (or until they 
kick me out, whichever comes first!).  
It’s our people.  The company culture 
has always fostered building teamwork, 
which in turn, allows us to build strong 
relationships with our coworkers and 
even our clients.  I often think of my 
coworkers as my extended family, and I 

am so very proud to be a member of such a 
great team for such a long time!
What kind of volunteer activities have 
you been involved with?
I am currently volunteering on the ASTM 
E55.04 Subcommittee for the development 
of a consensus standard for determining ex-
tractables from components associated with 
single use systems for bioprocessing. Prior 
to managing the Chemistry and Container 
Testing group, I supervised the Extractables 
and Leachables Testing group for 10 years.  
I am considered a subject matter expert in 
extractables and leachables testing, and 
therefore have been very actively partici-
pating in the drafting of ASTM WK43975 
Standard Practice for Determining and 
Characterizing BioProcess Extractables 
from Components, Sub-assemblies and As-
semblies used in Single-use Applications.
And when you’re not working?
My other job is Mom and spouse! Together 
with my wonderful husband, we are raising 
two amazing children who love baseball, 
soccer, swim team, skiing, and of course, 
the beach.  My favorite thing to do is ski, 
and I cannot wait until winter is here. When 
it’s not winter, I enjoy sailing a boat that one 
of my former coworkers gave me.

Jen Roark with husband, Philip, and  
their children, Ethan and Molly.
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Find us us at... Get the inside look 
through our Virtual Tours
Tour our 
state-of-the-
art laborato-
ries online for  
an in-depth 
look at our 
expertise, ca-
pabilities and 
capacity at: 
EurofinsLan-
casterLabs.com, under News & Events.

PepTalk  January 9-13  San Diego, CA  
CASSS WCBP  January 24-26  Washington, DC  
BioProcess  February 27-   San Francisco, CA 
International West March 2
BEBPA US Bioassay Conf.  March 8-10 San Francisco, CA 

Presentation:Validation of Methods for the Measurement of Adalimumab 
and Etanercept Biopotency presented by Evelyn Kilareski, Ph.D., 
Principal Scientist/Group Leader, Cell and Molecular Biology Method 
Development and Validation

Extractables, Leachables,   March 9-10  Philadelphia, PA 
& Elemental Impurities

Presentation: Extractables and Leachables: Challenges with Polysor-
bate 80 presented by Michelle Kolodziejski, MS, Principal Chemist, 
Extractables and Leachables Testing

Extractables & Leachables USA  May 9-11  Falls Church, VA
CPhI North America May 16-18 Philadelphia, PA
BioProcess International  September 25-28  Boston, MA

 


