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by Timothy S. Oostdyk, Ph.D., President, Euro-
fins Lancaster Laboratories; Sr. Vice President, 
Eurofins BioPharma Product Testing Group

PSS enhances name to better 
reflect insourcing services
Over the past 13 years, Eurofins Lancaster 
Laboratories Professional Scientific Staffing 
(PSS) has grown dramatically to employ more 
than 1,000 global staff, serving clients at more 
than 40 locations in over 10 countries. To 
clearly delineate and reflect the broad scope 
of services to clients, the legal name has been 
changed to Eurofins Lancaster Laboratories 
Professional Scientific Services, LLC, replac-
ing Staffing with Services to accurately reflect 
insourcing services. 
As PSS has grown its insourcing solutions 
to meet client’s evolving needs, this name 
enhancement reflects an expansion from 
offering staffing services in 2002, to deliver-
ing comprehensive laboratory management 
insourcing solutions today. And the new PSS 
logo--Eurofins Lancaster Laboratories PSS 
Insourcing Solutions--reflects this growth and 
evolution of services and capabilities. 
From a business standpoint, it remains busi-
ness as usual. Capitalizing on more than 50 
years of Eurofins Lancaster Laboratories qual-
ity testing success, PSS will continue to bring 
this expertise to clients’ sites and provide out-
standing insourcing solutions, delivering cost 
effective and strategic partnerships to clients. 
In addition to the award-winning PSS service 
model, Eurofins Lancaster Laboratories also 
offers the traditional Fee for Service and Full 
Time Equivalent service options, helping cli-
ents balance market demands and fixed drug 
development cost challenges and effectively 
allocate their research and manufacturing 
expenditures through variable cost solutions.
Timothy S. Oostdyk, Ph.D., President, 
Eurofins Lancaster Laboratories, and Sr. 
Vice President, Eurofins BioPharma Product 
Testing Group, has named Beth DiPaolo,M.A., 
President of the new PSS legal entity, Eurofins 
Lancaster Laboratories Professional Scientific 
Services, a wholly-owned subsidiary of Euro-
fins Lancaster Laboratories, Inc.  “Beth has led 
the PSS business since its inception, and she 
and her team have done an outstanding job of 
serving Eurofins Lancaster Laboratories’ cus-
tomers and strategically developing insourcing 
solutions,” says Oostdyk. “Our objective going 
forward is to ensure that clients receive the 
strategic partnership and full value of all of the 
service models and services available globally 
from Eurofins Lancaster Laboratories and 
Eurofins BioPharma Product Testing group.”   

Transforming science into outstanding service 
through our flexible service models

Our team continues to work hard every 
day to provide you with the world’s most 
comprehensive range of GMP product 
testing services, harmonized and robust 
quality systems and a market leading LIMS. 
But ultimately it is the collaboration with our 
clients and use of our flexible service models 
that have been the driving force behind our 
successful long-term client partnerships. It is 
one thing to have enviable facilities and ca-
pabilities, yet quite another to house some of 
the industry’s brightest scientists and project 
managers working to transform our scientific 
capabilities and service models into a truly 
compelling and strategic service. 
Simply put, our primary goal is to engage 
with our clients to enable them to most effec-
tively maximize their research and manu-
facturing expenditures.  And we have found 
that the most effective way to do this is with 
highly evolved and flexible service models, 
which include our fee-for-service (FFS),  
managed hours, full time equivalent (FTE), 
and  award-winning Professional Scientific 
ServicesSM (PSS). 

Clients outsourcing activities and business 
needs can vary greatly and change rap-
idly, depending on phase of development, 
manufacturing strategy, country, regulatory 
requirements, timelines and budgets. There-
fore many of our clients opt for the use of 
multiple service models, depending on their 
immediate needs and insourcing/outsourcing 
strategies.  
There are many examples of this that I could 
give you.  One scenario that we have seen 
numerous times in multiple countries in-
volves the commissioning of a new facility or 
validation of a new process.  In this situation 
our in-house PSS teams support a variety 
of validation and QC activities, while our 
laboratory facilities provide fee for service 
testing expertise and capacity for a variety of 
supporting activities. This can be highly cost 
effective while providing significant talent to 
help manage the multitude of challenges that 
occur with facility/process implementation.  
Another common example is support of 
our clients who plan to market products in 
multiple regions under different regulatory 
authorities, and therefore engage our Euro-
fins Biopharma Product Testing laboratories 
in both the US and EU.  We have found that 
dedicated FTE teams at our labs in both the 
US and EU have been highly effective, and 
allow us to perform simultaneous method 
implementation.  This is accomplished under 
protocol through a highly-coordinated, co-
validation activity between the FTE teams. 
In both these examples, we also support 
these clients’ other outsourcing needs, such 
as raw materials testing, under a traditional 
FFS contract.  The result of the multiple 
service models and global lab presence (see 
map below) is an efficient, flexible, cost-
effective, and harmonized experience.
The bottom line is that we know that ev-
eryone in our industry today has significant 
timeline and cost challenges. So we have 
built our business to offer the most compre-
hensive range of testing services available 

in the industry, along with the most strategic 
and flexible service models.  And to me 
there is nothing more satisfying than when I 
see this strategy delivering real value to our 
clients, and when I see us playing a key role 
in helping you bring life improving therapies 
to patients everywhere. 
We thank you for your business, and look 
forward to serving you. 
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New Biochemistry Capabilities

Biochemistry broadens service options with two new  
instruments: Micro-Flow Imaging (MFI™) and SoloVPE 
Jon S. Kauffman, Ph.D., Senior Director, 
BioPharmaceutical Sciences

MFI™
Subvisible 
particles are 
the class 
of particles 
that are less 
than 100 
µm in size.  
They may be 
proteinaceous 
or non-pro-
teinaceous 
in nature and 
are under 
ever-increas-
ing scrutiny 
by regulators 
due to the 
fact that they 
may pose im-
munogenicity 
risks.  Cur-
rent subvisible particulate standards 
are harmonized across the various 
compendia (USP, Ph.Eur., JP) and 
involve monitoring and counting of 
particles that are ≥ 10 μm and ≥ 25 
μm.  However, since the primary 
focus of USP<788> is on extrinsic/
foreign particulates in small molecule 
parenteral drugs, USP<787> is a new 
chapter that was developed to address 
therapeutic proteins.  In addition, 
USP<1787> is a guidance chapter 
addressing the task of characteriza-
tion of particles with the emphasis on 
proteinaceous particles. FDA expects 
that now in addition to measuring 
particulates that are ≥10 μm in size, 
subvisible particulates in the 2-10 μm 
range should also be characterized 
and quantified using technique(s) that 
can accurately estimate the amount of 
subvisible protein particulates present.  
One of these techniques is flow imag-
ing microscopy.  
Eurofins Lancaster Labs has pur-
chased the Protein Simple Micro-Flow 
Imaging™ (MFI™) 5200 system to 

support our clients with aggregate and 
particle analysis.  The MFI™ is ca-

pable of measuring 
and characterizing 
protein aggregates 
and other particu-
lates such as, air 
bubbles, silicone 
oil droplets and 
contaminants in 
the sub-visible and 
visible ranges. This 
technique is a criti-
cal tool for charac-
terizing subvisible 
particles in stress 
studies, in-use 
studies, and phar-
maceutical manual 
studies. Further, 
the instrument is 
validated for cGMP 
purposes.

SoloVPE
One of the most critical measurements 
of a biopharmaceutical product is the 
protein concentration or A280.  This 
is typically determined by UV-VIS 
spectroscopy.  One of the 
challenges associated with 
this technique is the sample 
preparation, in particular the 
ability to perform extremely 
accurate dilutions.  Many pro-
teins tend to “stick” to plastic 
and glass and also can be 
quite viscous. This can be ex-
acerbated by high concentra-
tion protein solutions, which 
may require the dispensing of 
small aliquots and/or serial di-
lutions. Therefore, a relatively 
simple assay can become 
highly dependent on analyst 
technique and expertise and 
yield results with greater 
than desired error.  In order 
to compensate for this error, 
multiple replicates are usually 
performed in order to monitor 
precision.    

The C Technologies, Inc. SoloVPE 
System is an alternative approach to 
the traditional UV-Vis spectroscopy 
for determining protein concentration.  
While still utilizing the measurement 
principles based on the Beer-Lambert 
Law, the pathlength is varied dynami-
cally; whereas conventional instru-
ments use a single fixed pathlength. 
This technique is known as slope 
spectroscopy.  The ability of the So-
loVPE System to take direct measure-
ments of this slope value allows for 
rapid determination (less than one 
minute) of protein concentration when 
the Extinction Coefficient is known. 
This instrument has been shown to 
perform better than traditional A280 
methods for high concentration protein 
samples over a range of 0.01 mg/ml 
to 300 mg/ml.  However, one of the 
biggest advantages of this technol-
ogy is the fact that samples can be 
run without dilutions, thus eliminating 
the human error discussed above.  
Further, this technique requires no 
baseline correction.  The software is 
21CFR11 compliant so the instrument 
can be utilized for cGMP analyses 
(stability and release testing). 
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Contact us
For information on services,  litera-
ture requests or address changes, 
please contact: Bio/Pharmaceutical 
Business Development, 717-656-
2300 or pha@lancasterlabs.com
See how our Flexible Service Mod-
els can meet your project needs at: 
EurofinsLancasterLabs.com.

by Weihong Wang, Ph.D.  
Technology Development Manager 

Recombinant cell lines are commonly 
utilized in the production of biopharma-
ceuticals.  To ensure product safety, 
sufficient characterization of these 
production cell lines is a regulatory 
requirement.   Cell line characteriza-
tion is a comprehensive program that 
includes an array of testing, among 
which is the identity test.  The purpose 
of the identity test is primarily to confirm 
the cell line’s species of origin, but may 
also assist in detecting contamination 
from other cell lines.
While ribosomal DNA sequencing has 
been well established for accurate spe-
cies identification of microbial cell lines 
at the molecular level, biochemical 
analysis of isoenzyme polymorphism is 
considered the standard test for mam-
malian and insect cell line identification 
for quality control purposes.  Despite 

the com-
mon use of 
Isoenzyme 
analy-
sis, the 
methodol-
ogy suffers 
several 
limitations, 
including 
limited spe-
cies cover-
age, lack 
of sufficient 
sensitiv-
ity and 
difficulty in 
data inter-
pretation, 
especially 
when trying 
to differenti-
ate closely 
related 
species.  
Further, the 
test kit is 
provided 
by a single 
supplier 
(Innovative 
Chemis-
try). The 

technical limitations, as well as a recent 
supply shortage of assay reagents 
has heightened the need for alterna-
tive, more robust methodologies that 
can provide accurate speciation, and 
can be easily implemented in a quality 
control environment.  
To that effort, Eurofins Lancaster Labo-
ratories is currently developing the DNA 
barcoding method which is a molecular 
technique for species identification.  
This method utilizes one particular mi-
tochondrial gene, cytochrome oxidase I 
(COI), as a target for molecular iden-
tification of cell lines commonly used 
in biopharmaceutical production.  The 
COI gene contains substantial interspe-
cies variation whereas intraspecies 
variation remains remarkably low in 
most species.  Therefore the COI gene 
has been established as an excellent 
target for species identification.  In the 
COI DNA barcoding method, DNA is 

Cell identity testing beyond isoenzyme analysis
isolated from the cell line being tested  
and amplified using an appropriate set 
of primer cocktails in a multiplex qPCR.  
Species identification can be made 
based on size of the PCR amplicon, 
followed by sequencing analysis of the 
amplicon to confirm expected species 
specific sequence, where necessary.  
For clients with human cell lines, cell 
line identification can be further sub-
stantiated by short tandem repeat 
analysis (STR). STRs are regions of 
DNA where short sequences, usually 
between 2-6 base pairs (bp), are re-
peated side-by-side.  A small subset of 
known STRs have been selected and 
standardized for use in human identity 
testing.  By comparing the STR profile 
of a given cell line to the corresponding 
reference cell line (such as those avail-
able through ATCC), the identity of the 
cell line (based on the expected donor 
STR profile) can be confirmed.  In ad-
dition to providing better accuracy and 
robustness, both COI barcoding and 
STR analysis are expected to be more 
sensitive in detecting cell line cross-
contamination.
The COI barcoding and STR analysis 
will be available later this year. For 
more information on cell identity testing, 
including sample submission instruc-
tions, pricing and turnaround time, 
please contact Biopharmaceutical Busi-
ness Development at 717-656-2300.   

View Our Webinar Series
For registration information on 
future webinars and access to past 
webinars, visit:  
LancasterLabsPharm.com.
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by Klaudia Shick, M.Sc., Ph.D.  
Principal Scientist/Group Leader

Eurofins Lancaster Laboratories, Inc. 
(ELLI) has added a new service: the 
Sanger DNA sequencing analysis, 
which is performed in compliance with 
current Good Manufacturing Practice 
(GMP). Sanger sequencing is a critical 
component of genetic stability testing, 
a regulatory requirement for cell lines 
used to produce recombinant DNA de-
rived biopharmaceutical products.  
The purpose of the genetic stability 
testing is to ensure that correct cod-
ing sequence of the product has been 
incorporated into the host cell and is 
maintained during culture to the end of 
the production.  The nucleic sequence 
of both the coding region of the gene of 
interest and associated flanking regions 
should be confirmed 
by sequencing 
before the expres-
sion construct is 
used to establish 
the production cell 
line.  Subsequently, 
the integrity and 
stability of the ex-
pression construct 
is also confirmed for 
Master Cell Bank 
(MCB), Working Cell 
Bank (WCB), and 
End of Production 
Cells (EOPC). 
For extrachromo-
somal expression 
systems, the ex-
pression construct 
should be isolated 
and directly se-
quenced without 
further cloning.  For 
production systems 
in which expression 
construct is integrated into the host cell 
genome, sequencing may be performed 
on PCR product amplified from cDNA 
that are reverse transcribed from cellular 
RNA.  To ensure sufficient sequencing 
coverage, the PCR product is typically 
analyzed bidirectionally (sense and anti-
sense strand) with overlapping sequenc-
ing generated from different reactions at 
each position.  

At ELLI, the cGMP sequencing is deliv-
ered on Beckman Coulter GenomeLab 
GeXP Genetic Analysis System using 
the Dye Termination Cycle Sequencing 
method. The Dye Termination Cycle 
Sequencing method offers multiple se-
quencing chemistries that allow efficient 
DNA sequencing on various templates 
such as PCR products, plasmids, single 
and double stranded complementary 
DNA (cDNA) with different G/C content. 
The GenomeLab GeXP Genetic Analy-
sis System is an automated instrument 
able to analyze fluorescently labeled 
DNA fragments by capillary electro-
phoresis. The sequencing analysis 
software interprets the result, calling 
the base based on fluorescence signal 
collected at each data point. The DNA 
sequencing method was developed and 
validated for system suitability, specific-

ity, and robustness at ELLI. In valida-
tion, the resulting sample sequences 
were unambiguous with all regions fully 
resolved. The average percent accuracy 
base calling achieved for the system 
suitability samples at 700 base pairs 
was 99%, and the average length of 
determined DNA sequence with preci-
sion base calling of >97% was ~800 

New Sanger DNA sequencing for genetic stability testing

Did you 
Hear What 
our Clients 
are Saying?
Multiple surveys were conducted and 
the results are in. Here’s what clients, 
and the industry as a whole, are saying 
about Eurofins Lancaster Laboratories:
In our annual client survey, when 
considering responsiveness, communi-
cation, performance and deliverables, 
95% of our clients said we meet or ex-
ceed expectations. And 93% indicated 
they would recommend us to a friend or 
colleague.
Third party surveys were conducted 
by three leading industry publications 
to evaluate how Eurofins Lancaster 
Labs is perceived by the industry and 
how we measure up against 11 of our 
toughest competitors in the market-
place. The combined results of these 
surveys revealed that Eurofins Lancast-
er Laboratories ranked # 1 for technical 
expertise, meeting project deadlines, 
value of service and most preferred 
laboratory.
For three years in a row, Eurofins 
Lancaster Laboratories has also ranked 
in the top 10% of companies evaluated 
for the annual CRO Awards, conducted 
by Nice Insight, in the categories of 
Quality, Reliability, Innovation and 
Productivity.

base pairs, respectively. Depending 
on the exact sequence of the gene of 
interest, sequencing efficiency may vary.  
For difficult samples, our clients can rely 
on our scientists’ more than 15 years of 
experience in delivering DNA sequenc-
ing services to maximize the efficiency 
and accuracy of the output. 
For more information on GMP DNA se-
quencing capabilities, including sample 
submission instructions, pricing and 
turnaround time, please contact Bio-
pharmaceutical Business Development 
at 717-656-2300.   
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Viral Clearance Studies Made Easy
by Doug Rea, Research Fellow

Viral clearance studies are a neces-
sary component of any regulatory 
submission for clinical trials or com-
mercial product approval for a biophar-
maceutical product.  These studies are 
performed to evaluate the capability 
of the purification process to remove 
or inactivate viruses that could poten-
tially contaminate the starting material.  
These are complex studies and re-

quire substantial financial and person-
nel resources to perform.  They are 
usually performed at a contract testing 
company rather than in-house, which 
adds to the complexity.  From both 
financial and timeline standpoints, it is 
important to get a viral clearance study 
done right the first time.  
There are some obvious questions 
to ask when planning a study, includ-
ing which steps of the process to 
test with which viruses, and what 
the spiking percentage should be.   
However, addressing additional ques-
tions early in the planning process will 
ensure that there are no surprises dur-
ing the execution of the study.
How soon do I need to begin my 
planning?  As early as possible!  
Decisions made during development 
of the purification process can have an 
impact on the design and results from 
the viral clearance study.  If you have 
been considering the needs for your 
viral clearance study all along, you will 
be in a good position when it is time to 
conduct it.

Who is responsible for what? Will 
you be performing the study, or will the 
contract lab be performing it?  Who is 
performing the scale-down purification 
validation?  If the contract lab will be 
performing either part, they will need 
detailed information on the process 
steps.   They will also need time to 
develop the study design and prepare 
the documentation.
What materials are needed?  Sam-

ples and solutions 
are often pulled 
from a Pilot / GMP 
purification that 
may occur months 
before the clear-
ance study.  Not 
only is it neces-
sary to ensure that 
there is enough 
sample to load 
the unit opera-
tions to the target 
goal, you must 
also ensure that 
the amounts col-
lected are enough 

to provide sample volume adequate 
for assay.  You must also take into ac-
count viral assay sampling losses, and 
sampling for toxicity/interference test-
ing.  In addition, it is prudent to collect 
extra samples for possible repeats.  
What supplies will be needed?  If 
your process needs special items such 
as filters or housings, don’t assume 
the testing lab has them – it is impor-
tant to check.  
What are the parameters of the 
scaled-down process?  Discuss your 
process with the viral clearance lab, 
especially if the lab will be executing 
your process, but even if your staff is 
going to the viral clearance lab to ex-
ecute the process.  The viral clearance 
lab will need to know volumes used 
and generated during the process in 
order to calculate clearance.  Often 
these volumes are obvious, but not 
always.  This is especially true for 
inactivation steps; they may be simple 
to execute, but planning can be chal-
lenging. 
If the viral clearance lab staff will 

be executing some or all of the unit 
operations, remember, they have not 
lived with the process as you have.  
So details of specifications, limitations, 
and quirks need to be communicated. 
What is your schedule for perform-
ing the study?  It is important to 
share your daily schedule with your 
testing lab.  The viral plaque assays 
used for most clearance determina-
tions require growing indicator cells, 
which must be used within a fairly 
narrow time frame.  Knowing how long 
the unit operations take allows the 
sponsor and the viral clearance lab 
to come up with a schedule within the 
resources available.   
Every company has its own jargon.  
Remember that just because doing 
something a certain way is standard 
for you and your company, that not 
everyone understands that this is the 
way you do it.  Communications of 
details are important to success.  Even 
when flexibility is acceptable, the viral 
clearance laboratory needs to know 
this.  The more the viral clearance 
laboratory knows and understands 
about your process, the smoother your 
study will run.     
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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.

What is the scope of your group?
My overall department includes 
Project Management, Inside Busi-
ness Development, and Pricing.  
Our Inside Business Development 
works on new opportunities with new 
clients, in addition to collaborating with 
our sister labs throughout Europe to 
further expand clients’ service options.  
Once established, new clients segue 
to the Project Management Team, who 
manage detailed project requirements 
and ensure long-term relationships 
are nurtured and goals are achieved 
on time and on budget. An essential 
role as a Project Manager is commu-
nication with our clients and techni-
cal teams.  Serving as a vital liaison, 
Project Managers interact with virtu-
ally all pertinent departments serving 
the client.  In working with my clients, 
I discuss new work, samples being 
submitted, and ongoing work currently  
in progress in our labs.  One of my key 
goals is to ensure that the client’s proj-
ects are progressing and meeting their 
needs, as well as trouble-shooting 
any issues that may arise, especially 
before they happen.  In essence, we 
are our client’s project champion and 
single point of contact between our 
client and the labs.

Given all of your responsibilities, 
how would you describe a typical 
workday?
Our primary focus on a typical work-
day is to listen to our clients’ precise 
project needs and goals.  This includes 
fielding new opportunities, as well as 
drilling down the details on work being 
submitted or managing projects already 
in-house.  While working directly with 
the labs, as well as a variety of differ-
ent technical supporting departments 
on behalf of our clients’ projects, we 
maintain open client communication via 
email,  conference calls, and techni-
cal visits, keeping clients informed of 
project status every step of the way.  
We also have an administrative  aspect 
of our work, which includes auditing 
all new materials received, docu-
ment control, and working with safety 
to ensure that projects are labeled 
hazardous or non-hazardous.  Although 
on the surface, the types of responsibili-
ties remain the same from day to day, 
any given day is rarely the same, and 
there are often curveballs thrown by our 
clients which make our jobs exciting.

How would you characterize your 
leadership style?
I am a lead by example type of person. 
I have always thought that as a leader, 
it is important to set the bar, and be 
the example for the people you are 
helping train.  With growth and various 
changes in my department, we have 
had some new people join our team 
over the past year, and when helping a 
new employee, I always make sure to 
be the example they can look to.

During your tenure, what has 
changed, and what remains the 
same?
Since I began my career here, under 
the premise of continuously enhanc-
ing our customer service experience, 
my department has undergone quite 
a few quality and process improve-
ments. But the one thing that has 
remained constant is the fact that our 
managers try to make it a great work-
ing environment for employees.

How does your group’s work im-
pact/benefit society?
My group works directly with our 
clients on their Early to Late Phase 
Clinical, Commercial, and even Fast 
Track pharmaceuticals to ensure that 

their products can be released appro-
priately--whether it be to the clinics, 
hospitals, or local drug stores.  In the 
case of the Fast Track items, if there is 
an urgent need for a drug with promis-
ing results to be used on patients in 
Phase III, we work with the clients to 
ensure the testing is done in a timely 
manner and with the highest quality 
standards.

And when you’re not working?
When I’m not working, I enjoy spend-
ing time with my family, which includes 
my wife, Koreene (who also works 
here in Quality Review); my son, 
Barrett; and our new addition, my 
daughter Aria.  I always like to stay 
busy, so I enjoy doing work around my 
house, in addition to work around my 
family’s apartment buildings.  During 
the summer, I enjoy going to the pool 
and beach.  I also enjoy being outside 
whether it be hiking, kayaking, fishing, 
or some other outdoor activity.

As a Senior Specialist in the 
BioPharmaceutical Project Man-
agement Team, Dan D’Agostino is 
driven by the challenge of turning 
a client’s project complexities into 
their solution. He maintains he is 
fortunate and even inspired by his 
clients who recognize and voice 
their appreciation for the hard 
work he puts forth for them. And 
despite some very tricky timelines 
and roadblocks throughout the 
course of any given project, in the 
end, Dan gains pride knowing he’s 
supporting his clients help patients 
around the world.  
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