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Viewpointsp

by Timothy S. Oostdyk, Ph.D., president, 
Eurofi ns Lancaster Laboratories

There is something very exciting and 
gratifying about watching a 190-foot 
behemoth construction crane hoist 
massive 33-foot-long, 1,500 lb. steel 
beams onto an emerging structure 
that when completed will be our 
12th building addition. In my 27 
years with the company, the feel-
ing of accomplishment that comes 
with each expansion project never 
diminishes. 

While this new four-story, 
78,000-square-foot addition signi-
fi es successful client partnerships 
and 200 new jobs being created, 
it also symbolizes what enabled 
us to grow again. It’s the iron-clad 
passion of our team for deliver-
ing the most comprehensive bio/
pharmaceutical testing solutions 
coupled with providing an outstand-
ing service experience. Combine 
this with our customers’ terrifi c 
project collaboration, and you see 
the foundation of success behind 
every steel beam. It’s through each 
and every successful partnership 
that we all prosper and grow.  

The company will invest more than 
$17 million to build this new facility 
and outfi t it with new laboratory 
equipment. This expansion will 
take the Lancaster, Pennsylvania, 

Expanding again
campus to more than 300,000-square-
feet, strengthening our position as the 
largest contract laboratory testing facil-
ity. This latest addition will be utilized 
primarily for our growing biopharma-
ceutical and pharmaceutical testing 
activities. 

This project represents the commitment 
that Eurofi ns Scientifi c has made to 
continued growth and investment in Eu-
rofi ns Lancaster Laboratories and more 
broadly in all its laboratory operations 
in North America. This commitment 
is both to strong organic growth and 
continued growth through acquisition. 
With more than 170 laboratories across 
32 countries and over 12,000 staff, 
Eurofi ns Scientifi c has enjoyed record 
growth for 25 years--a trait we’ve also 
taken great pride in during our 51-year 
history at the Lancaster site. 

We also appreciate that the State of 
Pennsylvania is supportive of our busi-

ness growth and job creation initiatives. 
To that, we received a $700,000 funding 
offer from the PA Department of Com-
munity and Economic Development, 
including a $300,000 Pennsylvania First 
grant and $400,000 in Job Creation Tax 
Credits. “Eurofi ns Lancaster Laborato-
ries is a true Pennsylvania success that 
continues to grow and create jobs in the 
region,” said PA Governor Tom Cor-
bett. “The impact on the community is 
signifi cant and one the commonwealth 
is proud to support.”

I would like to thank each and every 
one of you that we have served over 
the years for your role in our continued 
growth. We are successful, and we grow 
for one reason – to serve our customers 
and enable you to achieve your drug 
development and commercialization 
goals. That’s what motivates and excites 
us, and there’s nothing like steel going 
up to symbolize the success of our work 
together. 

Eurofi ns Lancaster Laboratories constructs a four-story 78,000-square-foot 
laboratory building on its existing 225,000-square-foot facility, which will be 
used primarily for biopharmaceutical and pharmaceutical testing and ultimately 
create 200 jobs.
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Successful characterization of 
biosimilars: determining biological 
activities using bioassays
Biosimilars are bio-
logical products that 
demonstrate their 
equivalence to an 
already approved in-
novator (reference) 
product with regard 
to quality, safety 
and effi cacy.  In the 
past two decades, 
biological products 
have unequivo-
cally established 
their importance in 
the pharmaceutical 
industry.  Industry 
watchdogs are 
predicting that by 
2015, eight of the 
top 10 pharmaceuti-
cal products will be 
biological products.  
Most of the top 
ranking innovator 
products are coming 
off patent protection, triggering the bio-
similar industry into full action mode.  

Success of any biosimilar program is 
dependent on a scientifi cally sound 
characterization that provides a com-
prehensive understanding of the 
chemical, physical and biological char-
acteristics of the proposed biosimilar 
product when compared to the refer-
ence product. For a majority of the top 
selling innovator products, a cell-based 
potency assay has been used for 
measuring biological activity. Therefore, 
a well developed cell based potency 
assay, comparable to that used by a 
reference product, is a critical compo-
nent of a characterization package of 
biosimilar products. In addition, regula-
tory agents have been challenging the 
biosimilar industry to include additional 
characterization on biological activity of 
their products if multiple mechanisms 
of action have been established based 
on clinical results generated by innova-
tor products. For example, Antibody 
Dependent Cell Cytotoxicity (ADCC) 
has now been considered to be a 

mechanism of action for both Enbrel 
and Humira, in addition to protection 
from TNF-alpha mediated cytotoxic-
ity/growth inhibition. In such a case, 
regulatory agents may request the 
manufacturer of biosimilars of these 
products to demonstrate comparability 
using both a proliferation assay as well 
as ADCC assays.  

As a leader in the cGMP contract 
testing industry, Eurofi ns Lancaster 
Laboratories has extensive experience 
in developing cell based potency as-
says, working closely with clients within 
the biosimilar industry and developing 
cell based potency assays to support 
process development as well as GMP 
lot release and stability testing.  Bio-
similar products Eurofi ns Lancaster 
Laboratories has worked on include 
Erythopoietin (Epogen), Etanercept 
(Enbrel),  Adalimumab (Humira), Ritux-
imab (Rituxan), Filgrastim/Pegfi grastim 
(Neupogen/Neulasta) and Trastuzumab 
(Herceptin).  For additional information 
contact Bio/Pharmaceutical Business 
Development at 717-656-2300.

Eurofi ns’ bioassay laboratory in Munich, 
Germany, performs testing of approxi-
mately 400 batches of client material per 
year using a diverse range of bioassay 
types. Batch release testing is per-
formed for both EU and US markets.

For more than 25 years BIOSERVICE  
Scientifi c Laboratories (BSL) has pro-
vided the scientifi c and experimental 
know-how to design and execute tailor-
made bioassays in close collaboration 
with clients from all over the world. 

BSL’s expertise in establishing cellular 
in vitro bioassays and experience in 
performing non cell-based and in vivo 
bioassays are available in this sophisti-
cated service. 

Development, optimization (using 
Design of Experiments (DOE)), valida-
tion and performance of bioassays/po-
tency assays is US FDA approved and 
performed according to GMP regula-
tions. Validation strategies are based on 
clients’ requirements as well as interna-
tional guidelines and recommendations 
(e.g. ICH, USP/EP, US FDA and EMA).  

In addition to various client-specifi c 
assays, the pharmacopeial methods for 
Erythropoietin [EP], (PEG)-Filgrastim 
(G-CSF) [EP and USP], Urofollitropin 
(FSH) [EP], Interferon alpha [EP], Inter-
feron beta [EP] and Insulin [USP] are 
presently established. With extensive 
experience in ADCC assays using vari-
ous target cell labeling techniques and 
either PBMC or a suitable NK cell line 
as effector cells, this array of established 
assays helps clients in the biosimilar in-
dustry to expedite their product develop-
ment and commercialization timeline.

The team of bioassay scientists is aware 
of the newest trends and discussions in 
the fi eld due to regular participation at 
international bioassay conferences and 
workshops and offers individual advice 
concerning specifi c projects with regard 
to scientifi c and regulatory requirements.

In addition, the bioassay teams in 
Munich and Lancaster work closely to-
gether to leverage expertise and provide 
clients with global bioassay capabilities. 

Bioassay services for 
EU release testing

by Weihong Wang, Ph.D., Manager of Molecular and Cell Biology

Anthony Burkholder, senior chemist, prepares serial 
dilution for cell-based potency assays.

Global GMP bioassay collaboration by Lancaster and Munich Teams deliver best results to clientsy y
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Disinfectant Effi cacy Studies 
and their role in Cleaning and 
Monitoring Programs

Establishing the effectiveness of disin-
fectants is an important component of 
a facility cleaning and environmental 
monitoring program. The variables 
related to disinfection of surfaces, along 
with the time and labor required to con-
duct these studies, can make them com-
plex.  Differences between disinfectant 
effi cacy studies and a materials cleaning 
validation can lead to confusion over the 
best and most cost-effective approaches 
to take with each.  

reduce or eliminate microorganisms 
on surfaces to which they are applied.  
Disinfectant studies support cleaning 
studies by showing that application of 
the disinfectant reduces or eliminates 
microorganisms.  They are not a substi-
tute for cleaning validation studies.
How are disinfectant effi cacy studies 
performed?
The most basic and inexpensive way 
to evaluate disinfectant effectiveness is 
to spike target microorganisms directly 
into tubes containing the disinfectant 
and determine the population reduc-

neutralized, and remaining viable micro-
organisms are recovered. Effectiveness 
is determined by comparing the microor-
ganism population killed, expressed as 
log reduction, to controls representing 
the population remaining on unexposed 
surface coupons.
Careful selection of representative 
surfaces and challenge microorganisms 
is required for a meaningful disinfectant 
effi cacy study.  Depending on the ef-
fectiveness of cleaning procedures in the 
facility or products used in the facility, the 
introduction of soils onto the surface cou-
pons may be necessary to mimic actual 
conditions more closely.  
Preliminary testing includes neutralization 
of the anticipated disinfectant residue, 
demonstration that microorganisms 
are not inhibited by the neutralizer, and 
use of established recovery methods to 
remove and enumerate the microorgan-
isms from surfaces. For virus studies, 
laboratories must also evaluate cytotoxic-
ity on indicator cells and interference of 
the neutralized disinfectant on the ability 
of the cells to grow the virus.  Controls 
run during each phase ensure that the 
results can be adequately evaluated and 
subsequent testing is valid.
Study timelines
The importance of planning for dis-
infectant effi cacy studies cannot be 
over-emphasized.  The studies can be 
labor-intensive and take several months 
to evaluate multiple disinfectants and 
multiple timepoints with various micro-
organisms on different surfaces.  
Eurofi ns Lancaster Laboratories has 
extensive experience in the design and 
execution of disinfectant effi cacy and 
cleaning validation studies.  Contact Bio/
Pharmaceutical Business Development 
at 717-656-2300 to discuss your project 
needs.

What organisms are used 
in disinfectant studies?
Disinfectant challenges with 
bacteria, yeast and molds are the 
most common studies conducted.  
Where facilities or operations 
must control and remove virus 
or mycoplasma, these target 
microorganisms must also be 
evaluated.  

How do cleaning validation and disin-
fectant effi cacy differ?
Cleaning validation studies are conduct-
ed to show that the cleaning process 
and frequency, including any mechani-
cal cleaning actions, are suffi cient to 
maintain surfaces in a defi ned state free 
of product, cleaning chemical residues 
and microbes. These studies demon-
strate that materials can be cleaned to 
the desired chemical and microbiological 
levels.  A disinfectant effi cacy study fo-
cuses on how well selected disinfectants 

tion at various exposure times.  Though 
easy and relatively quick to perform, the 
results may not refl ect actual effi cacy 
of the disinfectants against microorgan-
isms on surfaces in the facility.  A better 
method is to fi x the microrganism onto 
hard, non-porous surfaces typically 
disinfected at a facility, such as stainless 
steel, glass, countertop and fl oor materi-
als.  Small “coupons” of each surface 
type are used. Following exposure of 
inoculated coupons to the disinfectants 
for a specifi ed time, the reaction is 

By Harolyn Clow, Microbiology Manager, 
and Kate Bergmann, Ph.D., Viral Safety/
Viral Clearance Manager

Martha Helwig, Senior Microbiologist, performs coupon inoculation for dis-
infectant effi cacy study testing.
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Evaluation of packaging and/or drug 
delivery materials and manufactur-
ing components for extractable and 
leachable (E&L) compounds is an 
expectation of the regulators. Euro-
fi ns Lancaster Laboratories has been 
performing E&L work for over eight 
years and has recently improved its 
ability to determine and evaluate non-
volatile extractable profi les through the 
purchase of new Time of Flight (TOF) 
Mass Spectrometers.  This system 
brings a distinct advantage in the 
molecular weight determination and 
compound identifi cation capabilities to 
Eurofi ns Lancaster Laboratories.

The new liquid chromatography/mass 
spectrometry (LC/MS TOF) system 
is a state-of-the-art system that is 

designed for both high throughput and 
accurate mass measurements. The 
system is equipped with UHPLC, pro-
viding decreased instrument run times 
without the loss of resolution. The 
system is equipped with a multi-mode 
source that allows for both chemical 
ionization and electro-spray ionization 
in a single run. It also features the mo-
lecular feature extractor, which allows 
for data mining in complex extractable 
chromatograms.  

The new TOFs allow accurate mass 
measurements to be made to within 
2 ppm, which greatly improves the 
ability to positively identify unknowns. 
The resultant data can be compared 
to an extensive database of common 
extractable compounds generated 

Extractables and Leachables Team expands 
capabilities with the addition of Time of Flight 
Mass Spectrometers

by Eurofi ns Lancaster Laboratories, 
allowing for identifi cation based on ac-
curate mass. If the database does not 
provide a positive match, the system’s 
formula search software can provide 
potential molecular formulas based on 
the accurate mass of the extractable 
compound.

Typical single quadrupole or ion trap 
mass spectrometers assign a less 
accurate mass for the extractable 
compound in question when compared 
to TOF. When performing a molecular 
formula search targeting only carbon, 
hydrogen, nitrogen and oxygen, a 
considerably larger list of possible 
matches are generated utilizing the 
less accurate mass. Using TOF and 
the same search parameters allows for 
a signifi cant reduction in the number 
of molecular formulas that match the 
accurate mass. This system allows the 
Extractables and Leachables Team to 
provide more relevant information on 
the extractable compounds observed, 
allowing for a more complete evalu-
ation of the data from a toxicological 
perspective.

For more information on Eurofi ns Lan-
caster Laboratories capabilities in the 
area of extractables and leachables, 
please contact your business devel-
opment representative or visit www.
lancasterlabspharm.com. 

By Tom Lehman, Ph.D., Extractables/Leachables Manager 

Contact us
For information on services,  
literature requests or address 
changes, please contact: Bio/
Pharmaceutical Business 
Development, 717-656-2300 or 
pha@lancasterlabs.com
See how our 5 Flexible Service 
Models can meet your project 
needs at: LancasterLabsPharm.
com.

Jen Roark, Extractable/Leachable Group Leader, determines non-volatile 
extractable profi les using LC/MS TOF, which enhances molecular weight 
determination and compound identifi cation capabilities.  
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Eurofi ns Lancaster Laboratories’ new 
validated Rapid Mycoplasma Detec-
tion Test overcomes time-consuming 
challenges of the standard 28-day 
compendial method for mycoplasma 
testing. For GMP and non-GMP as-
says, Eurofi ns Lancaster Laboratories 
now delivers same-day preliminary 
results, while ensuring rapid, robust 
and reliable culture-free mycoplasma 
detection that is less prone to matrix 
interferences. To execute this rapid 
technology, Eurofi ns Lancaster Labo-
ratories uses EMD Millipore’s MilliP-
ROBE® Real Time Detection System 
for Mycoplasma.

 “Traditional mycoplasma testing pro-
cedures are time consuming, requir-
ing a 28-day duration; however, this 
time requirement is not amenable for 
obtaining the rapid lot release testing 
results needed for biopharmaceutical 
products that have short half-lives or 
those that are in high market demand,” 
says Dr. Jeri Ann Boose, Director of 
Biopharmaceutical Services at Eu-
rofi ns Lancaster Laboratories. “The 
lengthy assay period is also not con-
ducive to the rapid screening of raw 
materials intended for use in future 
production, nor to the rapid in-process 
screening of intermediates for the 
purpose of detecting and containing 
contamination events. Our new assay 
eliminates clients’ fast turnaround time 
challenges.” 

Meeting European Pharmacopeia 
2.6.7 guidelines, Eurofi ns Lancaster 
Laboratories’ new rapid mycoplasma 
test is comparable in sensitivity to 
the 28-day culture-based compen-
dial method. And the EMD Millipore’s 
MilliPROBE® Real Time Detection 
System has the capability of process-
ing a volume of material comparable 
to that tested in the compendial 
method, making it preferable to rapid 
mycoplasma detection methods that 
have volume limitations. In addition, 
the system incorporates features that 
allow it to preferentially detect viable 
mycoplasmas. 

Rapid mycoplasma 
testing achieves 
faster results 

Portage facility harmonizes LIMS and 
quality systems with Lancaster site
The integration of 
Eurofi ns Lancaster 
Laboratories 
located in Portage, 
MI, has continued 
throughout 2012.  
The testing facility, 
which consists of 
two buildings total-
ing 40,000 square 
feet, including 
approximately 
29,000 square feet of laboratory space 
with the potential for increased capac-
ity, is a perfect testing location for our 
current pharmaceutical clients located 
in the Midwest. The site has a focus 
on small molecule product testing, 
QC release testing, stability storage, 
environmental monitoring, as well as 
method development and validation of 
chromatographic methods with plans to 
offer water, microbial limits and anti-mi-
crobial effectiveness testing mid 2013. 

For clients already familiar with the ser-
vices available from our headquarters 
located in Lancaster, PA, the harmo-
nization of the Michigan site allows 
for a seamless transition.  Beginning 
with quality, the Michigan site offers 
a quality system which meets cGMP 
requirements for both client and regula-
tory audits.  With the incorporation of 
high level corporate quality policies, 
Eurofi ns Lancaster Laboratories has 
allowed for harmonization of quality 
procedures between the sites.  Ad-
ditionally, the implementation of a new 
set of standard operating procedures 
for “Remote Satellite Locations” like the 
Michigan facility has provided the fl ex-
ibility for site-specifi c differences while 
maintaining a level of quality our clients 
expect.  An onsite quality assurance 
group ensures that data meets regula-
tory requirements through review of lab 
data, review of sample entry informa-
tion and performance of internal lab 
audits. This group also offers review 
of quality systems to allow for continu-
ous improvement while also reviewing 
changes to regulatory requirements to 
ensure compliance of laboratory testing.

The continuous integration of the LIMS 
and IT system has allowed for the 
sample handling at our Portage facility 
to match that of our Lancaster facility. 
The LIMS allows for the same format 
for certifi cate of analyses, trending 
reports, protocols and method develop-
ment/transfer/validation reports.  The 
exception system provided by Eurofi ns 
Lancaster Laboratories, which includes 
format for deviations, out of specifi ca-
tion investigations or protocol accep-
tance criterion investigations is also in 
use at the site in Michigan.  

Clients familiar with the customer 
service offered by the Lancaster loca-
tion will fi nd similar systems offered in 
Michigan. A project manager located 
in Michigan can be assigned to a client 
account which will allow for a single 
point of contact for any testing per-
formed at the site. Clients that use the 
LabAccess system offered by Eurofi ns 
Lancaster Laboratories will fi nd that it 
is also available through our Michigan 
facility.  This window into our LIMS of-
fers the ability to check sample status, 
access sample results, or evaluate past 
sample submissions regardless of the 
location at which the testing is being 
performed.  

Due to its location, our Midwest clients 
already familiar with using Eurofi ns 
Lancaster Laboratories services should 
consider testing at our Michigan facil-
ity. From the initial request for quota-
tion, through sample submission and 
receipt of the fi nal reporting of results, 
clients already familiar with the Eurofi ns 
Lancaster Laboratories services will 
have a seamless transition between 
the locations. For more information, call 
269-323-3366. 
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People 
are the 
chemistry

At Eurofi ns Lancaster Laboratories, 
we believe that our people provide 
our strength. Their dedication to 
quality, professional competence 
and hard work is the key element 
in the company’s success.  In this 
regular feature, we introduce you 
to some of the people who have 
helped make Eurofi ns Lancaster 
Laboratories an industry leader.

Nathan Whitford, formerly a group 
leader in Method Development 
and Validation in Lancaster, PA, 
has accepted the position of 
Manager, Chemistry and Site 
Operations, at the Eurofi ns Lan-
caster Laboratories Portage, MI, 
site. Nate and his wife, Dana, 
and daughter, Ava, have relo-
cated to Portage to begin a new 
chapter. His new responsibilities 
include managing the chemistry 
groups as well as overseeing the 
site operations. 

What does your current job 
entail?
As Manager of Chemistry and 
Site Operations at our Michi-
gan facility, my job functions 
can range from communication 
with our clients to scheduling 
daily analytical activities for our 
chemistry staff. A current goal 
is to continue the integration of 
Lancaster Laboratories systems within 
the Michigan facility so that our client’s 
have the same service and feel when 
using either site.
As a Manager of Chemistry, I provide 
technical support to the staff, training 
and lead investigations when neces-
sary. Leadership positions such as 
mine allow for numerous opportuni-
ties for coaching and development for 
technical and effi ciency improvements.  
Finally, my role as Site Operations 
Manager allows for a more seamless 
integration of Lancaster Laboratories 
systems into the Michigan facility.  For 
instance, my experience working for 
Eurofi ns Lancaster Laboratories for 
the past nine years allows for a daily 
resource to the Michigan staff when 
understanding anything from Eurofi ns 

Lancaster Laboratories procedures 
to working with our LIMS.

What is the scope of your 
group?
The chemistry staff performs ana-
lytical testing on Pharmaceutical 
Finished Products and Medicated 
Animal Feeds. Our group can also 
perform method development/
optimization as well as method 
transfers, method verifi cations or 
method validation to meet GMP re-
quirements. And we have particular  
expertise in comparators.
In addition to the chemistry staff, 
the site also offers Microbiology 
testing and support for Stability  
including storage. Each group at 

the site works closely together from 
sample receipt to release of results 
so that we meet our client’s testing 
requirements while ensuring GMP 
compliance.

Given all of your responsibilities, 
how would you describe a typical 
workday?
A typical workday is diffi cult to de-
scribe as my daily plans are often 

modifi ed to address requests or 
inquiries from our clients. There 
are, of course, daily responsi-
bilities such as meeting with the 
team to get status updates on 
scheduled analytical activities.
I have a daily responsibility to 
ensure our clients’ turnaround 
times are being met for sample 
submissions as well as providing 
a technical review of Certifi cate 
of Analyses or reports being 
provided to our clients.  

You’ve been here for nine 
years and seen countless 
changes. Is there anything 
that hasn’t changed during 
your tenure?
One thing that I have seen 
consistent in my nine years with 
Eurofi ns Lancaster Laboratories 
is the commitment our staff has 

to continue to meet our clients’ needs.  
This has become even more apparent 
to me now that I have had the oppor-
tunity to work with a variety of people 
from both the PA and the MI facilities.  
The goal of providing excellent ser-
vice with the highest quality standards 
continues to be a constant measure of 
success.

And when you’re not working?
I try to spend as much time as pos-
sible with my wife, Dana, and our 
daughter, Ava. We are eager to be-
come familiar with our new hometown 
in Michigan as well as the surround-
ing area.  We’ve heard so many good 
things about Lake Michigan or Macki-
nac Island (to name a few), so we’re 
very excited about exploring all the 
area has to offer.
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See us at...
   
WCBP Jan. 29-31  Washington, DC  
 
Biopharm Development &   Feb. 25-26  Huntington Beach, CA
Production Week 

PDA Annual Meeting  April 15-16  Orlando, FL 

InterPhex  April 23-25  New York, NY
  
Excipient Fest Americas  April 30-May 1  Baltimore, MD 
 
BioAssay Development,  May 14-16  Seattle, WA 
Validation & Maintenance Conference
 
PR Chemist Convention  July 30- Aug. 3  Rio Grande, PR 

  

View Our 2012 
Webinar Series
Outsourcing Cell Based Potency Assays: Perspectives 
from a Sponsor and a Contract Testing Laboratory

Learn about industry trends, regulatory expectations and 
strategies for outsourcing Cell Based Potency Assays.

Critical Aspects of Antibody-Drug Conjugates: Struc-
tural Characterization and Analysis

Learn about delivering targeted therapeutic agents with 
greater selectivity and less toxic side effects.

Effi cient and Effective Approaches to Managing Raw 
Material Methods

Learn about strategies for ensuring compliance for Ex-
cipient and API method establishment—keys to success 
in today’s regulatory environment.

Risk Management of Adventitious Agent Contamina-
tion in Biopharmaceutical Products

Learn how to avoid production delays through Eurofi ns 
Lancaster Labs’ Webinar on Risk Assessment & Mitiga-
tion of Adventitious Agents.

To view these, visit LancasterLabsPharm.com and 
also look for the 2013 schedule early next year.


