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Novel modalities, being developed  
to combat deadly diseases and unmet  
medical needs, require stringent safety  
controls. See page 3 to read how Eurofins’ 
new Cat 4/5 and BSL2 labs can help support 
your specialized testing needs.
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Neal Salerno, President, Eurofins 
Lancaster Laboratories

Culture of Positivity 
and Employee  
Development 
Tim Blouch, PSS Director of Organiza-
tional Development   
Since its inception in 2002, PSS In-
sourcing Solutions has built its world-
class reputation on delivering exem-
plary service to clients.  The source of 
this success can be attributed to the 
quality of people that work within the 
organization; they are top notch and 
some of the best people in the indus-
try.  PSS President and Global Head, 
Beth DiPaolo, continues to remind the 
team  that if we “Find great people 
and take great care of them, they will 
take great care of our clients.”  There-
fore, the development of staff, through 
formalized succession, fuels growth 
and continues to be a key strategic 
priority for PSS.

PSS starts with reinforcing a Culture 
of Positivity and focuses on employee 
development and recognition. Both its 
PSS Organizational Development Team 
and Leadership work together to rein-
force this through required and elective 
training both offered centrally through 
live on-line platforms for all to partici-
pate globally in addition at each site.

Some of the most impactful programs 
that are offered by the PSS Organiza-
tional Development Team include: 

• A full range of core and technical 
courses (GMP, documentation, safety, 
analytical chemistry, biochemistry, cell 
biology, microbiology, Empower 3, IT) 

• Learnings for individual contributors 
(Onboarding, Positivity/PSS Culture, 
PSS Four Pillars Program, Seven Hab-
its of Highly Effective People, Strength 
Finder, DiSC, Signature Service)

• Leadership Programs (Leadership at 
Lancaster, New Leader Onboarding, 
Succession, EI 360, Monthly Leader 
Sessions, Team Effectiveness, Coach-
ing, Situational Leadership)  

Although PSS has a fairly aggressive 
staff development program internally, 
PSS is fully committed to expanding it 
beyond its current scope.  Beth adds, 
“We know that if we continue to place 
a strong emphasis on the development 
and growth of our people, we will rise 
to even greater heights in the coming 
years.” 

   

Inspiring long-term careers through 
our “great place to work” initiatives

We’ve grown to become a global leader in 
delivering optimum testing technologies to 
the global biopharmaceutical industry.   We 
know this would not be possible without 
the members of our talented team. By pro-
viding a great place to work, career devel-
opment, and community engagement, we 
foster a corporate culture that enables us to 
employ the industry’s best in our pursuit to 
make the world healthier and safer. 

With the US unemployment rate at his-
toric lows, the job market is robust with 
many more openings than people seeking 
employment. So is the glass half full or 
half empty for a high-tech employer? That 
depends. Fortunately, since we’ve always 
been passionate about taking great care of 
our team, we are able to attract and retain 
high-potential talent. But it is a constant 
moving target and something we continu-
ally evolve. Here’s a look at some of the 
ways we ensure our team is satisfied, well 
trained, and inspired to serve clients best.

Training & Career Development-Following 
an intensive technical onboarding orienta-
tion, we infuse an entrepreneurial spirit 
by giving people the tools and education 
they need to succeed with the freedom to 
chart their own course. Team members can 
choose a technical or managerial track and 
are vested in their success. 

Compliance with cGMPs and GLPs include 
training for all new hires and annual 
refresher courses for everyone. Ongoing 
training includes monitoring changes to 

regulatory requirements that impact the 
various aspects of our business to ensure 
our compliance with all current regulations. 
We enforce strict Quality and Ethics Train-
ing and live those values on a daily basis. 
We offer extensive Leadership, Lean, Soft 
Skills, Mentorship, and IT Technical train-
ing programs, along with tuition reimburse-
ment for external educational pursuits.  We 
have invested in the resources for every 
person to achieve their desired career 
potential. 

Work/Life Balance-Recognizing everyone 
wants to flourish in their careers, we also 
know that we all have lives and chal-
lenges at home. We focus our attention on 
supporting people in their personal and 
professional lives so when they are here, 
they are engaged, focused, and can give 
100% to improve the customer experience.  
We are proud that many of our team mem-
bers remain working here with the same 
clients for decades. For example, our onsite 
child-care helps our many parents continue 
their careers worry-free; 3-shift flexible 
schedules and generous vacation time en-
able our people to work hard/play hard; our 
new building expansion houses a wellness 
center for exercise/wellness programs to 
support a healthy life-style; our new caf-
eteria offers the healthiest chef-prepared 
food options with a beautiful indoor/outdoor 
dining space to take a break.

Attitude of Altruism-Our people are some 
of the most generous people on the planet. 
Encouraging their on/off-site fundraisers 
and supporting their causes emotionally 
and financially not only is the right thing 
to do but also keeps our people connected 
and committed to each other and the com-
munity. With our success, it is imperative 
that we give back. 

Global Collaboration-As part of the largest 
network of testing labs in the world, our 
team collaborates on best testing practices 
and the latest scientific advancements with 
Eurofins BioPharma Product Testing and 
PSS colleagues in North America, Europe 
and Asia-Pacific.  The close knit communi-
ty allows our team to forge new friendships 
throughout the world and bring the world’s 
cutting edge science to client projects.

People are the most important element in 
our chemistry.  It is important to us and 
rewarding to see our team members pursue 
their personal passions, thrive in their 
careers, and deliver outstanding service to 
clients.  
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Michael J. 
McDowell, 
Executive Vice 
President, 
Business 
Development 
and Project 
Management, 
Eurofins Bio-
Pharma Prod-
uct Testing; 
Rachel Brady, 
Lead Safety 
Officer

To maintain 
our position 
as a valued 
partner for 
our drug 
development 
clients, Euro-
fins Lancaster 
Laboratories 
is constantly 
investing to 
enhance our capabilities and fulfill our 
value proposition of offering the broad-
est and most comprehensive range of 
testing services available.  To support 
many of the new biopharmaceutical 
modalities, investing in cutting edge 
instrumentation is not enough. We 
have also made significant investments 
to enhance our facilities and improve 
our procedures to assure a safe working 
environment for our employees.

The Bio/Pharmaceutical industry is the 
most research intensive industry on the 
planet. As such, technology changes at 
an unprecedented pace.  Some recent 
technologies that have received atten-
tion and significant funding include; 
gene therapy, oncolytic virus therapy, 
and conjugated molecules.  The most 
common being antibody-drug conju-
gates. All of these modalities present 
safety concerns that require special 
procedures and facilities.

Most gene therapy development can-
didates use a viral vector to introduce 
genes into recipient cells. To perform 
comprehensive stability and release 
testing on these development candi-
dates requires BSL-2 laboratory facili-
ties.  Oncolytic virus candidates have 

similar requirements. BSL-2 labs are 
common in virology, molecular biology, 
and microbiology areas. BSL-2 contain-
ment is not common in chemistry or 
biochemistry labs. To support our gene 
therapy and oncolytic virus clients, 
we have recently commissioned a new 
600 ft2 BSL-2 biochemistry laboratory. 
This new lab allows us to perform the 
compendial (appearance, pH, osmolal-
ity) tests and contains HPLC, LC-MS, 
CE, ICE and spectrophotometric 
equipment to perform concentration, 
homogeneity, identity and purity under 
BSL-2 containment, thus fulfilling our 
promise of being clients’ one-stop-shop 
for release and stability testing.

We have also seen a dramatic increase 
in the need for safe handling of highly 
potent materials. Much of this in-
crease has been driven by the number 
of antibody-drug conjugate programs 
supported by our laboratory and the 
ever increasing potency of the cyto-
toxic payloads or “warheads” on these 
molecules. Oftentimes the free drug 
and/or the reference material for these 
ADCs is classified as Category 4/5/6 or 
OELs < 30ng/m3. Exposure to these 
highly potent, well-absorbed molecules 

can cause severe acute and chronic 
systemic effects that are irreversible.

Protecting our employees and provid-
ing a safe working environment is the 
primary goal of our leadership.  To 
accomplish this goal, we have made 
significant investments throughout 
our campus. The most significant of 
these investments is our new 3,000 
ft2 highly potent material handling lab.  
This lab is designed with all of the air 
handling, containment, and dedicated 
equipment to test materials classified 
as Category 4/5. Additional space is 
designed and planned for an expan-
sion of this lab as this area of testing 
continues to expand. We have also 
invested in new ventilation controls for 
our sample receipt area to ensure the 
safe unpacking of our drug materials.  
In addition, our EH&S personnel have 
worked diligently to implement proce-
dures, training, and a comprehensive 
safety plan for our campus.

Keeping pace with technology and 
our clients’ drug development testing 
needs is part of our DNA.  We invite 
you to tour or audit our laboratories by 
contacting your Project Manager.

Enhanced safety to support changing drug 
development technology
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Eurofins Lancaster Laboratories’ new and largest 
building expansion is Lean and Green
Every inch of 
Lancaster’s 
168,000 ft2 

new build-
ing addition 
is designed 
with a LEAN 
concept to 
help analysts 
work smarter, 
not harder. 
The  five-story 
state-of-the-
art testing 
facility also 
began with 
firm roots in 
Green and 
Sustainabil-
ity motives. 
And continu-
ally emerging 
technologies 
in the industry 
served as the 
impetus to 
expand and 
onboard next generation instrumenta-
tion and analytical techniques. To that, 
this new expansion along with reno-
vations to existing labs broaden and 
enhance testing services such as Gene 
Therapy with expanded BSL-2 capac-
ity, Antibody-Drug Conjugates (ADCs), 
Extractables and Leachables for both 
pharmaceutical and medical device 
products, Microbiology Sterile & Non-
sterile and medical device products, 
and Method Development and Testing 
for small molecule products. This 13th 
expansion in the company’s nearly 60-
year history adds 50% more capacity 
to Lancaster’s existing 330,000 ft2 
facility for a total of more than 1/2 mil-
lion square feet.

Lean improves the client experience - 
During the architectural planning of all 
new additions or renovations of exist-
ing laboratories, facility engineers and 
designers engaged and collaborated 
with analysts performing the testing 
to determine the optimal work flow.  
Streamlining operations from sample 
administration/pickup to glassware and 

chemical storage to instrumentation - 
all parts of the workflow are optimized 
through a Lean process to improve 
quality and TAT for clients.  

Green is good for the environment and 
bottom line - What began as a grass-
roots employee Green Team several 
years ago to find ways to reduce waste 
and water and energy usage, has 
blossomed to a formal Sustainability 
Program.  This program has become 
vital to the company’s recycling and 
conservation designs to the facility 
and surrounding campus.  Some of the 
new building’s Green design features 
include: magnetic driven chillers that 
require 30-50% less energy than 
other chiller plants, 100% capture of 
roof water for reuse of building chiller 
plants, 100% LED light package, white 
PVC roof to reflect heat away from the 
facility, building vertical allows for four 
acres of usable space on a one-acre 
footprint, utilization of condensing hot 
water boilers, use of point source ex-
haust to reduce the number of hoods/
Ventilated Balance Enclosures (VBEs), 
increased usage of VBEs instead of 

hoods to reduce exhaust from the 
building, exhaust heat recovery on 
exhaust fans to pre-heat the make-up 
air for the lab areas.

The “IT” factor for data quality - In 
addition to expanding and improv-
ing the physical lab designs, Euro-
fins Lancaster Laboratories invests 
significantly in IT infrastructure and 
security-supporting systems. As part of 
Eurofins BioPharma Product Testing, 
the largest network of harmonized GMP 
product testing laboratories worldwide 
with four facilities in the U.S. and 34 
throughout Europe and Asia Pacific, 
all facilities in this integrated network 
have the same LEAN systems, custom-
ized proprietary Laboratory Informa-
tion Management System (LIMS), and 
harmonized quality systems in place. 
Likely some of the company’s strongest 
differentiators in continually driving 
down TAT and improving data quality 
has been through its innovative Elec-
tronic Lab Notebook system and secure 
online data access tool LabAccess.
com. For more information visit: www.
Eurofins.com/bpt
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Aaron Miller, Group Leader; Chandrani 
Chatterjee, Principal Scientist; Raw 
Materials Team
Characterization of a pharmaceuti-
cal material is crucial for a thorough 
understanding of its chemical and 
physical properties.  These proper-
ties have a significant impact on the 
application performance, processing 
conditions, stability and purity of any 
pharmaceutical material.  Physical 
characterizations provide an in-depth 
understanding of the inherent micro-
structure of a material (i.e. porosity, 
particle size, ease of flow and packing, 
appearance and crystalline content).  
Chemical characterization establishes 
the identity of the product, its purity 
and elemental content.  The charac-
terization processes apply to all stages 
of a product’s lifecycle, from develop-
ment of new pharmaceutical products 
and formulations, quality control and 
performance analysis, to batch moni-
toring/new batch release. Character-
ization testing can also be used in 
support of product investigations and 
troubleshooting.  

Eurofins Lancaster Laboratories offers 
a broad range of non-GMP character-
ization  as well as GMP compliant ana-
lytical services for the pharmaceutical 
industry.  This program is dedicated 
to provide high quality, cost effec-
tive analytical laboratory support for 
research and development, discovery 
of new product lines, manufacturing 
process optimization and scale up.  We 
also offer solutions for manufacturing 
troubleshooting/root-cause analysis, 
cGMP/GLP validation, and lot release 
testing as per pharmaceutical compen-
dia (USP-NF, EP, BP, JP, ACS, FCC).  
Our characterization services apply to 
virtually all product types, including 
but not limited to raw materials, active 
pharmaceutical ingredients (API), drug 
formulations, packaging materials, gels, 
pastes, powders, and suspensions.  

Why Choose Eurofins Lancaster Labs

• With a broad portfolio of in-house 
expertise, we can develop testing ap-
proaches in the absence of any pre-
existing methods.  

New biopharmaceutical physical/chemical character-
ization services at Eurofins Lancaster Laboratories

• From the diversity of research and 
development to quick step approaches 
needed for quality control, we offer a 
wide range of physical, physicochemi-
cal and chemical characterization 
techniques at one location.

Eurofins has proudly been a winner of 
the CRO Leadership Award for seven 
consecutive years. This year, Eurofins 
has been recognized for meeting or ex-
ceeding customer expectations in five 
categories—Capabilities, Compatibility, 
Quality, Reliability and Expertise.
•	 Capabilities - We support all functional 

areas of bio/pharmaceutical manufactur-
ing with locations worldwide.

•	 Compatibility - We are easy to work with 
& provide timely project communications.

•	 Quality - We ensure our data meets 
customers’ data quality expectations & 
global regulatory compliance requirements.

•	 Reliability - We meet project timelines 
and milestones.

•	 Expertise – We have in-depth technical 
expertise with nearly 60 years of experience.

“At Eurofins, scientific excellence is at 
the heart of everything we do, delivered 
by a highly dedicated team for the 
benefit of our customers. Our partners 
trust us with their important research 
requirements, and to have the hard 

work of our 
team ac-
knowledged 
through the 
CRO Leader-
ship Awards 
in all five 
categories is 
a great honor 
for Eurofins.“ 
- Dr. Gilles 
Martin, Chief Executive Officer, Euro-
fins Scientific

Individual Attribute Awards

In addition to the core award catego-
ries, Eurofins was also recognized for 
Individual Attribute Awards. These 
were developed as a result of com-
mon attributes that sponsor companies 
identified as being imperative when 
choosing a supplier. Eurofins won 
awards for Data Quality, Meeting Proj-
ect Timelines, Operational Excellence 
and Technology for Access to Data.

• Our highly experienced team of 
scientists can provide a quick start to 
any new project and offer guidance for 
project design. 

Eurofins is a seven time CRO Award Winner
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Erika Guerrero, Raw Materials Prin-
cipal Scientist Group Leader; Harley 
Wilcox, Senior Scientific Advisor, 
EBPT Columbia
Compendia products may be subject to 
the requirements within USP <467> 
Residual Solvents. This general chap-
ter outlines methodology, solvent clas-
sifications, and tolerable daily intake 
(TDI) to be used for establishing limits 
of class 1, 2, and 3 solvents.  USP 
<467> covers drug substances, excipi-
ents, and drug products; solvents may 
be measured either quantitatively or by 
a limit test.  The methodology in USP 
<467> is readily applicable for Class 
1, Class 2 (Mix A and B) solvents by 
headspace gas chromatography.  Class 
2, Mix C and Class 3 solvents may not 
be readily detected by this technique 
and an alternative method must be ap-
propriately validated prior to use.  

Prior to USP <1467>, verification 
parameters for USP <467> relied upon 
USP <1226> “Verification of Com-
pendial Procedures.”  This chapter 
references Table 2 in USP <1225>. To 
accomplish establishment, a subset of 
validation parameters was subjectively 
chosen from the USP guidelines to 

Let us solve your solvent challenges-  
A <467> and <1467> overview

verify the residual solvent method.  

Upon the implementation of USP 
<1467>, USP now offers clearly 
defined verification and validation 
requirements for test articles subject 
to compendial analysis as noted in the 
guidance’s Table 1; this includes limit 
and quantitative approaches.  In the 
event the USP <467> method re-
quires modifications, the new chapter 
provides validation requirements for 
alternative procedures, which closely 
resembles the ICH validation guidance.  
The USP improvements with this im-
plementation include a list of required 
verification parameters, a welcomed 
addition which eliminates subjectiv-
ity. In addition, outlining validation 
parameters for alternate procedures 
simplifies method suitability for special 
situations.

Eurofins BioPharma Product Testing 
performs significant residual solvent 
testing for raw materials, drug prod-
ucts, and drug substances at four US 
GMP sites, each capable of residual 
solvent method development. Euro-
fins BPT’s technical experts provide 
insights into establishing a method 
for clients’ test articles, including an 

understanding of 
the implication of 
synthesis process, 
drug product formu-
lations, identification 
of unknowns, solvent 
screening as well a 
life cycle manage-
ment. 

Eurofins offers a 
number of solutions 
to clients to suit 
their individual regu-
latory needs.  The 
following options, 
developed by Eu-
rofins based on the 
USP, are available:

• Limit tests:  
Method verification 
is accomplished 
concurrently with 
routine testing and 
evaluated for every 
sample submission.  

• Quantitative test-
ing:  Formal method 

verification, directed by Eurofins Lan-
caster Laboratories’ platform protocol, 
is performed prior to routine testing.  
Upon successful completion of verifi-
cation, routine testing is performed to 
meet USP <467> requirements.  

• Self-Validating Method for Class 
2, Mix C and Class 3 solvents:   This 
method has been widely used by Euro-
fins Lancaster Laboratories since 2012 
for excipient evaluation.  Each lot of 
material is subjected to a scaled-down 
method validation study targeting the 
key elements of interest.

• Development and Validation for Drug 
Products:  Eurofins BPT Columbia and 
Eurofins Lancaster Laboratories have 
subject matter experts ready to discuss 
studies and the technical approach for 
development and validation. 

Eurofins continues to adapt to regula-
tory changes while considering the most 
time-sensitive and cost-effective solu-
tions for residual solvents needs.  For 
more information about the USP <467> 
and <1467> changes and the impact 
on unique programs, join EBPT’s webi-
nar hosted in conjunction with Univer-
sity of Wisconsin-Madison on July 24, 
2019.
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At Eurofins BioPharma Product Test-
ing, 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 an 
industry leader.

People Are our Chemistry

Thomas and JeorgeAnn 
Gullerud met 10 years 
ago at the Eurofins BPT 
Columbia, MO, lab and 
found they had great 
chemistry. Sharing a lot 
in common, they even-
tually began dating and 
married in 2013.  

JeorgeAnn started at 
ABC Laboratories part 
time in May of 1998 
as a technician while 
finishing her degree 
at Columbia College.  
JeorgeAnn worked her 
way up, becoming a 
Group Leader in Stabil-
ity and Batch Release.  
JeorgeAnn remained in 
operations as a Group 
Leader for about 12 
years before taking an 
opportunity to become a 
Manager of the Sample Administration 
Team.  She has served as DEA Point of 
Contact and SME for over 15 years.

Tom joined ABC Laboratories in 2009 
as a Senior Scientist and quickly moved 
into a Group Leader role within both the 
Stability and Trace Analysis and Struc-
tural Chemistry groups during the last 
10 years.  Tom’s primary expertise is on 
inhalation drug products where he has 
collected a total of 20 years of experi-
ence in the field.

Together they have four children: Bryce, 
Rylan, Carlie, and Ashley.  

What does your current job entail?

JeorgeAnn:  As Manager of Operations,   
I manage a team of individuals that are 
responsible for receipt, tracking, and 
overall management of incoming and 
outgoing samples and reference materials.

Tom:  I’m very excited about being one 
of the technical leaders supporting 
Eurofins BPT-Columbia’s initiative to 
start an inhalation performance testing 
service line.  I also am a member of 

steering committees that support SOP 
harmonization and 5S practices.  
I also serve as a trainer for our summer 
interns from the University of Missouri 
Biochemistry department, as well as  
assisting our recruitment team at job 
fairs.

Why should clients trust us with their 
projects?

Our clients are given the personal touch 
when they place work at the Columbia 
facility.  Our flexibility to meet unique 
client needs never ceases to amaze us.  
No client is treated like a number.

You’ve been here for many 
years and seen countless 
changes. Is there anything 
that hasn’t changed during 
your tenure?  

JeorgeAnn:  I have been here 
for 21 years; one thing that 
has not changed in the time I 
have been here is the genuine 
Midwestern culture.  People 
here care for one another and 
are always willing to provide a 
helping hand. 

Tom:  During my 10 years at 
the Columbia facility, the one 
thing that has not changed is 
the eagerness of staff to learn 
new techniques and problem-
solve unique technical issues 
for our client base.

What kind of volunteer activi-
ties have you been involved 
with?  

JeorgeAnn: Tom and I both 
volunteer at our children’s 
schools as well as their 

extracurricular activities.  This includes 
donating supplies and volunteering 
to help on field trips.  Tom has volun-
teered as a youth basketball coach and 
assisted with our oldest son’s summer 
baseball team.  

And when you’re not working?  

When we are not working, there is a 
good chance you will find us at the 
ballpark!  When not at the ballpark, you 
may find us at the pool, at the family 
farm, or taking a weekend trip to St. 
Louis or Kansas City.  We try to spend 
as much time as possible together; how-
ever, there are times when we have to 
divide and conquer.  We enjoy watching 
mostly all sports, and on the rare occa-
sion we have a free weekend, we like to 
grill out and just relax at home.

How do you balance work-life and home- 
life by working at the same facility?

We do a very good job listening to each 
other.  We also don’t let the stressors of 
work invade our home life.  Also, our in-
volvement and support with kid’s activi-
ties also create a good natural diversion.

What is the scope of your group?  

JeorgeAnn:  My team services all the 
BioPharma Groups here in Columbia.  
In addition to receiving all material, we 
are responsible for storage and tracking 
of material.  This includes managing 
stability programs and ensuring our 
temperature and humidity controlled 
units remain in compliance with their 
specified ranges. 

Tom:  Beyond being one of the tech-
nical leaders to start our inhalation 
service line, most people don’t know 
that our facility has been the release 
laboratory for a commercial inhalation 
drug product for the last five+ years.

What process improvements does your 
group initiate to serve clients better?

Our site has more formally started 5S 
initiatives this year.  Several processes 
in our labs have been reviewed and 
refined, such as balance room inventory 
management and glassware/dishwash-
ing workflows.

The Gullerud family
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On Thursday, September 19, 2019,  
Eurofins BioPharma Product Testing 
will host its 3rd annual full-day E&L 

Contact us
For information on services,  literature 
requests or address changes, please 
contact: Bio/Pharmaceutical Business 
Development, 717-656-2300 or  
pha@eurofinsus.com

Bio/Pharmaceutical NEWS is published  
for clients, employees and associates of 
Eurofins BioPharma Product Testing US. 
Editor: Lisa Bamford, LisaBamford@
EurofinsUS.com

Save the Date for the 3rd Annual Extractables and Leachables 
Symposium for Drugs and Devices

seminar 
in Cam-
bridge, 
MA. 

Don’t 
miss 
this free 
event 
filled with 
infor-
mative 
presen-
tations 
from the 
United 
States 

Pharmacopeia (USP), Biogen, C&M 
Technical Consulting, Regeneron 
Pharmaceuticals and Safe  

Bridge Consulting. 

Sign up at www.Eurofins.com/
Seminars to see why 72% of past 
attendees rated Eurofins BioPharma 
Product Testing’s E&L event better 
or exceptionally better than other 
E&L industry events.


