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

It’s Great to Hear from You...

Late last year we sent you a survey ask-
ing for feedback on our performance. 
This is the 8th year that we conducted a 
client feedback survey to ask you what 
we are doing well, and how we can 
improve. We sent the simple email survey 
to 1,524 clients; 395 of you took the time 
to respond. Thank you so very much to 
each of you who responded. These days 
we are all incredibly busy and bombarded 
with email, so I am really gratifi ed that so 
many of you gave us feedback. And nota-
bly we received 307 specifi c comments, 
including praise, complaints, suggestions 
and areas for improvement. I really can’t 
stress enough how important this feed-
back is to us – at the end of the day, the 
opinion of those we serve is absolutely the 
only opinion that matters. 

Continuous improvement is a vital part of 
our culture at Eurofi ns Lancaster Labora-
tories.  The only way to be successful is 
to continually evolve to meet the ever-
changing requirements of our clients, the 
regulators and technology. In order to 
determine what changes are necessary, 
we regularly gather business intelligence, 
including client feedback, to determine 
the direction in which we need to focus 
our change. In addition, we participate in 
a third party survey on a biannual basis to 
seek input from the industry as a whole. 
The purpose of this survey is to evaluate 
how Eurofi ns Lancaster Laboratories is 
perceived by the industry and how we 
measure up against our competitors in 
the marketplace. We fi nd all this feedback 
invaluable and share it broadly across our 
company. Some highlights from our most 
recent client survey include the following:

• 98% satisfaction rate for overall service, 
with 69% rating us as exceeding require-
ments or outstanding

• 98% satisfaction rate for proactive and 
professional customer service and commu-
nication, with 81% rating us as exceeding 
requirements

• 98% satisfaction rate on technical perfor-
mance, with 74% rating us as exceeding 
requirements

• 96% satisfaction rate for business develop-
ment effectiveness, with 93% rating us as 
exceeding requirements

The third party survey was sent to Phar-
maceutical Technology and Biopharm 
International readers, revealing the fol-
lowing results from individuals working for 
bio/pharmaceutical manufacturing and 
research and development companies 
primarily in QA, R&D and management 
roles. 

When asked to rank Lancaster Labo-
ratories among 11 other, well-known,  
contract laboratories, respondents 
ranked us #1 in:

•  Customer Service
•  Meeting Project Deadlines
•  (Fair) Price of Service

When asked which laboratories they 
would most prefer to do business 
with, respondents ranked Lancaster 
Laboratories #1:

• More than 30% of the respondents identi-
fi ed Lancaster Laboratories as their #1 
choice over 11 competitors.

This last point is particularly gratifying – 
the industry stating in an independent 
survey that we are the laboratory they 
would most like to do business with. This 
combined with all the other positive feed-
back and specifi c comments received is 
particularly motivating for our team. But 
just as important as the accolades is the 
feedback that identifi es opportunities for 
improvement. 

Upon compiling the results of the client 
feedback survey, our quality assurance, 
project management and technical de-
partments joined forces to begin develop-
ing solutions to the constructive feedback 
provided. Process improvement initia-
tives under way include the following:

• Modifi cation of the exceptions process to 
facilitate additional QA and senior techni-
cal involvement to ensure strong, thorough 
investigations and effective CAPA

• Enhanced project management tools and 
approaches with the objective to provide full 
visibility and communication/tracking of key 
milestones 

• Promotion of direct client communication 
with technical staff – ensure that our clients 
have ready access to subject matter experts

• Improvements in the report and method 
revision process

• Improvement in LabAccess search 
capabilities 

We also heard that the ability to provide 
rush testing services any time you need 
them, particularly for raw materials, was 
extremely valuable to you and was a 
source of frustration when we were un-
able to accommodate the request. We 
are therefore in the process of adding 
signifi cant additional staff to this area and 
have expanded our GMP review team to 
include second shift data reviewers to re-
duce review times and accelerate release 
of data. Our objective is to complete all 
GMP review of raw materials data within 
24 hours of test completion and ensure 
available capacity for your rush testing 
needs.  

Thank you again for your invaluable feed-
back. My request to you is to please keep 
your opinions coming, as our appetite to 
hear from you is insatiable. We’ll survey 
you again late this year, but please don’t 
wait until then if you have something you 
think we should hear or know. And feel 
free to call or email me anytime; whether 
it is feedback, ideas or concerns, I always 
highly value our interactions. There is 
no more effective and important way to 
shape our thinking about how to run our 
business than to hear what you think 
about how our business is performing and 
how it is being run. 

If there is one thing that we want Eurofi ns 
Lancaster Laboratories to be known for 
it is great service. Anyone with adequate 
capital can build a great facility, equip 
it with great equipment, install a strong 
quality system, and hire highly talented 
people. But the magic is putting it all 
together in a way that creates an organi-
zation focused completely on delivering a 
phenomenal customer experience. If you 
think about it for just a moment, I believe 
you will agree that the truly great compa-
nies deliver an experience that creates a 
lasting impression. 

I can sum up our objective in a very sim-
ple way – we want every single interaction 
with Eurofi ns Lancaster Laboratories to 
leave you feeling more positive about us 
than you did before you had the interac-
tion. When we achieve that we’ve had a 
very good day indeed. 
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by Robert J. Duff, 
Ph.D., manager, 
Biochemistry Group

Targeted drug therapies 
for diseased cells (i.e. 
cancer) using mono-
clonal antibodies has 
been a topic of growing 
interest and an area 
of continued develop-
ment.  The promise of 
this approach has been 
to deliver a therapeu-
tic (or cytotoxic) agent 
with greater selectivity 
thereby reducing toxic 
side effects.  Antibody-
drug conjugates (ADC) are an emerging 
class of targeted agents demonstrating 
tremendous potential both in vitro and in 
vivo.  These rationally designed conju-
gates, formed through the chemical link-
age of a potent small molecule cytotoxin 
(drug) to a monoclonal antibody (mAb), 
have more complex and heterogeneous 
structures than the corresponding anti-
bodies.  

The mechanism of action is believed to 
be, fi rst antigen recognition and binding, 
followed by endocytosis whereby the 
cell’s lysosomal enzymes release the 
cytotoxin.  The molecular diversity of the 
cytotoxins is remarkable.  Most notably, 
microtubule disruptors have been rec-
ognized, which are represented by two 
major classes: maytansinoids and au-
ristatins. The newer classes of cytotox-
ins are at least two orders of magnitude 
more potent with in vitro studies against 
tumor cell lines. 

The rationale development of the con-
jugate is crucial to success.  Each part 
(the mAb, the drug and the linker) must 
be carefully chosen in order to provide 
the best therapeutic index.  Antibod-
ies have targeted antigens (e.g. CD22, 
HER2, PSMA, CD70, EphA2) that are 
known to play a key role in cancer cell 
growth and survival.  The commercial 
pipeline of antibody-based therapeutics 
continues to grow and now totals nearly 
350 candidates.  With respect to ADCs, 
the FDA recently, in August 2011, ap-

proved Adcetris (brentuximab vedotin) 
for Hodgkin’s Lymphoma.  Currently, 
20 new ADCs are currently in clinical 
development.

Conjugates must employ the right linker 
with the method of attachment as an 
essential part of the ADC program. 
Many areas around the process have 
improved, however, the linker strategy 
for ADC manufacturing and their ap-
plication has certainly been primary for 
clinical advancement. The choice of 
a linker is infl uenced by which toxin is 
used, as each toxin has different chemi-
cal constraints.  The creation of linkers 
that are stable in circulation but labile 
upon binding of the ADC to its target 
has resulted in the current generation of 
ADCs having better stability and lower 
systemic toxicity. Early versions of ADCs 
suffered from instability of the linkage 
between the mAb and the cytotoxic 
small molecule.  Endogenous prote-
ases in the blood caused the premature 
release of the cytotoxin and resulted 
in side-effect profi les similar to that of 
an unconjugated chemotherapeutic. 
The new generation of linkers is more 
resistant to degradation in the blood 
while still allowing release of the payload 
at the target. 

Regulatory agencies are primarily 
concerned with the selection of the most 
appropriate analytical methods for an 
ADC – which is the same as for any 
other biopharmaceutical or pharmaceuti-

cal product.  These methods must discern 
the identity, potency and heterogeneity of 
the biodegradable linker, the cytotoxic drug 
and the choice of mAb attachment sites 
(lysines, inter-chain cysteines, Fc glycans). 
Heterogeneity depends wholly on the se-
lectivity of the chemical reaction between 
the linker and mAb and the cytotoxin. 

Improvements in analytical techniques 
such as protein mass spectrometry and 
capillary electrophoresis have signifi cantly 
increased the quality of information that 
can be obtained for use in product and 
process characterization and for routine 
lot release and stability testing.  Analytical 
methodologies need to discern primary 
structure (intact mass, peptide mapping 
[sequencing], NMR, FTIR and drug linkage 
discernment), secondary/tertiary structure 
(circular dichroism, X-ray), drug-antibody 
ratio (UV), fragments/aggregates (AUC, 
SEC-MALS, SE-HPLC), charge variants 
(CE, iCE, IEX, MS), glycosylation and oth-
er post translational modifi cations (LC-MS/
MS).  Antigen binding, biological activities 
and effector function are used as appro-
priate (ELISA, SPR [BiaCore]). Assays 
for free drug and (bio)process impurities 
such as synthetic impurities or host cell 
proteins should be included.  Overall, the 
ADC should be considered a new molecu-
lar entity and not a combination product.  
ADCs show tremendous promise for the 
future and now better methodologies are 
available to prove structure-function rela-
tionship through site-specifi c mAbs and 
non-natural amino acids.

Critical Aspects of Antibody Drug 
Conjugates: Structure and Analysis

Michael Schilling prepares 
to characterize a monoclonal 
antibody (mAb) by peptide 
mapping and N-terminal se-
quencing using liquid chroma-
tography-tandem mass spec-
trometry on a LTQ Orbitrap XL. 
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by Jeri Ann Boose, Ph.D., director, 
Biopharmaceutical Services

Viral clearance 
studies are a 
critical ele-
ment toward 
ensuring that 
an acceptable 
level of viral 
safety has 
been achieved 
for biological 

products.  The goal of these studies is 
to demonstrate that the manufactur-
ing purifi cation process has the ability 
to inactivate and/or remove a broad 
variety of virus types, including those 
viruses known to contaminate or which 
may possibly contaminate the starting 
materials.  

Typically, individual processing steps 
in the manufacturing process, such as 
column chromatography, solution in-
activation, and virus removal fi ltration 
steps, are scaled down from manu-
facturing-scale to bench-scale.  In the 
viral clearance study, the input mate-
rial for each step is spiked with high 
titer virus, and both input and output 
samples from the step are collected 
and quantitatively assayed for virus.   
The difference in the amount of virus 
spiked into the step and that found 
in the output sample represents the 
amount of virus cleared by the step.

As manufacturers cannot bring virus 
into their manufacturing facilities due 
to the risk of contamination, viral 
clearance studies are almost always 
performed in Eurofi ns Lancaster 
Laboratories’ viral clearance suites.  
Sample generation in a viral clearance 
study has almost always involved the 
hands-on participation of the client.  In 
the most common scenario, Eurofi ns 
Lancaster Laboratories’ personnel 
and client personnel work side-by-side 
to set up the studies, spike the steps 
with virus, and collect the samples for 
analysis in the virus testing laboratory.  

Four Viral Clearance Service Models 
Offer Time and Cost Saving Options 

The time clients spend in the viral 
clearance lab equates to time spent 
away from their manufacturing 
responsibilities.  Eurofi ns Lancaster 
Laboratories is aware that send-
ing client personnel to assist in the 
generation of viral clearance samples 
can be an inconvenience for many 
clients due to a shortage of person-
nel, lack of time and travel costs.  

To alleviate this issue, Eurofi ns Lan-
caster Laboratories now offers clients 
several levels of service solutions for 
viral clearance study performance.  

The Basic Level 1 Service Model is 
offered to those clients who wish to 
continue providing all materials and 
procedures for the study and who 
wish to be at Lancaster to participate 
hands-on in the performance of the 
full study.  This model used to be the 
most common service model select-
ed, but that is no longer the case. 

For some time, we have also offered 
an Enhanced Level 2 Service Mod-
el in which the client still provides 
all the materials and procedures for 
the study.  The client also comes to 
Eurofi ns Lancaster Laboratories and 
is hands-on for the performance of 
the more complicated manufactur-
ing processing steps, but Eurofi ns 
Lancaster Laboratories’ personnel 
assume responsibility for perfor-
mance of the more straight-forward 
processing steps such as solution in-
activation and virus removal fi ltration.  
The Level 2 Model  has the benefi t 
of saving the client signifi cant time in 
the viral clearance suite as samples 
can be generated from multiple 
processing steps simultaneously.  
More effi cient sample generation also 
results in faster reporting time.  This 
service model is now the one most 
commonly used by our clients.

Our newest service model is the 
Full Service Level 3 Model.  As 
for Models 1 and 2, the client pro-

vides all the materials and validated 
scale-down procedures for the steps 
being tested in the study.  However, 
the client does not participate in the 
hands-on, sample generating portion 
of the study.  Instead, Eurofi ns Lan-
caster Laboratories’ personnel will 
train on all the procedures as part of 
a documented technical transfer and 
perform all the clearance steps.  The 
advantage is that client personnel do 
not need to travel to Lancaster for the 
study.  While this model requires ex-
tra time for the technical transfer por-
tion of the study, the growing num-
ber of clients who favor this model 
indicates that the benefi t of Eurofi ns 
Lancaster Laboratories’ operators 
performing the complete study far 
outweighs the additional time.

Eurofi ns Lancaster Laboratories 
is now pleased to offer a Turnkey 
Level 4 Service Model for viral 
clearance.  The client has one re-
sponsibility in this model and that is 
to provide Eurofi ns Lancaster Labo-
ratories with a complete description 
of the full-scale manufacturing pro-
cess.  Eurofi ns Lancaster Laborato-
ries’ personnel will then develop and 
validate all scale-down models for 
each step to be tested and will gener-
ate the samples for each individual 
step.  The deliverable is a self-stand-
ing fi nal report which covers the full 
scope of the study from scale-down 
development and validation to the 
viral clearance study results.  

These fl exible service models en-
hance the client’s experience with 
signifi cant time and cost savings, 
fostering a trusted strategic partner-
ship between the client and Eurofi ns 
Lancaster Laboratories. 

For more information on how these 
Viral Clearance Service Models can 
achieve your timelines cost-effectively, 
contact  BioPharmaceutical Business 
Development at 717-656-2300.
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by Jon S. Kauffman, Ph.D., director, 
Biopharmaceutical Services

The Food and Drug Administration 
(FDA) defi nes a generic drug as “a 
drug product which is comparable to 
a reference (brand) listed drug prod-
uct in dosage form, strength, route of 
administration, quality, performance 
characteristics and intended use.”  The 
Hatch-Waxman Act of 1984 paved the 
way for facilitating an abbreviated pro-
cess in the United States for approval 
of generic versions of small molecule 
drugs.  Today almost three-quarters 
of all small molecule drugs sold are 
generic.  

However, an increasing number of 
drugs on the market are considered 
biologics or biopharmaceutical prod-
ucts, which are made from living or-
ganisms. Biopharmaceutical products 
include monoclonal antibodies (mAbs), 
therapeutic proteins, vaccines, an-
tibody drug conjugates (ADCs) and 
nucleic acids.  To address this class of 
products that falls outside the Hatch-
Waxman Act, the Patient Protection 
and Affordable Care Act (PPAC Act), 
signed into law by President Obama 
on March 23, 2010, creates an abbre-
viated approval pathway for biologi-
cal products that are demonstrated 
to be “highly similar” (biosimilar) to 
an FDA-approved biological product.  
The FDA followed up on February 
9, 2012, by issuing three draft guid-
ance documents on biosimilar product 
development to assist industry. This is 
quite relevant since in the 6 year pe-
riod between now and 2017, patents 
of some of the top-selling biologics, 
including Enbrel, Rituxan/MabThera, 
Herceptin, Neulasta and Lantus face 
patent expiration.

The European Union (EU) led the way 
with establishing a legal framework 
for approving biosimilars in 2003 and 
guidelines for an abbreviated regis-
tration process soon followed.  The 
European Medicines Agency (EMA) 

How similar is 
your Biosimilar?

has approved 14 biosimilars 
to date beginning with Om-
nitrope in 2006.   Therefore, 
the FDA is able to look back at both 
the successes and lessons learned 
from the European approach – and 
central to this approach is the concept 
of comparability.   This approach was 
fi rst used when sponsors needed to 
convince FDA that changes in a manu-
facturing resulted in a “comparable” 
product.  The EMA then adapted this 
approach to biosimilars where the 
new product (biosimilar) is shown to 
be comparable to an approved (refer-
ence) product from a different sponsor.  

Due to several factors, there currently 
is a world-wide shortage of helium 
supply.  This shortage will impact pric-
ing and availability of helium supplies 
throughout the rest of 2012 and poten-
tially into the future.  While this short-
age will impact many industries, one 
impact on the pharmaceutical industry 
will be for product testing methods that 
utilize gas chromatography.  These 
methods include assay, related sub-
stances, residual solvents and extract-
ables and leachables to name a few.  
Helium is typically utilized as both car-
rier gas, inlet purge gas and detector 
make-up gas for gas chromatography 
methods.  

Eurofi ns Lancaster Laboratories has 
extensive experience in the develop-
ment and validation of gas chromato-
graphic methods for the pharmaceuti-
cal industry and can offer alternatives 
to the use of helium gas.  This in-
cludes developing new methods, as 
well as modifying existing methods to 
utilize hydrogen or nitrogen in place 
of helium.  Following modifi cation of 
existing methods, Eurofi ns Lancaster 
Laboratories can either perform nec-

essary validation on the method or an 
appropriate bridging study to the 
original method.  

While the entire industry is feeling the 
effect of the helium shortage at this 
time, Eurofi ns Lancaster Laborato-
ries feels that long-term gains can be 
achieved by converting existing meth-
ods to hydrogen or nitrogen.  The world 
wide supply of helium is limited to a 
fi xed natural reserve, and pricing for this 
gas has continued to increase, whereas, 
the supplies of hydrogen and nitrogen 
are renewable and cost effective. 

A major component of comparabil-
ity studies performed during process 
development is full analytical charac-
terization of the product and process 
impurities. Eurofi ns Lancaster Labo-
ratories has the experience and wide 
range of tools, including mass spec-
trometry (MS), size-exclusion chroma-
tography (SEC), capillary electropho-
resis (CE), circular dichroism (CD), 
etc. to help sponsors and contract 
manufacturers with this task.    

New methods address helium 
shortage challenges

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.
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Jeri Ann Boose, Ph.D., director, Biophar-
maceutical Services; Robert Donatelli, 
M.S., principal scientist, Cell and Mo-
lecular Biology; Weihong Wang, Ph.D., 
manager, Cell and Molecular Biology

Mycoplasmas are the smallest known 
self-replicating prokaryotes.  They para-
sitize a wide range of host organisms, 
including humans, animals, plants and 
insects and are common contaminants 
of mammalian cell culture.  Due to their 
small size, mycoplasmas can read-
ily pass through 0.2 μm fi lters used to 
maintain sterility.  Sources for the intro-
duction of mycoplasmas into cell culture 
systems include:  cell culture media and 
additives, the use of previously infected 
cells and laboratory personnel.  

Although visual signs indicative of myco-
plasma contamination are often lacking, 
mycoplasma contamination of cell lines 
used to produce biopharmaceutical 
products can disrupt cellular growth and 
metabolism and lead to changes in gene 
expression.  These adverse cytopatho-
logical events can result in decreased 
product quantity and quality.  

Importantly, mycoplasma infections 
have been associated with respiratory 
illness, urethritis and arthritis, and they 
act as a co-factor in numerous infectious 
diseases.  It is for these reasons that 
world-wide regulatory agencies require 
that biotechnological products produced 
in cell substrates be tested to ensure the 
absence of mycoplasma contamination.

Compendial mycoplasma testing 
procedures for the detection of viable 
mycoplasma contaminants are culture 
based and have three components:  
direct cultivation on agar plates, enrich-
ment in broth followed by detection on 
agar plates and detection in indicator 
cell culture.  

The current procedures are time con-
suming as they are 28 days in length.  
This time requirement is not amenable 
for obtaining the rapid lot release testing 
results needed for biopharmaceutical 
products that have short half-lives or 
for which there is high market demand. 

The lengthy assay 
period is also not 
conducive 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 de-
tecting and contain-
ing contamination 
events.

This summer, Euro-
fi ns Lancaster
Laboratories will 
offer a rapid myco-
plasma test com-
parable in sensitivity 
and specifi city to the
28 day compendial 
method.  After several months of work-
ing with the EMD Millipore MilliPROBE®  
Real Time Detection System for My-
coplasma, Eurofi ns Lancaster Labo-
ratories’ scientists have unequivocally 
demonstrated the value of the method 
for the rapid testing of manufacturing 
samples without observing matrix inter-
ference effects.  

An additional, important advantage of 
the MilliPROBE System is that it has 
the capability of processing a volume of 
material comparable to that tested in the 
compendial method, making it prefer-
able to rapid mycoplasma detection 
methods that have volume limitations.  

Finally, the system has two features that 
allow it to preferentially detect viable 
mycoplasmas: (1) a mycoplasma reten-
tion fi lter, which retains mycoplasma 
cells but allows free nucleic acids to 
be rinsed away into waste and (2) a 
detection system designed to target 
and amplify mycoplasma rRNA  from 
mycoplasma cells captured and lysed 
within the sample prep device.  RNA is 
not only a better viability marker than 
DNA, but it increases the sensitivity of 
the method as a single mycoplasma 
contains approximately 1000 rRNAs 

compared to only 1-2 DNAs.  Validation 
of the MilliPROBE System is currently 
underway with plans to commercially 
offer both GMP and non-GMP versions 
of the assay this summer.

New rapid mycoplasma testing service delivers 
speed, sensitivity and specifi city to a broad 
scope of sample matrices

What’s in a name?
As we forge our relationship with Euro-
fi ns Scientifi c, there continues to be an 
appreciation of the value in both the Lan-
caster Laboratories and Eurofi ns names 
and the global harmonized services this 
union affords. To that, at the beginning 
of this year, we shared with clients that 
our logo would incorporate the Euro-
fi ns name. Since our goal is to create a 
seamless service experience for clients, 
we therefore recognize the benefi ts of 
incorporating the Eurofi ns name into 
our legal name as well. Effective June 
1, 2012, for contracts and written agree-
ments, our legal name will be Eurofi ns 
Lancaster Laboratories, Inc.  There will 
be no changes to current regulatory li-
censes, approvals, registrations, accredi-
tations or FEIN number. We hope this will 
create consistency for you when refer-
encing and working with our company. 
We thank you for your business and look 
forward to serving you better each day.  

Robert Donatelli,  principal scientist, Cell and Molecular Biology, 
prepares samples for amplifi cation and detection with the Fluo-
Dia™ T70 Microplate Reader and MilliPROBE® software following 
target isolation and capture using the sample prep device and the 
King Fisher® mL Magnetic Particle Processor.
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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.

Jennifer Lilley, a group 
leader in Pharmaceuti-
cal Project Management, 
refers to her customers 
as family. And once in her 
care, Jennifer is devoted 
to keeping her family 
members happy. To that, 
her career in Pharmaceuti-
cal Project Management 
since 2006 has been the 
perfect use of her B.S. 
in chemistry and M.B.A. 
“I’m attracted to this job 
as it’s the business side 
of chemistry, but more 
importantly, it’s helping my 
customers advance their 
very important projects− 
projects that in the end 
can improve health and 
even save lives,” says 
Jennifer. “It’s an extremely 
satisfying and rewarding 
career.”

What does your current 
job entail?

As a project manager, I serve as a 
liaison between our clients and the 
laboratory by communicating client’s 
requirements to the technical staff, 
maintaining project-related documen-
tation, communicating desired turn-
around times and managing informa-
tion fl ow.  I also coordinate the entry of 
samples into our LIMS and audit client 
paperwork, making sure to resolve any 
discrepancies or issues prior to the 
start of testing. 

Other responsibilities include facilitat-
ing and organizing client audits, visits 
and conference calls; monitoring 
ongoing projects and providing status 
updates as needed.  I oversee the 
general administration of pharmaceuti-
cal projects such as issuing quotations 

to clients, answering billing and 
reporting questions and scheduling 
sample pickups.  

As a group leader, in addition to the 
above responsibilities, I also serve 
as a technical resource, trainer and 
troubleshooter within the depart-
ment.  I coach and develop direct 
reports, plan and monitor workload, 
as well as make recommendations 
for operational and/or technical im-
provements.

What is the scope of your group?

The Project Management Group 
currently has one manager, four 
group leaders and 18 project man-
agers who manage a combination 

of routine, non-routine and complex 
client projects.  Our department also 
includes the Pricing Group, Inside 
Business Development and Op-
erations.  Each group helps manage 
client projects, as well as our internal 
systems in a variety of ways.      

Our group has grown a great deal over 
the last few years, not only in size, but 
also in the level of service we provide 
our clients.  We have worked on sev-

eral service based initiatives 
over the last few years−always 
emphasizing excellent service 
to our clients.   

Given all of your respon-
sibilities, how would you 
describe a typical workday?

I believe all of the project 
managers would agree with 
me in saying there is no typical 
workday in Project Manage-
ment.  Although we have daily 
responsibilities, the majority of 
our day relies on the requests, 
inquiries and the needs of our 
clients.  

All of the project managers 
are dedicated to their jobs 
and work very hard every 
day.  Each of us has a unique 
personality and background 
that we bring to the table.  We 
all value what each other has 
to offer and work together to 
serve our clients.  

How would you characterize your 
leadership style?

My leadership style has always been 
to lead by example.  I strive to moti-
vate employees by demonstrating a 
strong commitment to my own work.  I 
am also a strong proponent of process 
improvement, and as a leader, I try 
to inspire others to offer alternative, 
creative solutions to unmet needs or 
problems.

And when you’re not working?

My husband and I are expecting our 
fi rst child in June, so these days we 
have been busy preparing for the 
baby’s arrival.  This time of year is 
also very exciting for my family as we 
are huge Philadelphia Phillies fans, 
and we have been gearing up for the 
season. 

Jennifer Lilley
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See us at...
   
BMS Analytical Research Conf.  Somerset, NJ June 12-13
   
PR Chemist Convention Rio Grande, PR August 1-3   
 
Land ‘0 Lakes Conference  Merrimac, WI August 8-10 
   
Contract Pharma  New Brunswick, NJ September 20  
  
BioProcess International  Providence, RI October 8-12 
   
AAPS Annual Meeting  Chicago, IL October 14-18  
  
PDA Annual Global Conf.  Bethesda, MD  October 22-23
on Pharm Microbiology
    
Well Characterized Biologicals Bethesa, MD Oct. 30-Nov. 1 
  

Newsmakers
Jeri Ann Boose, Ph.D., director, Biopharmaceutical Ser-
vices, will serve on the Viral Safety for Biologics Scientifi c 
Advisory Committee at IBC’s BioProcess International 
Conference in October in RI. Dr. Boose will present “Risk 
Mitigation Strategies for Non-Enveloped Viral Contami-
nants.”

Mark Glass, UK Business Development, has authored a 
Professional Scientifi c Staffi ng/Full Time Equivalent article 
titled “Sourcing the Right Solution” in the Irish Pharma 
Chem Buyers Guide.

Jeri Ann Boose, Ph.D., director, Biopharmaceutical 
Services, served as a Roundtable Participant with an 
“Overview of USP’s New General Information Chapter 
<1050.1> Design, Evaluation, and Characterization of Viral 
Clearance Procedures” at AAPS National Biotechnology 
Conference. 

Robert J. Duff, Ph.D., manager, Biopharmaceutical 
Services, presented “Characterization of Antibody Drug 
Conjugates,” and Jeri Ann Boose, Ph.D., presented 
“Risk Mitigation Strategies for Non-Enveloped Viruses” at 
ISBiotech.

Jon S. Kauffman, Ph.D., director, Biopharmaceutical 
Services, contributed to “Meeting Challenges in Contract 
R&D” in BioProcess International, March 2012.

For more information on the aforementioned, visit 
LancasterLabsPharm.com


