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Neal Salerno, President, Eurofins 
Lancaster Laboratories

Clients have told us for decades, they 
come to us for our trusted quality data, 
comprehensive services portfolio, and 
our fantastic people. In response, we 
take great pride in delivering testing 
excellence that helps clients make the 
world healthier and safer. Yet even the 
best run operations should always take 
a hard look at systems and ask, “How 
can we improve the client experience?”
Over the past few months we’ve hit 
the refresh button in our Microbiology 
Services Department and have made 
strides to deliver better client respon-
siveness and consultation. Through 
Lean initiatives, we have improved TAT 
and cost-effectiveness. We have on-
boarded new technology and invested 
in staff training to keep client trust.
Mostly, listening to and hearing what 
our clients are saying is the impetus 
behind a renewed collaborative fo-
cus with them to meet ever-changing 
requirements and industry trends. Here 
are some of the exciting Microbiology 
improvements and service benefits 
we’ve been working on and that clients 
can look forward to seeing from us:
Improvements through LEAN
Tremendous effort has been focused 
on a LEAN evaluation of the operation-
al flow for the Microbiology Department 
and will be ongoing with improvements 

continuing to occur.  The initial benefits 
from LEAN have allowed:
•	Significant reduction in pricing (es-

pecially for validation/suitability)
•	 Improvement in lab supply inventory
•	Elimination of waste steps 
•	Modification of general workflow in 

several test areas
•	 Improvements in scheduling
•	Redesign of laboratory space to 

improve workflow
Future efforts will focus specifically 
on turnaround time with the target to 
establish industry leading TAT.  
Competitive Pricing 
Our pricing structure has been com-
pletely revamped, allowing us to pro-
vide extremely competitive pricing for 
our full breadth of service offerings.
Growing Staff & Operational Focus
With our growing staff, we’ve divided 
to conquer and formed two different 
branches of Micro management (Op-
erations and Technology/Compliance) 
to improve responsiveness, increase 
industry presence and allow an in-
creased focus on development of our 
lab staff.
Operational management will focus on:
•	Continuing to LEAN operational 

areas
•	Providing industry leading respon-

siveness and consultation
•	Creating an excellent customer 

experience
Technology and Compliance manage-
ment will focus on:
•	Assessing current industry trends to 

ensure operations are current
•	 Identifying and on-boarding new 

technology and service offerings
•	 Increasing involvement with industry
•	Supplementing regulatory compli-

ance training
Electronic game-changers
Likely one of our strongest differentia-
tors in continually striving to drive down 
TAT and improve quality has been 
through our innovative Electronic Lab 
Notebook system, eLIMS-BPT, and 
secure on-line data access tool LabAc-
cess.com. Maintaining detailed and 
harmonized sample/project information 
electronically has resulted in an 80% 
reduction of Micro lab errors and has 
enabled clients to view real-time results 
when it’s convenient for them. 

Expanded full-service microbiology 
scope: 
With over 10,000 ft2 of state-of-the-art 
BSL2 laboratory space, 2,000 ft2 of incu-
bator storage, three ISO Clean Rooms, 
three additional autoclaves, and two 
new automated media prep Filamatics 
for larger batch sizes, we’ve expanded 
capacity to support every type of micro 
testing project of any size and timeline for:
Non-Sterile Products Testing
•	Bioburden
•	AET
•	Growth Promotion
•	Organism ID (Gene Sequencing or 

Maldi-TOF)
Sterile Products Testing
•	Sterility
•	Endotoxin
•	Particulate Matter
Manufacturing/Facility Validation  
Support
•	Disinfectant Efficacy Studies
•	Environmental Monitoring
•	Water Testing
•	On-site Sample Collection
•	Facility/Process Validation
Global Regulatory Compliance
Clients releasing products in the inter-
national marketplace can get global 
regulatory support as Eurofins Lancaster 
Laboratories is part of the largest network 
of GMP Microbiology laboratories in the in-
dustry, including more than 20 laboratories 
in Europe and the US with harmonized 
methods to support multiple compendia, 
including USP, EP, JP, and 21 CFR.
When you combine these recent advance-
ments and improvements with our sincere 
desire to delight our clients, it’s a winning 
combination to foster mutually beneficial 
partnerships. Across the board--from 
sample entry to glassware washrooms to 
testing labs to data review, we are always 
looking for ways to improve and are eager 
to hear your feedback as we continue our 
quest to be the #1 preferred Micro Testing 
provider.

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

Becoming Your Preferred Micro Testing Provider
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Strategic Material Storage and Distribution Offerings 
at Eurofins Lancaster Laboratories
Travis L. Emig, Senior Director, Phar-
maceutical Chemistry/Stability Services
The GMP stability storage operation at 
Eurofins Lancaster Labs offers many 
services to our customer in addition to 
established offerings such as clinical 
and registration study management for 
phase II through phase IV commercial 
programs.   With our significant footprint 
of over 80,000 cubic feet of storage 
space across two unique buildings in 

Lancaster, PA, plus additional capac-
ity at our Eurofins site in Portage, MI, 
we support various analytical based 
GMP storage and distribution initia-
tives for the pharmaceutical industry.   
Material Storage, sampling and 
distribution to both domestic and 
international locations, and analytical 
laboratory support for characteriza-
tion and certification performed 
under full GMP controls is available to 
our customers.   Secure, continuously 
mapped and monitored, fully GMP com-
pliant chambers, refrigerators, freezers, 
ultra-freezers and cryogenic LN2 units 
are available and used for this purpose.  
All ICH based conditions with redun-
dancy for risk mitigation, are always 
available, and customized conditions 
are potentially available upon request.  
Types of programs include but are not 
limited to Master and Working Cell 
Banks, Cell Line storage and distribu-
tion, Critical Reagent storage including 

certification and distribution, for analyti-
cal support and contingency.  Eurofins 
provides bulk retain of commercial 
product, bulk retain of API, and refer-
ence standard storage, certification, and 
distribution.  Viral Stock management is 
also in our portfolio.  
Eurofins offers several differentia-
tors in the storage attributes of our 
business:
• Eurofins ability to handle most  

materials from a safety management 
perspective is unique in the industry.  
Highly potent, acute toxic, class I-V 
controlled substances are generally 
accepted.  Laboratory and sampling 
controls are in place through the 
use of industrial ventilated balance 
enclosure systems, isolated weighing 
rooms, environmental humidity control 
space, and training for respirator use 
when necessary.   Eurofins will screen 
and assess all material SDS informa-
tion prior to any program initiation.  

• Eurofins software management tools 
allow storage to be managed at study 
levels, provide inventory controls, 
track re-certification schedules, and 
allow a client interface through LabAc-
cess  to monitor this critical information 
at any time.   

• Our stability project management 
team, in conjunction with lab opera-
tions, typically processes orders for 
sampling and distribution of materials 
within 24-48 of your request.  Eurofins 
can work with various couriers for 
shipping and distribution and whether 
cold chain storage is required or just 
temperature controlled shipping, our 
staff will utilize controlled shippers and 
temp tale monitoring as supplied by us 
or the customer to achieve necessary 
controls.  

If you have GMP storage capacity 
limitations in your organization and are 
looking for a partner to supplement vari-
ous analytical purpose storage needs, 
please reach out to us for consult and 
assessment.  Eurofins is here to support 
your organization’s immediate and long 
term storage needs.  
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What factors can impact your cryopreservation quality?

Need to Test Viral Products for Adventitious Viruses? 

Lana Mogilyanskiy, Manager, Cell Bank-
ing Services
Proper cryopreservation of cells is an 
extremely important part of cell bank 
preparation. The quality of cryopreserva-
tion depends on many factors with the 
three most important being:  1) the biol-
ogy of the cell line being frozen, 2) the 
freeze media used, and 3) the method 
of freezing and the freeze profile that 
are used.  Cell bank size (e.g. a 20 vial 
bank vs a 500 vial bank) can also have 
a significant impact on cryopreservation 
quality as the size change may result 
in significant vial to vial variability due 
to temperature fluctuations, handling 
nuances and difference in timing with a 
small vs a larger bank.  
Certain cell lines freeze well in general 
regardless of what point in the growth 
curve the freezing process occurs, what 
freeze media or what freeze profile is 
used.  These cells have a high viabil-
ity when thawed (≥90%) with viability 
remaining high through the period of re-
covery (the first few days after the cells 
are thawed).  These cell lines typically 
demonstrate minimal vial-to-vial variabil-
ity regardless of bank size.  However, 
not all cell lines are created equal and if 
thawing of cells after cryopreservation 
results in poor viability and recovery, an 
alternative freeze profile can sometimes 
improve the quality of the bank.  

Controlled rate freezers are typically 
used for the production of cell banks in 
a GMP environment.  Freezing of the 
cells is controlled by two probes – one 
probe monitors the temperature of the 
chamber within the controlled 
rate freezer and a second 
probe  is used to monitor an 
actual vial of cells.  Controlled 
rate freezers usually come with 
the manufacturer’s recom-
mended freeze profile, and 
this profile typically works on 
the majority of cell lines, but 
freezing parameters such as 
the speed and timing of each 
freezing phase can be modified 
to improve cryopreservation 
quality for the particular cell line 
of interest.  Sometimes a stan-
dard 1 degree C/minute freeze 
(“Mr. Frosty”) provides better 
results than a more sophisticat-
ed freeze profile with multiple 
cycles, including accommoda-
tion for the heat of fusion.  
Often our clients have a particular freeze 
profile that they have worked out and 
want us to use for their cell bank.  If there 
are any doubts about that profile, we 
will evaluate it in a mock freeze study 
prior to actual bank preparation.  Dur-
ing this process, we may see red flags 
that need to be discussed with the client.  
For example, we had a situation when 

the probe inserted into the vial showed 
that the heat of fusion was bringing the 
sample dangerously close to 0 degrees 
C.  The freeze profile was modified and 
the bank was frozen successfully.  

We recommend that mock freezing 
studies be performed to determine 
whether cell bank viability and recovery 
will be as expected.  If we observe poor 
cell viability during the post-freeze thaw, 
inadequate recovery, or significant vari-
ability between vials, an attempt should 
be made to address this issue.  

Katherine Marotte, 
Principal Scientist, 
Group Leader, 
Viral Safety Testing 
Services
Biopharmaceuti-
cal products used 
for gene therapy 
applications are 
manufactured in 
living systems, 
such as animal 
or human cells or 
tissues.  As such, 
they are at risk of 
being contaminated 
with adventitious 
viruses (foreign 
viruses that are introduced into a prod-
uct accidentally during the manufactur-
ing process).  Many of the viral assays 
used to detect adventitious viruses 
employ live cell cultures, which can of-
ten present challenges in products that 

contain viruses.  
Eurofins Lancaster 
Laboratories, Inc. 
has experience 
working with these 
products as well 
as overcoming the 
challenges that ac-
company them.
Oncolytic viruses 
are designed to kill 
tumor cells while 
sparing normal 
cells.  These 
viruses may be 
able to infect and 
kill the indicator 
cells used for the 

assays.  The virus may need to be 
neutralized with an antibody before 
testing for the presence of adventi-
tious viruses, and it may be challeng-
ing to achieve complete neutralization 
depending on the concentration of the 

virus.  Viral vectors for gene therapy 
are engineered to produce a thera-
peutic product using a viral particle 
that is unable to replicate and produce 
new virus.  Most viral vectors exhibit 
some degree of toxicity in the indicator 
cells used in assays, so the products 
may need to be diluted before testing.  
Viral vectors also have the potential 
to generate a false positive result in 
cell-based assays.  The vector may be 
able to initiate an infection in certain 
cell types.  Even though the infection 
may not be productive, it can produce 
signs that can be mistaken for a true 
viral infection.  Additional testing will 
be needed to determine if the result is 
due to the vector or a true infection.
Eurofins has extensive expertise in 
dealing with challenging, but novel vi-
ral products in cell-based viral assays.  
Please contact Eurofins for further 
information regarding your oncolytic or 
gene therapy product testing.
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Profiling Reference Standard Management
Harley Wilcox, Senior Scientific Advisor 
(CMC Small Molecule), Eurofins Bio-
Pharma Product Testing-Columbia 
Reference standards play a critical ana-
lytical support role in the pharmaceutical 
drug life cycle, from preclinical to com-
mercial. Standards used in cGMP testing 
are typically introduced during clinical trial 
manufacturing of a drug substance and 
drug product. The management of CoAs, 
inventory, and supply chain to external 
users, are critical in avoiding delays.
Below we profile reference standard 
management for small molecule 
compounds and will discuss types of 
standards, synthesis based standards, 
officially sourced standards, suppliers, 
characterization, and impurity assess-
ment. Additionally we provide an over-
view of standards storage, retesting, and 
material administration. 
Types of Standards
Officially sourced standards are often 
procured from pharmacopeia (USP/
EP), NIST or other industry recognized 
sources. CoAs are provided.  Bottle label 
information and certificates provide purity 
information. USP standards do not have 
a “use by” or “retest” date; they list a cur-
rent lot or previous lot, and the end user 
must monitor what is considered “cur-
rent” lots from the compendia. A “previ-
ous lot” designation implies a use period 
will be assigned. If a test article has a 
current issued monograph, it is expected 
that the corresponding compendia has 
reference standard material available for 
purchase and use.  
In-house standards can be obtained 
from synthesis or in some cases isola-
tion, but must then have characterization 
performed to establish purity values. 
Primary Standards
Primary reference standards typically 
should have a purity of 99.5 percent or 
higher.  Reference standards are typi-
cally sourced from APIs with additional 
purification.  Lower purity is acceptable if 
further purification steps are ineffective. 
For impurities of interest used for analyti-
cal identification purposes, they are often 
isolated and collected initially from API 
chromatography.  After the impurity struc-
tures are determined, a unique synthesis 
scheme is typically required to prepare 
adequate quantities for further character-
ization and purity assessment. 
Secondary standards
Secondary standards, typically from ven-

dor based sources, are analyzed using a 
primary standard calibration scheme to 
establish their purity value.  
Reference Material
Reference materials are used for non-
quantitative purposes such as retention 
time markers.
Storage
Standard inventory may be subdivided or 
fractionated into similar type containers for 
ready shipping to other labs or vendors. 
Both primary (bulk) standard container and 
fractionated containers are stored together 
(same chamber/condition) to allow for 
requalification options. When a new CoA 
is generated for the reference standard 
lot, the primary container and fractionated 
sample containers are 
relabeled in accordance 
with the new CoA.  Frac-
tionated containers often 
contain smaller amounts 
of standard i.e. 100-500 
mg, and depending on the 
extent of testing required 
for re-certification testing, 
the smaller containers may 
not be individually re-tested, 
and only the bulk material 
used for new CoA gen-
eration.  Depending on risk 
assessment this could also 
mean any fractionating of 
bulk material should only be 
done at the time a distribu-
tion is needed.  
The storage condition for an individual 
standard should be based on the already 
established stability profile.  Storage 
conditions often range from (-80C to RT), 
and could include requirements for pro-
tection from light and ambient humidity. 
Retesting and Retest Dating
A common topic for new reference 
standard management is how to estab-
lish a retest date.  When limited stability 
information is available for the API, one 
may consider a 6M or earlier retest date 
interval. An API with more established 
stability data, typically have longer retest 
periods, i.e. 12M. 
A retesting notification system, electronic 
or other, is essential to avoid lapse in new 
CoA establishment. A 60-day notification 
of retest due date is recommended to 
allow adequate laboratory time for proto-
cols, testing and documentation. 
Structural characterization techniques 
utilized include
• Infrared Spectroscopy

• Mass Spectrometry
• NMR Spectroscopy (QNMR, correlation 

and two-dimensional)
• UV Spectroscopy
• XRD
• CHN

Purity determination includes assess-
ment of volatile impurities, organic 
impurities, and inorganic impurities.
• Organic Impurities-HPLC
• Inorganic Impurities—ROI, and ICP
• Volatile Impurities—KF Water, GC, TGA, 

and LOD
• Qualitative Testing—DSC, XRPD, melting 

point, specific rotation
• Stoichiometry Testing-quantitation of coun-

ter ion, salts of active moiety

Standards used for non-quantitative 
analysis may require less testing. 
Note:  Moisture is often assessed in 
reference standard CoA establishment, 
and purity values can often be listed both 
“as is” and “dried” basis.  Many reference 
standards will have drying requirements 
listed prior to utilization.   
Managed reference standard program 
overview through Eurofins
• Utilize LIMS for software management 
• Extensive experience in material ship-

ments, controls, etc. 
• Each program may be designed to fit the 

individual client’s systems and needs

Reference standard receipt from 
clients
• Processed by established SOPs which 

detail time of sample log-in and subsequent 
shipment processing for entry into LIMS

• Materials received need to have clear 
identification as a reference standard, lot, 
storage conditions, retest date, product, etc.

• Shipping information retained for future 
reference
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The Development Pathway to a Sterile Drug Product IND
Joe Page, Ph.D., President, Eurofins 
Advantar Laboratories
The sterile drug development pathway 
to an Investigational New Drug (IND) 
is best traveled with a partner who 
can guide you through the milestones.  
The route generally includes a de-
termination of the physicochemical 
properties of the molecule.  Based 
on these findings, a formulation is 
designed to stabilize the molecule.  
Method development, qualification, 
and characterization studies are then 
performed to validate the potency, 
purity, and identity of the drug product 
and its impurities.  The staff at Euro-
fins Advantar has decades of experi-
ence guiding clients through these 
milestones.
An initial method, typically HPLC or 
UPLC, is needed for pre-formulation 
experiments with the drug substance.  
Project Directors, each with 15 to 30 
years of development experience, and 
a laboratory equipped with 25 HPLCs 
and 10 UPLCs enable sensitive, high 
resolution methods to be quickly 
developed.  It is essential to know the 
physical properties of the drug sub-
stance such as its pKa, pI, logP, MW, 
MP, and solubility.  For a small mol-
ecule, the pKa can be determined in 
titration experiments, and for proteins 
or peptides, capillary isoelectric focus-
ing (cIEF) can be used to determine 
the pI.  For poorly soluble compounds, 
pH-solubility and pH-stability ex-
periments are performed to determine 
the optimal pH where the molecule 
should be formulated.  Screening of 
the molecule with a series of GRAS 
solvents will reveal co-solvents that 
may be needed to achieve target 
concentrations of the API.  Additional 
physicochemical studies such as DSC 
and XRPD may be needed if a ly-
ophilized formulation is needed for the 
molecule’s stability.  These physical 
properties, along with the molecular 
structure, enable a formulation to be 
designed that achieves the clinical 
concentration requirements and guards 
against degradation reactions.
Achieving the targeted clinical con-
centration is often the first challenge 
in the formulation development as 
this concentration may approach the 
solubility limits of the API.  For small 
molecules, this may require a specific 
pH range and the use of co-solvents.  
For proteins, an optimal pH range and 

ultrafiltration with stabilizing sugars 
may be needed.  pH is controlled 
with parenterally acceptable buffers 
(acetate, citrate, phosphate, histidine, 
and Tris) at levels to provide buffering 
capacity over the shelf life of the drug.  
Many degradation pathways are pH 
dependent so this must be balanced 
with pH-concentration considerations.  
For example, protein deamidation 
can often be minimized by formulat-
ing the protein at neutral to low pH.  
Oxidation may be controlled by the 
use of antioxidants such as ascorbate, 

metabisulfite, methionine, or metal 
chelators.  The rate of aggregation is 
often reduced by the use of polysor-
bates such and Tween 20 or Tween 
80.  Often the only defense against a 
hydrolysis labile molecule is to develop 
a lyophilized formulation.  Multiple for-
mulation candidates are designed and 
compounded based on above consid-
erations and the clinical requirements.  
These formulations are screened in 
accelerated stability studies to select 
the most stable formulation.
The initial analytical methods are 
revised, optimized and qualified for 
the selected drug product formulation.  

The methods must achieve resolution 
of the known impurities and degrada-
tion products as determined in pre-for-
mulation and formulation development.  
Orthogonal methods may be needed 
to achieve resolution of all impurities.  
The method needs a limit of quantita-
tion of at least 0.1% for analysis of 
impurities.  A collection of qualified 
methods are produced that cover:  ap-
pearance, pH, potency, purity, impuri-
ties, particulate matter, sterility and 
endotoxins.  Analysis of historical API 
or DP lots is often performed to ensure 

proposed specifications are in align-
ment with the stability of the molecule.  
Compatibility of the drug product with 
IV bags and line sets can be evaluated 
in “in-use” studies to ensure potency 
and stability of the API in the presence 
of these materials during administra-
tion.  Impurity characterization with 
high resolution LCMS is often per-
formed at this stage.  The IND filing 
is supported with a formulation de-
velopment report, qualified methods, 
validation reports, characterization and 
“in-use” studies.
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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

Grant Ball is a Manager of Chemis-
try and Site Support at the Eurofins 
Lancaster Laboratories’ Portage, 
Michigan, facility. His main focus of 
work is to provide support to the site’s 
staff, business development, and his 
management team to continue to 
develop upon our current capabili-
ties.  Grant oversees method devel-
opment/validation, routine/stability 
analyses, metrology, training, and 
project management.   Addition-
ally, he routinely provides technical 
support during client and regulatory 
audits, is highly involved in driving 
continuous improvement processes, 
and develops symbiotic relationships 

with client stakeholders to ensure their 
analytical needs are met.      
What is the Scope of your Group?
The Portage site’s primary area of 
expertise includes method develop-
ment & validation, optimizations, and 
release and stability quality control 

analyses for 
human and 
veterinary 
prescription 
and over the 
counter drugs.  
The site’s 
primary focus 
is to provide 
analytical 
services that 
include 
HPLC/UPLC, 
GC, Dissolu-
tion, cKF, vKf, 
Disintegration, 
and Franz 
cell.  
What process 
improvements 
does your 
group initiate 
to serve cli-
ents better?
We have 
implemented 
several pro-
cess improve-
ments that 
have directly 
impacted the 
quality and 
customer 
service in 
a positive 

manner.   For example, the site has 
implemented a lean approach to how 
glassware and solution preparations 
are managed by having a bin system 
that ensures laboratory glassware, 
pipettes, and other analytical com-
modities are retained until the data 
has been reviewed and has been 
released, which eliminates chemists 
handling the glassware several times.  
Another major lean initiative example 
includes the strategic reorganize/rede-
sign of the laboratory so the technical 
staff have the supplies and instrumen-
tation necessary within a few steps of 
their area to eliminate inefficiencies by 
reducing white space. 

Why should our clients trust us with 
their projects?
I am confident in the capabilities of 
the site due to the staff’s primary 
focus on quality, substantial techni-
cal diversity throughout the group, 
and the willingness to go above and 
beyond to drive the project to com-
pletion.  The site has continued to 
develop an impeccable track record 
of meeting or exceeding our client’s 
expectations in regards to the quality 
of the work produced and meeting 
the customer’s turnaround time.   
You’ve been here for several years 
and seen some changes. Is there 
anything that hasn’t changed during 
your tenure?
Within my four years at Eurofins 
I have encountered several site 
changes that were implemented 
to sustain the unchanged  Vision,  
Mission, and Values of Eurofins.  
Accepting change can be difficult 
at times, but I am very proud of the 
site’s ability to embrace change and 
recognize how the new process will 
benefit the client, organization, and 
their role.  Recent examples of past 
and on-going  changes  include the 
implementation of improved Labora-
tory Information System,  Electronic 
Lab Notebooks, Improved training 
program, and several other continu-
ous improvement processes have 
resulted in Eurofins being the leaders 
of the contract laboratory industry.
What kind of volunteer activities have 
you been involved with?
I actively coach and serve as board 
member with the Kalamazoo Opti-
mistic Hockey Association (KOHA).  
My involvement with the KOHA as 
a board member is to support the 
organizational development, opera-
tions, and quality and coach Begin-
ners Hockey, 8U+ travel, and 10U 
travel hockey to provide a mentoring 
experience to develop our future 
leaders’ ability to effectively lead and/
or participate in a team.  
And when you’re not working?
I spend the majority of my time with 
my wife and three sons. On the 
weekend we can be typically found at 
the hockey rink, on the soccer field, 
camping, boating, or fishing.

Grant Ball with his family
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BioPharm Industry Experts Present at E&L Day
Emilie Longenecker, Marketing Events 
Specialist 
Eurofins hosted the second annual Ex-
tractables and Leachables Symposium 
for Drugs and Devices on September 
20th in San Francisco, CA. 
Attended by 50 Pharmaceutical and 
Medical Device industry profession-
als, the full-day seminar was filled 
with seven presentations ranging 
from topics on toxicity of extractables 
and leachables, challenges faced by 

end users during the 
qualification of single 
use systems, and 
biocompatibility evalu-
ation of breathing gas 
pathways. 
Our panel of present-
ers included experts 
from Janssen, Sanofi, 
and industry consul-
tants as well as our 
experts at Eurofins. 
The seminar was a 
great success and we 
are already planning 
for the third annual 
for 2019. Stay tuned 
for more details to be 
released in 2019.
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