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KEVIN BARFIELD serves as the President of VRL-Eurofins. Mr.
Barfield has more than 20 years of progressively responsible experience
leading companies through start-up, turnaround and growth modes.

His understanding of the laboratory industry encompasses operations,
business development, marketing, customer service, logistics, direct sales,
and quality and regulatory compliance.

Among his significant previous positions, Kevin served as President and
Chief Operating Officer of Laboratories at Bonfils, a Denver based refer-
ence laboratory performing donor eligibility testing for the transplant com-
munity. Kevin holds a Bachelor of Science degree in Health Sciences and
Bachelor of Business Administration degree in Marketing. He is also a reg-
istered Medical Technologist, receiving his training from the United States
Air Force and Midwestern University.

SARA DIONNE serves as VRL-Eurofins Senior Laboratory Director.
She received her Ph.D. in the field of Microbiology & Immunology and
she started her career as Assistant Professor at the University of Arizona,
Department of Medicine. Dr. Dionne is credentialed through the American
Board of Histocompatibility and Immunogenetics and is the Director of
the Immunogenentics Department, a position she has held since 2011. Dr.
Dionne has worked in the field of laboratory testing for HCT/Ps for over
a decade specializing in Infectious Disease and Microbiology screening of
donors and biological products. Dr. Dionne provides customized consulta-
tions for VRL-Eurofins clinical partners and is responsible for operational
oversight of all VRL laboratories.

RONNIE AGA serves as the Executive Director for VRL-Eurofins. Mr.
Aga graduated in 1990 from University of North Texas with a Bachelors
of Science degree in Biology. Since graduation, he has spent his entire ca-
reer in transplant laboratory medicine. During the last 27 years, Ronnie
performed multiple testing assays, lead the client services and specimen
management departments, directed sales activities and managed the cli-
ent supply and logistics support services.

www.insights.bio

601



CELL & GENE THERAPY INSIGHTS

Q

Could you provide some background information on
the recent acquisition of Labs Inc, by Eurofins and
what impact this will have on the service offering?

VRL Eurofins’ recent acquisition of LABS Inc. combines two robust
transplant testing laboratories, providing the opportunity to op-
timise our services, to expand their reach and impact, and to get
closer to our end-users in the US - namely, organisations that re-
quire rapid transplant and product testing. It represents an integration
of both missions: to serve the transplant and biomedical communities with

on-time delivery of results and a consultative approach.

From donor recovery to transplantation of cellular
therapies, what type of testing should companies plan
for to mitigate risk and ensure safe and efficacious
products?

-

(" “Each company needs to consider )
the type of product they're testing, the | testing, the country they're
country they're testing it in, and also | testing itin, and also any spe-
any specific regulatory requirements

Each company needs to consid-
er the type of product they're

cific regulatory requirements
around the transplantation it-

around the transplantation itself, self, whether it be cell, tissue or

whether it be cell. tissue or Orgal’].” organ. It’s vitally important to have

/) aclear understanding of the precise
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regulatory framework concerning a
given product — that’s step 1. We then consult with the client to ensure that
those regulations are followed from start to finish — that there is no risk to

the recipient or to the product itself.

How big a role do laboratory partners play in the
process? What are the benefits of using one laboratory
to test samples rather than several diverse labs?

As a consultative laboratory, we have the ability to sit down with
each customer and analyze the very specific targeting and out-
comes of their product. We can then customize everything: from sample
logistics, the very start of testing through routine product testing, and the

reporting of results. We strive to make sure each and every customer feels
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-

“...If you're working on a product

"\ that they have received the bene-

fit of that consultative approach,

that involves several different testing | whether we're talking about just a
clements.. It can all come to Eurofins | standard, routine test or something

and be managed as one piece - 3

more complex.

We have 3 major departments in

single source and repository of sample | our laboratory: infectious disease

N\

testing information..”

screening of donors for transplan-

J tation, microbiological testing for

N

cells, tissues and patients prior to
transplant, and immunogenetics. This results in a unique ability to offer
a one-stop-shop. And if it transpires that we cannot fulfil the testing in
any given situation, we know that another member of the Eurofins fam-
ily will be able to do so. What this means in practical, logistical terms is
that if youre working on a product that involves several different testing
elements, the client doesn’t need to send out to 5 different laboratories. It
can all come to Eurofins and be managed as one piece — a single source and

repository of sample testing information.

At what stage in development of a new therapy would
you recommend companies start a partnership with
a testing laboratory?

Ideally, at the very beginning, just in case there are assay develop-
ment needs to be identified or addressed at an early stage. Assay

development can take quite a while and it’s very specific to a certain type

of sample or process. This approach

allows us to set the right examples : ‘Given the fact
from the beginning for the cellular we ado pt such
therapy, or for the donation and .
transplantation of tissues. a consultative ?
We can then better understand pPro duct-s pec ific
that product’s needs as it continues approac h , it's

to advance through the phases of

development — to be able to quick- Impo rtant

ly address any changes that need to to wa | k th e
be made either with the product, or len gth of the
with the organization involved. If

you are coming in at a later stage, de\/e|0pmeﬂt

then it’s really hard to get caught athwav.
P )

up with where that product needs

to be, how it needs to be developed \/
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and tested. Not all products are the same and this is especially true of cellu-
lar therapies. Given the fact we adopt such a consultative, product-specific

approach, it’s important to walk the length of the development pathway.

Q How important is regulatory compliance with respect

to cell therapy testing, and how do you keep up to
date with regulatory standards form around the world
with global customers?

\ One of the things that VRL Eu-
“It's really important to stay up to rofins and the Eurofins family of

date on the new and Changing facets laboratories focus on strongly is

to stay very engaged with our

in cell therapy’ which is such a rap|d|y regulatory bodies here in the

evolving field in regulatory terms.” USA. Its really important to stay
N\ J up to date on the new and chang-
\J ing facets in cell therapy, which is

such a rapidly evolving field in regulatory terms. So we consult with both
current and former FDA employees to ensure we are prepared for any type
of product and any type of regulation. They're a really great resource to tap
into, especially when we're looking to expand into relatively new regulatory
areas.

We focus in the main on tissue- and cell-based regulations. We look
to those bodies that oversee those areas, in both the USA and globally, to
keep updated on new elements coming through the pipeline. Altogether,
we are audited by over 50 organisations during the year spanning the Unit-
ed States, Europe and Australia.

We also attend and support trade organization annual meetings to un-
derstand what’s coming down the pipe for new requirements and specific
testing needs of each organisation. Between this, the audits, our consulting
with the FDA, our following of the CDC on new diseases and transmis-
sions coming out... all of these pieces come together to make sure we have
a really thorough global picture of any and all relevant changes being made

in the cell therapy space.

“‘Between [attending trade organization annual meetings],
the audits, our consulting with the FDA, our following of
the CDC on new diseases and transmissions coming out...
we have a really thorough global picture of any and all
relevant changes being made in the cell therapy space.”

N
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How do you stay up to date with the most relevant
testing methods given how quickly the industry is
changing?

N

It’s interesting when one looks

o . . ) , ,
...things are changing very quickly in | at the regulated testing that's

the cell therapy industry as a whole,

happening today: things are
changing very quickly in the cell

but the assays themselves haven'’t therapy industry as a whole,
Changed as much to date” but the assays themselves ha-

J ven't changed as much to date.

N

We therefore maintain a very close

relationship with all our major

suppliers in order to stay in line
with what’s in the assay pipeline, what might be coming through next to
change this picture.

We stay in line with our kit manufactures as they release new instru-
mentation or assays in order to stay at the top of our game when it comes
to all the new requirements and testing that comes out.

Again, we use our attendance at major conferences to listen to the con-
cerns of the community, to gauge their interest in new testing options
and needs, and to discover from the technology suppliers what they’re
able to do to address them. We combine all of this information with our
insight into what’s happening on the regulatory side.

In terms of emerging requirements, there are new diseases appearing
all the time that we don’t necessarily need to immediately test for with
our type of transplantation therapies, but we do need to stay abreast of
them. Zika, West Nile virus...then you start looking at some of today’s
emerging bugs like Strongyloides stercoralis and Trypansoma cruzi for ex-
ample...there are so many potential tests to conduct. We can work with
our assay suppliers to make them more robust for routine testing, and we
keep an ear to the ground not just for simply when they’re going to be re-
quired, but when that time comes, what the impact will be on the actual
pool of donations and recipients, as well as the organisations responsible
for testing both.

We also have a Medical Advisory Board, which keeps us up-to-date
with what’s going on in the world of the WHO with regard to the trans-
plantation of cells and cell therapy. They’re always a massive help in en-
abling us to keep at the forefront of what is being released.

And finally, we perform assay development with our kit manufactures.
They will generally come to us for help because we're so unique in the

type of screening and testing we do for infectious diseases, as well as our
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other microbiological, sterility or immunogenetics departments. This is
invaluable in enabling development of assays that can be focused solely

on cellular therapies, or only on the donations of organs, tissues and cells.

Howdoyoudealwiththeatypicaltestingrequirements
that may come up?

Any time there’s an atypical testing requirement, we have testing
that is completed for routine donors with routine regulations that
follow a very easy path.

However, we do also receive some atypical requests — from different
countries who are testing under their own requirements, for example, or
where requests are atypical for a given product line. In those instances, we
would definitely consult with the organization that is requesting it. We
would look at whether it would be something we should bring into our
own laboratory in order to be able to test ourselves, or if we are able to
source that test within our wider family of Eurofins laboratories. The key
there is obviously to ensure we continue to provide bundle testing for the
given customer.

We do get a lot of atypical requests. Often, it’s just for one test. Gener-
ally, we're able to locate it within our network of Eurofins laboratories to

ensure the customer has the quality testing they have come to rely on from
VRL Eurofins.

What are the critical elements for sample
transplantation, and what are some of the most
time sensitive tests, and what turnaround times are
targeted?

Starting with logistics, we have made sure the transportation of
any cells, any samples for testing, is very robust - whether from
the United States or globally. We have a very large menu of validated
shippers to choose from worldwide.

These validated shippers ensure that the sample type and the panel of
tests that need to be performed on it in order to be able to release the prod-
uct for transplantation all fall under the correct specimen requirements. We
can also obtain pinpoint accurate data from them on the amount of refrig-
eration time before a given sample reaches our laboratories, for instance.

Next, we focus on consulting with the client to understand their specific
testing needs, their sample type and from that testing, what kind of speci-

men requirements there are and what turnaround is needed.
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: “...the last thing we need is have

a very precious sample tied up in
customs, which then can't be tested
upon its release because it's outdated.
We work very closely indeed with
those groups and the logistics teams

L to make sure that doesn’t happen. )

N
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We follow IATA andISTA 7D
protocols for everything relating to
transportation and we work with
the customer’s logistics team to
ensure that they are comfortable
following them. Of course, many
of these organisations already have
global logistics teams in place, so
we sit down with them and help
identify the correct shippers and
carriers that would be the best for a
given that country and its customs

environment — all to ensure expedit-

ed arrival times at our laboratories. We also work with the customs orga-

nizations themselves to make sure nothing is going to get delayed — the

last thing we need is have a very precious sample tied up in customs, which

then can’t be tested upon its release because it's outdated. We work very

closely indeed with those groups and the logistics teams to make sure that

doesn’t happen.

We then do a dry run of logistics prior to starting the testing for a given

organization. For example, we just engaged with a group from South Af-

rica, for whom we did several dry runs with their products and packaging

to ensure it got to us through customs, and that the delivery time was as

anticipated and required. So we do those dry runs prior to starting the test-

ing itself just to ensure there are no issues - and if there are we can address

them then and there.

AFFILIATIONS

It’s then on to the testing, much of which depends on the individu-

al product: some of our testing is very time- or temperature-sensitive, for
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instance. We take all such things into account as we look at the suite of
testing performed for a given organization and donation. Once again, it all
comes back to our consultative approach — to sitting down with a customer
and really grasping the depth of need from start to finish for their product.
VRL Eurofins fully understands the desire and need to be able to move that
product forward — and that we own responsibility for an element which

ultimately dictates whether it will or not.
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