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In this interview, Jeff Henderson, Key Account Manager at Vetter, discusses

the practice of outsourcing within the pharmaceutical industry. Mr Henderson
considers factors that pharma and biopharma companies should consider
when determining whether or not to outsource to a contract development and
manufacturing organisation and many of the advantages that outsourcing can
offer, especially to small- and medium-sized companies.

JEFF HENDERSON,
VETTER

Jeff Henderson, Key Account Manager at Vetter, has served in a variety of
positions as an engineer, consultant and business development professional
over the span of his 25-year career. He began his engineering and consulting
role with Barry-Wehmiller Design Group in St. Louis (MO, US), designing,
installing and validating filling and packaging lines for the food, beverage
and pharma industries before earning his MBA at Pepperdine University in
Malibu (CA, US). After that, Mr Henderson worked at Amgen, where he was
initially responsible for managing contract manufacturing operations at
various packaging and sterile fill-finish sites in the US. He later moved into
a more strategic role in developing manufacturing strategies for clinical
and commercial products in Amgen'’s pipeline. In 2007, he moved to Seattle
(WA, US) to focus on downstream efforts in automated warehousing and
material handling before returning to a biotech engineering role at
MedImmune's pilot plant in Gaithersburg (MD, US). Following his position at
MedImmune, he joined Vetter as a Key Account Manager in 2010 and has
been growing a solid business footprint over the past 12 years.

Q Can you give use an overview of
the role Vetter plays within the
pharmaceutical industry?

A Outsourcing in the pharmaceutical
industry is anticipated to rise
considerably between 2023 and 2030,
according to the Pharmaceutical
Outsourcing Market Insights Report 2023.
Growth is projected to continue as more
and more pharmaceutical and biotech
companies develop strategies around the
adoption of outsourcing.

Vetter is an experienced contract
development and manufacturing
organisation (CDMO) with a proven
track record of supporting clients
from the early development phases
through commercialisation and lifecycle
management (Figure 1). With tried-and-
true experience with biologics and sensitive
compounds, Vetter uses state-of-the-art
technology and efficient processes and
strives to put its customers a step ahead
of the competition. To do this, Vetter lays
a foundation of scalability, quality and
sustainable value for drug products.

However, whether a customer works
with a CDMO such as Vetter or not,
every pharmaceutical drug developer must
consider whether to outsource or insource
the manufacturing of a drug product.
The best strategy for one is not necessarily
the best strategy for all.

Q In your experience, what elements
of a drug product’s development

does the biopharma industry most
often outsource?

The most common services that
drug developers choose to outsource
to CDMOs vary between development
and manufacturing. However, we most
often see outsourcing for drug substance
manufacturing, drug product manufacturing
and device assembly. Because delivery devices
can be very complex to assemble, it can
require a deep level of technical, operational
and regulatory know-how that many small
biotech companies do not have. Rather than
develop an entirely new knowledge base
that may be costly to acquire, companies
outsource to partners to leverage their robust,
efficient and scalable processes, which
can often integrate seamlessly into already
established aseptic filling programmes.
Big pharma companies will use a

total cost of ownership model to decide

Figure 1: Vetter has extensive experience operating as a tried-and-true
pharmaceutical CDMO.

what makes the most financial sense to

www.ondrugdelivery.com Copyright © 2023 Frederick Furness Publishing Ltd


https://www.ondrugdelivery.com

Interview

‘Using CDMOs to

get products to clinic

and achieve effect
commercialisation can
make the much-needed
income to fund future drug
development efforts.”

outsource versus keep in house. Smaller
biotech companies generally outsource
based on necessity, due to a lack of required
infrastructure, supply chain access or staff.
Developing and manufacturing a drug
product is an extremely complex process
and one that requires extensive expertise,
which is not common in a small or
start-up drug development team outside of
a specific niche.

The process of second sourcing allows
smaller companies to build internal
capabilities to manage risk through
outsourcing. While a large pharma customer
likely won’t need to outsource production
of its blockbuster drug, a smaller-scale
company may need to take on the risk
for the sake of meeting quality needs and
timeline requirements.

What will be some of the key trends
of pharmaceutical outsourcing for
the next 12 months?

We’re seeing that big pharma is
generally focused on drugs that
move the needle of total revenue. Since these
blockbuster drugs are often a company’s
primary output, they rarely have a need
to outsource. However, new products are
sometimes outsourced for the flexibility that
contract partners can provide.
Alternatively, small biotech companies
may lack in-house capability, even if it’s
the only drug product in development.
This could be caused by a lack of staff,
infrastructure or supply chain access.
Using CDMOs to get products to clinic
and achieve effective commercialisation can
make the much-needed income to fund
future drug development efforts.

Q Considering that companies can
outsource at any point in the drug

development process, what are the key
outsourcing strategies that you think the
biopharma industry should be adapting?
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A During and after the covid-19
pandemic, it became evident that
there is always a risk to the stability of
manufacturing and supply chains. The
result of recent bottlenecks, which are still
ongoing, has been a shift towards companies
across many industries going directly to
partners to build more robust and reliable
supply chains. However, that effort is easier
said than done - it takes time, money and
resources to develop a truly comprehensive
and accountable supply chain. Outsourcing
can be an extremely effective strategy here,
whether during clinical development or at
any time throughout the manufacturing
process. The lack of a supply chain can
impact the entire drug development process
but can be mitigated with outsourcing.
Another major outsourcing strategy that
biopharma companies are taking relates
to new technological requirements, which
is evolving at a rapid pace, particularly
as the world experiences a technological
transformation. To keep up with rapidly
evolving technology, drug sponsors can
outsource to CDMOs with state-of-the-
art infrastructure, rather than acquire
new specialities on their own, which are
expensive, before a drug product produces
any income. New modalities require outside
agents to help customers produce on a
fast timeline and within a set cost. As the
outsourcing market grows, CDMOs face
heightened scrutiny, which requires pristine
reputation management. Our commitment
to quality allows us to build a lasting trust
with our customers that equips them to
engage us with their fragile biologics.

Q How can customers mitigate their
risk when outsourcing?

A Drug developers can take several

steps to mitigate the risks associated
with outsourcing. Using second or multiple
sources is a reliable way for pharma or
biotech companies to leverage external
expertise and capacities in areas they may not
currently be equipped for themselves. Having
multiple supply chains enables drug owners

to maintain access to the products, chemicals
and materials needed to get their drug
product from Phase I to commercialisation
without unplanned delays.

Also, retaining a CDMO to hold
capacity and maintain flexibility may serve
as an insurance policy to support bringing
a drug product to market despite the
constant risk of external hurdles. While
complex and costly, it is well worth it in
the end. Work with one CDMO source
and learn from the process. Take account
of key findings at the end of the launch
management process and implement them
into all future outsourcing relationships
to build on past trials and successes.
Once one drug product successfully
reaches the market, the income will make
outsourcing easier for the next product.

Are there any new technologies that
are requiring greater outsourcing?

While it’s not a requirement, we

are witnessing a massive shift to
digitisation in the pharma and biotech
industries. As a result, we are incorporating
new technologies that our customers
may not have access to. For example,
“HelMo” is a mobile robot that we are
using to standardise and optimise routine
tasks, such as thawing drug substances.
Our ability to save human capacity from
routine work enhances our ability to
manufacture our customers’ drug products
in an even more efficient timeline than what
they could do in-house. By outsourcing,
customers leverage CDMO capabilities that
are often cutting edge and outside the scope
of internal expertise within a drug company.

What are the main reasons an
internal task should be outsourced
in development and manufacturing?

Reasons to outsource vary greatly
based on individual drug product
development and manufacturing strategies.
However, there are several primary reasons
that we see a customer decide to outsource

“To keep up with rapidly evolving technology,

drug sponsors can outsource to CDMOs with
state-of-the-art infrastructure, rather than acquire new
specialities on their own, which are expensive,

before a drug product produces any income.”
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during the process. One is risk tolerance —
if a drug development process fails, the
cost can be detrimental to a drug company,
especially small or start-up companies.
Working with a tried-and-true CDMO
partner can prevent risk that may be too
costly to handle. Then there’s internal
capacity, which can relate to plant, people
or expertise. If the infrastructure, staff or
knowledge required to develop a drug are
not available in-house, it is best to outsource
to a partner who has all three capacities.

Another factor is speed to market or
clinic, which is critical as a drug product
does not generate profit until it reaches the
market. As a result, working with a partner
who can expedite the speed of development
to commercialisation can be a worthwhile
investment. Commensurate to this is the
cost to produce a drug product, which can
be immense and often outside the scope of a
smaller developer. Partnering with a CDMO
can be a more reasonable investment that
achieves the same or better result.

Lastly, companies must consider the
quality of the product that they bring to
market. Drug developers must adhere to
exceptionally strict regulations and quality
standards. Vetter boasts in-depth knowledge
of regulatory requirements that support the
level of quality required to get a product to
the patients who need it.

Q For organisations that keep
production and manufacturing
in-house, why is this the case?

More often than not, organisations
who keep all drug product
development and manufacturing in-house
do so because of a previous negative
experience. They are likely faced with
two major concerns — “Do we have the
technology to develop our drug product?”
and “Do we have enough capacity?”
The lack of one or both of these factors has
caused a decade-long boom in the use of
CDMOs that can fill these gaps. We continue

“We continue to make
investments in our
capabilities and production
sites, which further proves
the value we can bring

to our customers.”

Figure 2: Vetter's production sites make use of state-of-the-art technology and

efficient processes.

to make investments in our capabilities
and production sites, which further proves
the value we can bring to our customers
(Figure 2). The connectivity between
CDMOs and the larger industry also allows
customers to keep their finger on the pulse
of industry needs and expectations without
expending limited internal resources.

To address the concern of lack of control
when outsourcing, customers can establish
and define quality expectations and
agreements in initial contracts and through
ongoing audits throughout the duration of
the partnership.

Whether a drug company outsources
for one major component of its drug
development process — often including
drug substance manufacturing, drug
product manufacturing or clinical trial
management, or the entire process from
Phase I to commercialisation — there is
value in leveraging external capacities.
Incorporating the knowledge, skillsets,
workforce, infrastructure and connections
of a CDMO with proven success is a smart
and effective business decision for large
and small pharma and biotech companies
looking to bring their drug product
to market.

ABOUT THE COMPANY

Vetter is a leading CDMO with production
facilities in Germany, Austria and the US,
as well as sales locations in the Asia-Pacific
markets of Japan, China, South Korea and
Singapore. Around the world, both small
and large pharma and biotech companies
rely on Vetter’s decades of experience,
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high quality, modern technologies and
reliability, based on the commitment of its
more than 6,000 employees. Vetter provides
support from drug product development,
through clinical and commercial filling to
a wide range of assembly and packaging
services for vials, syringes and cartridges.
With innovative solutions, Vetter develops
prefilled drug delivery systems together
with its customers to continuously improve
patient safety, comfort and compliance.
The company is a pioneer in the industry
when it comes to sustainability, acting
as a socially and ethically responsible
corporate citizen. Vetter is a member of
the UN Global Compact, has received
multiple CDMO Leadership Awards and
has been awarded several times as Best
Managed Company.

@
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Jeff Henderson

Key Account Manager

T: +49 75137000

E: info@vetter-pharma.com

Vetter Pharma International GmbH
Eywiesenstrasse 5

88212 Ravensburg

Germany
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Unlock the full potential
of your injectable product
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Rely on us.

Meet our experts @CPHI
Barcelona, Booth 3F41,
October 24-26, 2023

Partner with a leading global CDMO
for aseptic fill & finish

For 40+ years, pharma and biotech companies around the world
have relied on Vetter to put their parenteral medications on a path
to success. We're proud to help advance your innovative therapy
with flexible, robust, scalable processes and services that set our
partnership apart:

+ Specialized support for your - Strategic packaging and
unique clinical development device assembly solutions that
program span your product’s life cycle

+ High-quality aseptic filling at « Comprehensive technical,
both clinical and global analytical, and regulatory
commercial scale expertise at every step
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