Owen Mumford

@ OwEeN MUMFORD

Pharmaceutical Services

THE OPERATIONS PERSPECTIVE.:
BEST PRACTICES FROM 70 YEARS IN
INJECTION DEVICE MANUFACTURING

Here, John Swift, Head of Supply Chain at Owen Mumford, looks at how the
company has evolved over 70 years, discusses its latest disposable autoinjector,
Aidaptus, and considers how it plans to actively reduce risk in its supply chain.
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medical device innovator.

business

to a global
The
industry has evolved dramatically
during this period. Since the
company pioneered the world’s
first plastic autoinjector (Autoject) in
1986, the market for injection devices
has grown, while welcoming increasingly
sophisticated products.

It is expected that, in 2023 alone,
the global injectable drug delivery devices
market - comprising conventional
injections, prefilled syringes, autoinjectors
and pen-injectors — will grow by 9.0%,
reaching a of $43.54 billion
(£35.8 billion).? During the same period,
the

expected to expand at an even higher

value

global autoinjectors market is
rate, 21.4%, reaching a valuation of
$23.9 billion.> With 60% of drugs in the
R&D pipeline designed for injectable
delivery and a growing number of those
for subcutaneous administration, it is
likely that the industry will continue to see
sustained growth in the coming years.*

With demand high

increasingly

and patients
their
possible,

administering

own medication wherever
manufacturers of drug delivery devices must
be able to keep up - reliably providing
the required volumes, and meeting quality
and regulatory standards while continuing

to innovate.

‘Risk management begins at
the design phase when
deciding on manufacturing
and assembly processes —

both manual and automated.”

SECURING SUPPLY RESILIENCE

A key aim of Owen Mumford’s operations
plan is to secure supply resilience, even
while development programmes for other
products are ongoing. Over the years,
Mumford’s
has developed best practices to support

Owen operations  team
product launches and growth, ensuring
device excellence and optimally managing
risk  during  industrialisation  and
capacity scale-up.

Risk management begins at the design
phase when deciding on manufacturing
and assembly processes — both manual and
automated. Simplicity is paramount since
it inherently reduces risk, but if there are
residual risks during manufacturing, the
company’s process failure mode effects
analysis (PFMEA) tracks and mitigates
these. The team proactively assesses updates
on a risk register to track changes and
their potential impact and the likelihood
of risks impacting project delivery
timescales. This allows the team to take
corrective action swiftly when needed,
to manage risk appropriately and ensure

continuity of supply.
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Figure 1: The Aidaptus disposable
autoinjector has many of the
proven user features of other
market-leading autoinjectors but
also features novel technologies.

Alongside this, Owen Mumford has a specific initiative to
monitor supply chain vulnerability. Brexit and the global
pandemic highlighted risk areas that needed addressing to protect
continuity of supply, prompting this new initiative, which supports
ongoing supplier management. The company has developed a
“virtual factory management” concept, with key performance
indicators that enable early detection of vulnerabilities caused by
key suppliers’ performance, capability or strategies. To manage
suppliers effectively, the company has made sure there are clear
roles, responsibilities and governance, an optimal meeting cadence,
triggers and escalation procedures. The teams audit and work
alongside suppliers, making it easier to check that appropriate
systems, equipment, methods and skill sets are in place to deliver to
the agreed level of quality.

With so many factors to monitor for supply security, the creation
of centres of excellence is invaluable so that each focuses on a
particular area of operations, whether this is moulding, assembly,
automation or another key function. The company’s approach is to
clearly define the skills and tools needed for each individual centre
and then create a focused training programme that allows staff to
learn continually and upskill. This, in turn, supports staff retention,
contributing to a reduced risk profile. Through dedicated centres
of excellence, operations teams can develop and implement best
practices across all key areas and employ individuals with a variety
of backgrounds and experience levels. In fact, they can support
risk management in multiple ways, through improved planning
and awareness of potential issues or by providing key skill and
competency coverage in times of planned or unplanned leave.
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Owen Mumford’s upcoming new production facility in
Oxfordshire, UK, will become a centre of excellence for automation
and assembly, manufacturing the company’s latest medical devices
and supporting its global commercial and sustainability strategy.
The building itself is designed with excellence in mind and will be
certified by the Building Research Establishment Environmental
Assessment Method, the world’s leading sustainability assessment
method. This certification recognises the highest levels of
environmental, social and economic sustainability performance, not
only protecting natural resources during the building process but
also enhancing the wellbeing of associates who will be located there.

INNOVATION, INNOVATION, INNOVATION

While continuing to provide its existing products, Owen Mumford
is constantly looking ahead and designing new devices, always with
the aim of improving the patient experience while maintaining ease
of use. Its latest innovation, the Aidaptus disposable autoinjector,
has many of the proven user features of other market-leading
autoinjectors but also features novel technologies (Figure 1).
These technologies help provide flexibility for pharmaceutical
companies during their drug development and lifecycle management.

As well as accommodating both 1 and 2.25 mL syringes in the
base form, Aidaptus’s novel auto-adjust plunger technology can
dynamically adjust to different fill volumes with no change parts.
The plunger automatically adjusts to the required stopper position
during final assembly of the device with no requirement for special
equipment. Essentially, this means that the same device can be used
irrespective of formulation changes. This has advantages in reducing
work such as additional verification testing, human factors studies
and regulatory documentation. Therefore, it can help to reduce risk
for the company’s pharma partners as well as reduce time to market
in combination product development.

For Aidaptus, Owen Mumford has chosen to collaborate with
Stevanato Group (Padua, Italy) with the aim that the combined
resources, expertise and manufacturing capabilities of both
companies will help to reduce complexity, minimise supply-chain risk

Figure 2: For Owen Mumford, the new assembly equipment
will be installed at its new state-of-the-art facility in the UK,

which is due for completion in 2023.
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and simplify final assembly for pharma customers. Both parties are
currently making investments in building the capacity for Aidaptus
scale-up, and equipment will be installed at both companies’
production sites. For Owen Mumford, the new assembly equipment
will be installed at its new state-of-the-art facility in the UK, which
is due for completion in 2023 (Figure 2). This approach to dual
sourcing options is another example of how the company is actively
planning to reduce risk in its supply chain.

ABOUT THE COMPANY

Owen Mumford is a major healthcare company and device
manufacturer that commercialises pioneering medical products in
its own brand and custom device solutions for the world’s major
pharmaceutical and diagnostic companies. Owen Mumford’s goal is
to enhance access to diagnostics, encourage adherence to treatment
and reduce healthcare costs, making a world of difference to a
world of people.
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John Swift is Head of Supply Chain at Owen Mumford. He is an
experienced operations programme manager with a successful
track record working throughout the supply chain, covering
procurement, supplier management, invention, development
and manufacture, as well as promotion, sales and distribution.
He is experienced in applying and adapting skills across both
large corporations — such as Abbott, Abbvie and Tyco — and
small and medium-sized enterprises, and has worked in multiple
industries, including medical device, aerospace and defence, rail,
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Aidaptus

. 2-step single-use auto-injector platform

Available now

Versatile design

intuitive delivery

Your fill volume may change, with Aidaptus® auto-adjust plunger technology your auto-injector doesn’t need to

2.25mL

1mL

S

0.5mL - 2.0mL*

0.3mL - 1mL*

Auto-adjust plunger technology
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Accommodates both TmL and 2.25mL
glass syringes in the same device

See our auto-adjust
plunger technology in action
Find out more by scanning the QR code or visiting
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*In addition to an air bubble and overfill N
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