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Making medtech

Citadel Health awarded £15.9m contract to

future proof Wales national pathology services

£15.9 million contract

has been awarded to
Citadel Health to provide
new technology to NHS
Wales, which will bring
together the management
of end-to-end patient testing
for every discipline across
Wales.

This investment by NHS
Wales aims to modernise
and transform pathology
services, with better care,
faster and more targeted
treatments, and improved
health outcomes for patients.

Pathology underpins
95% of all clinical
pathways and 70% of all
diagnoses in Wales. With
the pressure on testing
services brought about by
the COVID-19 pandemic
and the challenges of
treating a growing and
ageing population, often
with multiple coexisting
conditions, the need for a
modern pathology network
has never been greater.

The Evolution vLab
Laboratory Information
Management System
(LIMS) software will
replace the current three
separate systems, to
create a single, modern
pathology network that
connects every clinician,
lab and hospital in
Wales with a complete
patient test management
solution, all via a single
login.

Once live, the system
will manage the more
than 35 million test
requests that are
processed each year by
21 NHS Wales pathology
labs, and support every
hospital, clinic, and GP
nationwide.

With Citadel Health’s
solution integrated with
NHS Wales Welsh Clinical
Portal, laboratories,
hospitals, and clinicians
will have faster access
to real-time pathology

CONTRACT

Wound care app al lows for home assessment

lobal technology company
Healthy.io has launched
its wound care app in Wales,
allowing patients to have
their wounds assessed and
monitored from the comfort of
their own home.

The eight-month project,
currently being rolled out in
Swansea Bay University Health
Board across Swansea Bay and
Neath Port Talbot, is financed
by Welsh Government'’s Digital
Solutions Fund (DSF) that is
coordinated by Digital Health
Ecosystem Wales (DHEW). The
project has already reached 30
patients in between the period
of the 11th and 26th of October,
with 36 individual wounds
being digitally monitored and
nine wound types identified by
18 clinicians using the service.

Wound care services account
for a significant amount of NHS
Wales’ annual budget, costing
£330 million, which is 6% of
its total. Improperly assessing
wounds can also lead to
unnecessary follow up visits
and outpatient appointments,

causing capacity issues and
delays for patients accessing
services.

Healthy.io’s Digital Wound
Management Solution allows
district nurses to travel to
patients as part of regular
check-ups and scan wounds
with an app that can be
integrated into existing
software on smartphones and
tablets.

These are then shared onto
a secure digital portal that can
be accessed by clinical sta to
remotely assess and monitor
wound progression over time,
as well as providing digital
consultation services.

This solution prompts early
detection of static wounds,
allowing for earlier intervention
and a reduction in unnecessary
su ering. By using a digital
wound management solution,
clinicians are also able to bring
patients in on their wound
healing journey which, in other
areas, has not only helped to
engage patients in their care,
but also had a positive e ect on

wellbeing. Healthy.io’s Digital
Wound Management Solution
also benefits clinical sta and
healthcare services by reducing
the administrative burden and
streamlining work through
a simplified and consistent
recording and assessment
process.
This proven technology
is already well established
in England, at trusts such as
Livewell in the southwest.
Swansea Bay University
Health Board has joined these
organisations that are helping
drive better patient outcomes
and improve health system
e ciencies through digital
transformation. Healthy.io
delivered face-to-face training
to onboard and engage with
healthcare sta to ensure
a two-way dialogue was
established from the beginning.
Katherine Ward, chief
commercial o cer and UK
managing director of Healthy.io,
said: “We are delighted to bring
our Digital Wound Management
Solution to the clinicians at

Swansea Bay University Health
Board, marking our first site in
NHS Wales. Traditional wound
care management is time and
resource-intensive for clinicians
as well as often challenging

for patients. By making routine
wound monitoring digital,

we help already-burdened
healthcare professionals make
better clinical decisions and
support patients in having their
care managed closer to home.”
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information across every
discipline at their fingertips.

Stephen Lynch, executive
general manager at Citadel
Health said: “The COVID
pandemic has placed
unprecedented demands
on clinical testing services
worldwide, reinforcing the
case for investment and
transformation of digitally
enabled healthcare systems
to meet evolving needs.

“For clinicians and
patients alike, getting test
results as quickly and
accurately as possible is
essential to allow them to
make timely decisions about
treatments and ultimately
provide the best possible
outcomes.

“Our cutting-edge
technology provides a
unified pathology workflow
to help people now, and
into the future, as new
tests and services are
developed to meet growing
demands. We're proud to
be working with NHS Wales
- an organisation that is
leading the way in digital
transformation of healthcare
in the UK - we are delighted
to be working alongside
them on this journey.”
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VISTAMED TO CREATE 100
NEW JOBS IN CARRICK-
ON-SHANNON FACILITY

istaMed, a Freudenberg

Medical company and
CDMO for complex extrusions,
finished catheters, and medical
devices for minimally invasive
applications, has announced
that it will create 100 new jobs
at its facility in Carrick-on-
Shannon in Co. Leitrim.

Tanaiste and minister for

enterprise trade & employment
Leo Varadkar TD said: “I'm

Gearing up for 2022?

fter a return in September
2021, you won't have
long to wait until the
next edition of Med-Tech
Innovation Expo will return
on 8-9 June 2022 at the NEC
in Birmingham, bigger and
better than ever before.
Co-located with TCT
3Sixty, Med-Tech Innovation
Expo is the number one

event for medical device
supply chain intelligence
in the UK and Ireland,
taking place alongside
other manufacturing shows
including Manufacturing
Expo, Engineering Expo,
Design Engineering Expo, and
Maintec.

Our floorplan is starting to fill
up as exhibitors increase their

really pleased to see that
VistaMed is expanding in
Leitrim and will be recruiting
100 people over the next
two years. This significant
expansion demonstrates
VistaMed'’s continued
commitment to Carrick-on-
Shannon, where it was founded
and underscores Ireland’s
position as a global hub for
the world’s leading medtech

presence on the show floor
following a successful return
despite the challenges of the
COVID-19 pandemic.

At the show, Mark Turner,
managing director of Medical
Engineering Technologies,
said: “Good to be here in
Birmingham, good to meet
the crowds and the people
who are our real customers
face-to-face. It hasn’t
happened for some time now.
So, really good to have some
good conversations and get
some projects started.”

Jennifer Driver, supplier
development specialist for
The West Group, who have
increased their presence
on the show floor for next
year added: “It's a great way
to visit potential suppliers,
existing suppliers. It's nice
to do the networking as
well. In the medical industry
there’s no limits so there’s
always something new on the
horizon.”

A call for speakers is out
and exciting plans are taking
shape on our conference
stages as talks, debates

Making medtech

companies. | wish the team
every success with this new
expansion.”

The company'’s products
have evolved in terms of
form and complexity since
its foundation, o ering
product design, development,
component manufacturing
including labelling, packaging,
and sterilisation support for
customers. The company
produces a range of catheter-
based products used in
diagnostic or therapeutic
procedures such as cardiology,
electrophysiology, peripheral
stent delivery systems, urology,
endoscopy, neurology, and
pain management.

Patrick Mulholland,
managing director of
VistaMed, said: “This latest
jobs announcement is in
direct response to the strong
demand for development and
manufacturing capabilities in
VistaMed from existing and
new customers. This is an
exciting time in the continued
development of our company,
many of the devices we
develop o er exceptional
opportunities for engineers to
gain experience working with
the most innovative products
to come on the market.”

and panel sessions are
planned across many
subjects including supply
chain strategy, adoption of
minimally invasive devices,
artificial intelligence, plus
many more.

There’s also the opportunity
for those at the show to get
their message out prior to
June by working closely
with Med-Tech Innovation
News, o ering you a full,
360-degree holistic view of
the medical device supply
chain industry.

This is via our website
with over 600,000 users a
year, 8,000+ social media
followers, over 17,000
e-newsletter subscribers, the
latest addition to our stable
with The MedTalk Podcast
discussing the latest news
and issues in life sciences,
and, of course, Med-Tech
Innovation magazine. Joining
the Med-Tech Innovation
community for, and ahead of,
June opens several avenues
for you to connect to your
customers: in print, online,
audio, and face-to-face.
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Enterprise does by
taking on the pre-
emption rights
of the University
in the follow-
on rounds. The
University’s deal
flow is incredibly
strong and gets
stronger every year. At
the same time, Cambridge
Enterprise looks to us for growth
and for growth capital. This is not
a situation where CIC is the only
investor in Cambridge University
spin-outs. We are one investor
but often the lead investor, and
often the catalyst to rounds that
come together in these follow-on
rounds.”

There have been several success
stories to emerge from CIC’s
investments in Cambridge

a liated companies — notably
CMR Surgical following the
development of its lightweight,
versatile and flexible Versius
surgical robotics system which is
now competing with Intuititive’s Da
Vinci system. Sense Biodetection
has also been able to launch a
new class of diagnostic product —
an instrument-free molecular test
that combines the performance of
laboratory testing with the benefits
of disposable immunoassays. Pre-
pandemic its focus was flu, but it
managed to pivot its o ering to
COVID-19 following the outbreak,
and is currently looking at entering
other disease areas.

Tansley explains that CIC was set
up to provide capital and support
for companies to grow and fulfil
their potential and acknowledged
that medtech and diagnostics
have not been able to traditionally
attract the capital to compete on a
global scale.

66

“The observation in Cambridge
was there was a good seed
fund, but there was that chasm
of financing to actually be able
to scale a company to become
competitive globally.

“In the last seven or eight years
we’ve invested over £200 million
but our 32 companies have
attracted over £1.5 billion of co-
invest. So, how do we a ect the
wider organisation? | think part

of it is crystallising the access

to capital to allow earlier stage
businesses to attract the capital
they require for them to potentially
grow. We’re not the only investor
but because we’re on the

ground and know the companies
intimately, we're able to catalyse
that additional investment which is
required from these companies.

“The disadvantage that medtech
and diagnostics have had could
be because of factors including
low levels of reimbursement in the
U.S. and Europe in particular, and
the requirement for companies to
exit in order to access the sizeable
distribution and marketing
networks associated with large
companies.”

Tansley continues: “Often the
distribution costs for medtech and
diagnostics are huge and for small
companies it is very di cult for
them to build up the network to
achieve it themselves therefore
exits to larger companies is an
important pathway.

“What we've seen is a
consolidation of a number of
large medtech companies,
through M&As, so the potential
number of medtech acquirers of
new companies is reduced and
that inevitably creates a buyers’

ON THE COVER

market, which again suppresses
the potential returns.

“CIC only focusses on products
which are truly innovative, truly
di erentiated because | think
that’s the only way you will get
that reimbursement and attract the
attention of acquirers. | think that
is the trend, it pushes everything
towards innovation because you
need to have that di erentiated
position.

“If we can do anything, and |
wouldn’t want to overstate our
role in it, perhaps it would open
people’s eyes to their potential
and if they have that ambition,
share that ambition. We're not
alone and we’'re just one element
in that. It's just one small element
but | think that we’re ambitious
and it feeds into our companies
as well”

Anstey feels that CIC can also

take a hands-on approach with
companies and the diverse set

of experiences within the firm
allows them to provide advice

to commercialise innovations,
building upon the world-leading
science behind the products within
the ecosystem.

He added: “In my previous career
| was advising multinational
medtech companies on
reimbursement, regulatory
strategy, on going to market, on
product launch. The reality is you
can have a fantastic product but
without thoughtful consideration
of those very certain aspects it'll
never succeed and there won’t be
a viable company there. Some of
the value we do bring is helping
companies navigate that path and
prioritisation of reimbursement,
regulatory pathway, go to market
strategy and commercial launch.”

CIC only focusses on products which are truly innovative, truly
di erentiated because | think that’s the only way you will get
that reimbursement and attract the attention of acquirers
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How packaging is aiding ophthalmic
and combination product breakthroughs

Olivia Gebhart, segment marketing manager pharma,
Amcor Flexibles, comments on recent innovations in the
ophthalmologic space, and the role of packaging.

hether it is using daily
or frequent-replacement
lenses, wearing contact

lenses is an everyday routine for
many. And it's easy to see why:
they’re simple, e ective and
provide a convenient method

of vision correction without

the hassle of eyeglasses. And
they’re only getting better. Today,
innovations in corrective lenses,
lenses that can treat dry eye,

or lenses that can even treat
astigmatism are all current viable
options, and we continue to see
regular developments in the
space. Even though contact lens
usage dropped slightly during
the pandemic, advances in this
area haven’t slowed down. In
fact, the attention that COVID-19
placed upon personal hygiene

— in particular, handwashing and
avoiding touching the face —is
something that has always been a
major topic for contact lens users
and manufacturers but also for the
primary packaging providers.

Eyes are one of the most sensitive
parts of the human body - the
human cornea is one of the most
densely innervated tissues. This
not only makes the eyes vulnerable
to pain, but also to infection and

other issues that can be caused
by poor hygiene for example
when using contact lenses. As a
result, and already long before
consumers need to exhibit good
hygiene practices when putting in
the contact lens, the packaging of
the lens needs to ensure sterility
so that users can feel confident
and safe to use them.

How do manufacturers ensure
sterility in contact lens packaging?
Firstly, lenses are generally
packaged in a plastic bowl sealed
to a peelable lidding foil. After

the manufacturing of the lens,
placing it in the bowl, flushing with
saline solution and sealing it with
the flexible lidding material, the
final airtight pack is being steam
sterilised.

Sterilisation of the final contact
lens blister pack is not easy. The
lens itself as well as the primary
packaging material — bowl

and lidding - need to be

able to withstand the

steam sterilisation

process without the
functionality being
compromised.

For the primary

packaging this

N\

means that its integrity is being
kept until the point of use to
ensure patient safety.

As there are new innovations
coming to the market such

as contact lenses that

contain, in addition to their
corrective features, also Active
Pharmaceutical Ingredients (API),
the demands to the packaging
even increase. Beyond the ability
to withstand steam sterilisation
and thereby keeping excellent
peel-properties for a hassle-free
consumer experience, the primary
packaging now also needs to
ensure that the right level of API
arrives at the point of use and that
there is no migration or interaction
between packaging material and
the API.

One recent innovation in
pharmaceutical packaging can
answer to this new demand. It is a
flexible film lidding solution,
that can withstand
steam sterilisation,
also prevents drug
uptake into the
packaging as
well as ensuring
smooth peel-
properties.

This development
goes a long way in
enabling further innovation

for combination products, that
consist of a medical device and
an API, beyond contact lenses.
It highlights the importance of
close collaboration between drug
and packaging manufacturer in
particular in the development
of combination devices, where
many di erent factors may
be interlinked. An early on
collaboration can make all the
di erence in combining drug
and material specific knowledge
and ultimately leading to greater
innovation and providing a
better solution for patients and
consumers.
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INNOVATIVE MATERIALS

SPONSORED BY

THE JOURNEY FROM
‘ART TO PART"...

and how to avoid the many pitfalls

Graham Webster, director at Plastic-IT, discusses the injection
moulding route on making a high-quality part for medical devices.

n the face of it, the process of
injection moulding is apparently
simple — make a mould, force
some molten plastic into it and
let it cool, open the mould and
ship the product. However, those
reading this will know that is

an oversimplification — so how
complex is it?

First let’s look at why we use this
process — which is now the largest
manufacturing method in the world.
The common denominator is that

it is done to make profit — at least,
that is the initial objective. The ‘long
and winding road’ is full of issues
that detract from this primary aim,
and here we try to identify them
and provide knowledge-based
information on how they can be
avoided. Whether we are making

a tiny, close tolerance part in an
‘exotic’ engineering material or a
high-volume packaging or medical
disposable product, every facet of
the process must contribute to the
creation of a ‘margin’ - financial or
altruistic.

At the outset of this journey there
are many di cult decisions to be
made. The first is to determine
which of the 10,000+ commercial
grades of polymer we need to

use for the application we

are considering.

L/
2)

All injection mouldable
thermoplastics will melt at between
roughly 90°C and 400°C so
generally they can’t compete

with metals on a heat basis. Most
are good as electrical insulators
whereas metals are mostly good
conductors. Thermoplastics may
be very sti especially when
combined with reinforcing fibres of
glass or carbon (19,000MPa - 60%
Glass filled polyamide 6) or very
flexible and even elastic. Some are
completely transparent and others
totally opaque. Some burn readily,
others self-extinguish if the ignition
source is removed. Most can be

coloured — some better than others.

A few are resistant to UV and
Ozone (weatherability) whilst others
are poor.

Determining which is the optimum
polymer - the grade of that
polymer and other additives such
as lubricants, flame retardants,
etc. to choose, is a technical and
commercial minefield for anyone
who is not a specialist.

Until the performance criteria for
the product are determined it is

impossible to specify the polymer
type and grade. Consequently,
designing the geometry of the part

for its fit, function and aesthetics,

must be done in concert with

choosing the polymer. This should

be the expertise area of the

product designer but as has been

illustrated, it is a complex task

that few people can take on with

certainty. Once a mould is made

there is some opportunity to mould

di erent materials for evaluation

but due to the likelihood of these

polymers shrinking by di erent

amounts during the moulding ‘
process, dimensional accuracy will

be compromised.

Eventually after several
iterations, some CAD emerges,
and a polymer type and grade
is identified - so what next?
Frequently it is a call to a mould
maker because surely all that
is left to do is tool the part and
mould it? This is often what
does happen, but the outcome
is almost never right first time.
Consequently, the costs

will start to rise as the

mould trials and
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| was delighted that the judges picked up on
what is the essence of our vision at SurePulse,
the importance of innovation from the very
first moments of a baby’s life when every

second counts

How does your product cater
for babies of di erent sizes?
Particularly with a premature
birth who would be smaller than
a baby born at full term?

The caps come in five sizes

and will fit babies from about

24 weeks gestational age (full-
term is 37 weeks) to 42 weeks
gestational age. Feedback from
parents, midwives and nurses

is fantastic about the caps - the
design means that they are easy
to put on, very comfortable for the
baby and keep them warm (this
is something that was validated
in one of the clinical trials). Also,
there is less waste potential for
the NHS - the materials that we
use for the SurePulse Cap means
that we have reduced the size

Meet the start-up

range to five. Many other medical
hats for newborns have 12 or more
di erent sizes.

Give our readers an idea of your
presence in the medical setting
in the UK?

As well as on-going clinical trial
work at the Nottingham University
Hospitals NHS Trust, we are now
conducting a large-scale beta trial
at Manchester University Hospitals
NHS Foundation Trust, one of the
largest trusts in the UK. We are
also anticipating expanding this
to two more NHS hospitals in the
next month.

Tell us about the future. What
else is coming down the track

in terms of products and the
business itself?

We've just received our FDA
510(k) clearance for the US market
which is really exciting. The US

is the world’s largest healthcare
market and has a huge population
and 3.8 million births every year
(it's about 750,000 in the UK).

We are currently meeting with
potential importers, distributors,
and sales channel providers as
well as neonatologists in the

US to establish our first clinical
sites. With CE and FDA approval
under our belt we have major
commercial opportunities in
Europe and the US to realise

over the next few years

and alongside that, we

are developing future

vital signs monitoring

solutions and
clinical trials are
due to start
next year.
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Opening the book:

How genome sequencing aids newborn screening

lan Bolland caught up with Chris Hughes, managing director UK & Ireland of PerkinElmer,
to discuss how its genome sequencing technology is used in newborn babies.

any parents will be familiar with
M the heal prick test following a

child’s birth and there is a good
chance that PerkinElmer’s technology
has been behind it. Newborn screening
is currently based on biochemical
testing on the instruction of a
healthcare professional as a dry blood
spot is analysed.

Hughes described the biochemical
testing and genome sequencing done
on newborns as “opening the book” on
the child that is being screened.

Currently, in the UK, PerkinElmer’s
sequencing performs nine di erent
tests:

« sickle cell disease (SCD)

« cystic fibrosis (CF)

« congenital hypothyroidism (CHT)

« phenylketonuria (PKU)

* medium-chain acyl-CoA

dehydrogenase deficiency (MCADD)

e maple syrup urine disease (MSUD)

« isovaleric acidaemia (IVA)

« glutaric aciduria type 1 (GAl)

» homocystinuria (HCU)

The current criteria followed by the
UK for screening conditions is based
on the stipulations of the Wilson and
Jungner criteria advocated by the
World Health Organisation (WHO),
amongst which include: the condition
should be adequately understood;
there should be facilities for diagnosis
and treatment available; and
clinical management
of the condition
should be
optimised
in all

healthcare providers. The number of
conditions screened for varies per
country (and follow di erent criteria)
but PerkinElmer’s newborn screening
solutions can identify more than 50
congenital disorders.

Whole genome sequencing, on the
other hand, o ers an additional layer
of screening to test for a wide range
of genetic markers for several rare and
otherwise di cult to detect disorders.

Explaining PerkinElmer’s process,
Hughes said: “Blood spots are very
robust, it's something that Perkin Elmer
is very good at, but we are the people
who are best placed to sequence from
their dry blood spot because it isn't as
easy as it sounds. Most people will be
going for saliva or DNA extracted from
blood.

“First, we need to extract the DNA from
the sample, so we've got an instrument
there called chemagens, essentially a
sample comes into an instrument, uses
magnetic beads to suck the DNA onto
these magnetic beads and bind them
to them.”

From there magnetic rods take the
beads out of the sample and within the
same instrument it is washed several
times just to increase the quality of the
sample you've got. After extracting the
DNA out of the sample needs to be
prepared for sequencing.

Hughes continues: “We have a kit
of, essentially, a suite of reagents
which will chop the DNA up into the
fragments you need for sequencing
and the liquid handling.

“Once it’s prepared, we've got
instruments which are checking for the
amount of DNA, something that we
call victor nivo, and then the quality of
the DNA you've got. Sequencing is the
most expensive part of the process, so
you want to make sure that you've got
enough of it and what you do have is
of high quality.”

“From there we are going into the
sequencer, which is owned by

sequencing company llluminar, and
PerkinElmer operates its pieces of
equipment, essentially at the end of
the lab process. The data has tellers
using artificial intelligence and machine
learning to interpret the data, but

this is done under the supervision

of the human eye so anything that
comes about matches with the clinical
presentation.”

With individuals becoming more
accustomed to testing at home
throughout the pandemic, Hughes
feels that this genome sequencing
technology feeds into the idea of

the strategy towards public health
coming from a more preventative
angle to battling certain diseases and
conditions, rather than reactive — and
cites the example seen in professional
football in recent years.

“You've got a population now that’s
used to the idea of diagnostic testing
because | don’t know how many

COVID tests that you've had but many
will have multiple for their children

as well. The whole point of whole
genome sequencing is you get all the
information, so you can be screened for
diseases not that we’d just be looking
for at point of birth.

“You're probably familiar with Fabrice
Muamba, and other people who have
collapsed on football pitches, that's a
genetically inherited heart condition.
Essentially if we screen the population
for that we’'d have less incidents where
seemingly healthy people can have real
problems out of the blue.”
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We’re more flexible
than ever!

The global partner you trust for custom
healthcare packaging solutions including
pouches, bags, lids,” Im roll stock,” ow
wrap and high barrier foils and " Ims.

And we continue to provide a full range

of rigid packaging you can count on from
concept to the point-of-use. Learn more
about our custom designed trays, blisters,
automation trays, die cards, performance
packaging, sealers and lab validation services.

For more information, contact us:
Email: info@nelipak.com Phone: +1.401.946.2699
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