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Talking Point with PCI Pharma Services

PCI Pharma Services is a trusted partner for global integrated
CDMO services. Can you tell our readers the brief history of your
company, how the company got started and your growth so far?

Established in 1971 and trading as Packaging Coordinators Inc.
(PCI), the company provided contract packaging solutions to the
pharmaceutical industry. Over the last decade, PCI has made a
number of strategic acquisitions to both increase global packaging
footprint as well as adding manufacturing capabilities. One such
acquisition in 2014 was Penn Pharma, bringing with it a state-of-the-
art contained manufacturing facility for the safe processing of highly
potent drug products.

In 2015, the organisation rebranded under the name PCI Pharma
Services and has since continued to grow both organically and by way
of further acquisitions, with Lyophilization Services of New England
(LSNE) being the most recent acquisition building upon its expertise
in specialty manufacturing, delivering on the company strategy to
become a truly integrated, global, CDMO.

Today, PCI Pharma Services is a global $1 billion CDMO with
30 GMP facilities throughout North America, Canada, UK, Europe,
and the Asia Pacific region. We are proud to serve in excess of 1,700
customers with unparalleled expertise and experience in taking
compounds from the earliest stages of development through to
successful commercialisation, delivering speed-to-market and
commercial success for our customers.

Our continued growth enables us to support over 3,100 clinical
trials, over 450 commercial molecules, and each year launch over go
commercial products. Our industry leading experience, operational
flexibility, commitment to safety, supported by innovative
technologies and our exemplary quality and regulatory record make
us the partner of choice for biopharmaceutical companies around the
world.

PCI is committed to supporting clients at every stage of the of
the clinical cycle, delivering best-in-class services efficiently and
effectively. What are the core clinical trials services you provide
and where?

Our clients come to us seeking solutions to often complex and
unique opportunities due to our reputation in offering unmatched
flexibility, a client-centric experience and consultative approach.

We deliver a seamless clinical service for almost all dosage forms
and drug products including pharmaceutical development, clinical
manufacturing, packaging, labelling, storage and distribution. Our
scalable solutions ensure we are able support our clients from early
first-in-human (FIH) studies through to late phase clinical trials and
ultimately commercialisation.

Through facilities in North America, Europe and Asia Pacific,
PCI provides a global service with localized focus, delivering over
200 protocols a year in over 100 countries, utilising best-in-class
technologies combined with experienced and dedicated teams.

PCTI's “Contained Micro-Dosing Xcelodose® Technology” is a
very innovative solution. Can you explain what that is, and why
do you claim that this technology leads to faster first-in-human
studies?

Xcelodose® is a precision powder micro-dosing system that allows
API to be filled directly into capsules and vials. This approach removes
the need for development of a powder blend, as would be the case
for a more traditional development processes. At PCI, we operate
both the Xcelodose® 120 and the 600S models, filling up to 120 and
600 capsules per hour respectively, making them ideal for clinical
manufacture from early to later stage clinical programs. We have also
invested in Xcelohood™ and Xceloprotect™ containment systems,
further enhancing our world class engineered contained manufacturing
capabilities for the safe processing of highly potent drug products.

By eliminating the requirement for preformulation activities,
excipient compatibility and associated stability studies, as well
as simplification of method development processes, utilizing the
Xcelodose® technology allows products to be manufactured and
delivered to clinic up to 6 months faster than the more traditional
route. Dosing directly into capsules also helps to reduce the amount
of API required, helping to eliminate wastage of often-valuable APIs
which is particularly important at the early stages of proof of concept
if API is in short supply.

The structural complexity of modern biologics presents
packaging manufacturers with a new challenge when it comes
to ensuring the drug remains stable throughout its designated
shelf life. Can you explain how PCI supports multiple delivery
forms from Phase I through commercialisation?

Through our global network, PCI is able to provide integrated
end-to-end solutions for both sterile and non-sterile drug products
including development, manufacturing and packaging across the
entire drug product lifecycle, from early phase clinical trials to
commercialisation, meeting the needs of our clients and bringing
life-changing therapies to patients faster.

Addressing the growth in the biologics market and their varying
complex requirements, PCI continues to invest in developing new
solutions and adding capacity for the manufacture, packaging and
temperature controlled storage of these specialist drug products.
With many biologics presenting stability challenges we are investing
significantly in large scale lyophilization technologies which are
essential to improve stability and reduce the complexity associated
with cold chain logistics.
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Supporting the downstream processing of biologics and
providing an integrated solution to our clients, our European and
US Biotech Centers of Excellence, provide scalable and flexibility
packaging solutions to cater to the range of packaging needs of our
clients from standard vials to more patient-centric drug delivery
pack formats such as pre-filled syringes, auto-injectors, medical
device and kits.

Can you explain your Regulatory and Analytical Support
Services? What are you offering, and how do you make a
difference in the industry?

Our specialist in-house Regulatory and Analytical teams provide
essential support services to our clients across the full drug product
lifecycle from development through to commercialization helping to
reduce complexity and expedite timelines.

Our global network of sites boast a range of analytical laboratories
equipped with world-class fully GMP and ICH compliant technologies
that provide a broad spectrum of analytical testing from method
transfer, through method development and validation to drug product
release and ongoing stability studies for all dosage forms including
high potent and sterile drug products.

In terms of regulatory support, we provide a completely bespoke
service whereby we can assist our clients with the composition of
their Drug Product (DP) Common Technical Dossier either writing
the entire DP section or assisting with certain sections pertinent to
activities undertaken at PCL

Furthermore, our Regulatory team can provide an integrated
support service where a designated team member embeds within
our clients’ project team, providing regulatory support and facilitating
decision-making at key stages throughout the product development
lifecycle. Should support be required at pivotal scientific meetings
with regulators we can assign a designated team of subject matter
experts to ensure product quality questions are addressed seamlessly.

What major events have occurred in the industry and what has
been its effects.

The COVID-19 pandemic has and continues to affect almost every
aspect of the pharmaceutical industry. On a positive note, we have
seen vaccines being developed and available for commercial use in
a timescale that would have been almost unthinkable prior to the
pandemic. We have also witnessed just how responsive the industry
can be, using innovative technology and processes to develop new
ways of working and ensuring ongoing regulatory compliance for
example with the hosting of virtual audits.

Unsurprisingly, the pandemic has also created many challenges,
with the most disruptive affecting global supply chains and shortages
of both raw materials and consumables. To overcome some supply
chain challenges, pharmaceutical companies and CDMOs alike are
now looking to source from domestic suppliers, which not only has a
positive ESG impact by reducing the company’s carbon footprint but
can also assist in reducing lead times.

At PCI, we have navigated potential supply chain challenges by
utilising our integrated and predictive supply chain management
platform, pcifbridge™. Utilising this innovative technology, we
were able to work with our clients, adjust forecasts, order additional
supplies and leverage existing relationships and partnerships to
source materials. This meant that project milestones were met and
an uninterrupted supply of lifesaving therapies to patients.

PCI offers over 30 years of experience in the Pharmaceutical
Storage and distribution of clinical trial materials, effectively storing
and distributing thousands of patient kits to over 100 countries
worldwide. What challenges are you facing post Covid-19, and what
strategies have you implemented henceforth?

It is clear that the pandemic affected all levels of pharmaceutical
distribution. In terms of clinical phases of development with
patients unable to attend a clinical site, site-to-patient and direct-
to-patient distribution are gaining momentum - as is the concept of
decentralised trials. At one time deemed to be a theoretical notion,
clinical trial sponsors are now looking to site-to-patient and direct-to-
patient transfers as a viable method to deliver medicines to patients
and keep their trials on track, which in return means complex supply
chains with temperature management considerations being key.

At PCI, we work with clients to develop a flexible and dedicated
service to meet the needs of each and every clinical trial, irrespective
of size or global requirements. Dedicated teams of logistics experts
ensure complete accountability and supply chain integrity throughout
the clinical lifecycle.

Amid supply chain uncertainties, PCI works with clients to
utilise just-in-time labelling allowing total flexibility of clinical trial
inventory management allocating investigational medicinal products
where they are needed. For clinical studies where the demand may
be unpredictable and location of patient population unclear, just-
in-time principles have demonstrated to be significantly impactful
to ensuring both supply continuity as well as supply optimisation,
reducing waste and saving costs for our clients.

PCl is active in Cold Chain management. You provide specialist
expertise in the packaging, labelling, storage, and distribution
of temperature-sensitive clinical supplies including biologically
derived and parenteral products. Temperature controlled logistics
was vital in the distribution of Covid-19 vaccines worldwide. What
role did PCI play in this undertaking, and what lessons have we
learnt?

PCI is a true expert in Cold Chain management and is a trusted
partner to many biopharmaceutical companies having built the
expertise and reputation that we have over many years. We also
have a philosophy of invest now for the future, which has served
us well and meant that when the pandemic hit, we were able to
offer seamless solutions to our customers because although we had
not planned for a pandemic, we had planned based on the general
market growth trends.
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One example of how we supported would be that having invested
over $25m prior to the pandemic hitting, the PCI Pharma Services’
biologic Center of Excellence in Philadelphia was well equipped
to support the unprecedented surge in demand for specialist
Cold Chain storage and processing of temperature sensitive drug
products.

Another example includes our clinical and commercial Cold
Chain capabilities as throughout the pandemic, PCI played a
major role in the specialist packaging, labelling and distribution of
various Covid-19 vaccines, not only supplying hospitals and clinics
throughout North America but also in Europe.

And on a smaller scale but no less important, demonstrating
our flexibility was that in March 2020 when crisis point hit
Milan, PCI supported the shipment of emergency medicine to
patients when commercial flights from the US where drastically
scaled back. PCI secured permits and arranged for courier jets,
drivers and trains to deliver the life-saving drugs to the patients
in Milan.

What does the future hold for PCI? What is your vision in the
next 5 years?

As an innovative end-to-end solution provider, and to fulfil our
mission to be the bridge between life-changing therapies and patients,
we will continue to invest and evolve our services and facilities to
meet the needs of existing and future clients.

In terms of the future, we believe there will be a continued growth
in biologics including mRNA technologies with a focus on patient
centric delivery systems. We also believe that the continued focus
in the area of oncology will remain and so our ongoing investments

to support the development, manufacture and packaging of both
small and large molecules will ensure we are able to provide the
right solutions to our customers when they need them. The industry
will continue to focus on personalised medicine and treating orphan
designated diseases, which will mean more niche products and
smaller batch sizes with increasing pressure on delivering speed
to market.

With over $250m planned on capital investments over the coming
years to deliver enhanced manufacturing and packaging capabilities
and capacities together with our flexible, integrated approach to
scalable development and manufacturing, we will continue to support
our clients to deliver these specialized products to the market in the
most cost and time efficient way.
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