Partnering to Advance Human Health

Expert forecasting delivers study
closure on time and on budget
with Almac’s SupplyWise




In the world of modern
clinical trials management,
which often involves
thousands of patients, across
multiple sites throughout

the world, keeping pace

with demand, while actively
avoiding product waste, is a

difficult balance to master.

Itis a balance that is made even more challenging
for sponsors developing biologics or personalised
medicines. The high cost of R&D, combined

with notoriously low product yields, short
expiration and difficult-to-maintain drug stability
can remove the luxury of stockpiling for pooled
distribution. These factors can also make creating
excess overage 'just in case’ demand spikes a
commercially unviable option.

To get the balance right, sponsors need to
effectively forecast patient demand and plan
production and distribution activity accordingly.

For one sponsor, preparing for a global phase 2
study to assess the safety, tolerability and
efficacy of a biologic IMP, striking the right
balance was key.

This biotech was met with a need to navigate
their stretched internal resources and ever
evolving enrolment assumptions while solidifying
its approach to demand forecasting, in order to
reduce product waste, safeguard patient access
and meet vital trial timelines. Here's how they
did it.



The business challenges
Managing stretched in-house capabilities with considerations
to minimize excess overage, cost and delay

During the start-up phase of the study, which would involve
320 patients and 62 sites throughout the US, EU and APAC
regions, the sponsor identified several potential challeneges
with its approach to demand forecasting.

The sponsor had previously performed forecasting functions
in-house. However, with limited resources, this had resulted
in 100% overage being added to the clinical projections.
While this went someway to mitigate the risk of missed
patient visits, by promoting a readily available supply of
study drug, it produced significant waste and leftover
product. Not only did this increase production costs but
incurred additional returns, reconciliation and destruction
administration and expense.

With a single individual responsible for overseeing supply,
enrolment assumptions constantly evolving, and limited
technology available; obtaining holistic visibility over
requirements was not readily available to aid in proactive
decision making, which in turn was leading to time and
resource constraints.

Keen to avoid this challenge escalating and creating

delays that could compromise trial timelines, the sponsor
recognised the need for a more robust method of achieving
visibility over supply and demand. Without this, it would
continue to be unmanageable for the sponsor to accurately
forecast drug need and assure timely, cost-effective supply
to patients.

The Almac solution
Supply chain management expertise and technology optimise
forecasting ability

Recognising the resource limitations, the sponsor had
decided to strategically partner with Almac Clinical Services.
Already reliant on Almac expertise to manage clinical labelling,
production and distribution - and determined to rise to the
unique supply challenges of the upcoming trial - the sponsor
decided to outsource this critical element of supply chain
management to Almac.

Despite being in the planning phase of the study, speed was
of the essence. Almac proactively set about collating the
information needed to create an agile and effective clinical
supply forecast. Delivering the forecast within just one day,
Almac experts were able to design multiple demand profiles
and supply scenarios that would help the sponsor to make
informed decisions relating to how best to approach the trial
and maximise supply.

To achieve this fast turn around and accurate demand
modelling, Almac utilised its end-to-end clinical trial supply
forecasting technology, SupplyWise.

As enrolment activity progressed at each of the sponsor's
62 global sites, Almac was able to run reports to create
new scenario outputs that would facilitate agile and aligned
production and distribution planning.

And because SupplyWise has been designed to organise
complex information and automate the production of easy to
understand insights, Almac's Supply Chain Manager was able
to spend more time providing their expertise in collaborating
with the sponsor’s study team on how to further optimise the
trial’s clinical supply chain.

The results
Holistic visibility of global demand reduces product waste and
delivers study closure on time and on budget

While strategically partnering with Almac’s team of supply
chain management experts, and leveraging the forecasting
capabilities within SupplyWise; the sponsor was able to utilize
the timely and accurate data available from the technology

to select the most appropriate supply approach and country
profile for the study. This empowered the sponsor to meet
vital study timelines and reduce costs, not just during the
start-up phase but throughout the duration of the 12-month
trial.

SupplyWise made the very best use of the sponsor’s
available material, by creating new supply chain visibility that
improved the sponsor’s ability to align production planning
and distribution activity precisely with patient demand.

This resulted in lower levels of product lost to expiration,
minimised waste (in the form of overage) and an overall
reduction in overheads.

This newfound supply chain visibility also lead to streamlined
quality control and allowed the sponsor to effectively tackle
risks, while facilitating greater responsiveness and flexibility to
adapt to events that unfolded during the study.

By harnessing a technology-enabled approach to demand
forecasting during the planning stage of its clinical trial, this
sponsor achieved bigger picture visibility over its clinical
supply chain and was able to successfully optimise operations,
reduce risk and deliver study closure on time and on budget.
What's more, through optimising its clinical supply chain with
Almac's leading forecasting services and technology, the
sponsor became one step closer to bringing a much-needed
drug to market.
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Forecast and Simulation

Clinical material forecasting, forecast management and simulation tools along with
SCM expertise, matches clinical supply to patient demand, ensuring optimised
strategies to meet your trial needs.

Inventory Management

Almac SCMs continually monitor trial supply globally, trending study activities and
adjusting future campaigns and material transfers to ensure that the right IMP is at the
right place at the right time to meet study demand.

IRT Medication Management

Almac SCMs consult on the medication management IRT design to meet study
needs. They set, monitor and adjust inventory management levels and system
expiry strategies to ensure optimisation of IMP while reducing distribution costs
where possible.

Label Development and Regulatory Vetting

Almac can oversee label text development, regulatory review, translation and
artwork, ensuring that IMP labels meet clinical, regulatory, drug product and
country specific requirements.

Temperature Services

Almac's innovative software program, TempEZ™, supports the full suite of Almac
Temperature Services offerings, providing clients with a single central database to
store temperature data while ensuring compliance to GxP and GDP regulations.

Bulk Drug Management

SCMs convert finished good demand into upstream manufacturing and API
requirements, working with capacity and lead time limitations to avoid downstream
supply interruptions and reduce over production and bulk waste.

Investigator Initiated Trials and Specialised Clinical Programs
Almac SCMs can provide full end-to-end planning, design and management of the
clinical supply chain for Investigator Initiated Trials, Expanded Access and Named
Patient Programs, designing flexible supply solutions and working directly with clinical
sites where necessary to ensure continuous supply.

Pharmacy Services

Almac SCMs can serve as unblinded contacts for drug management and reconciliation,
eliminating the need for additional unblinded site monitoring staff. We also have
licensed pharmacists who can write pharmacy manuals, dose cards, patient and
investigator educational materials; as well as provide input to clinical materials
sections of trial protocols. These pharmacists can provide site personnel training at
investigator meetings and can be on-call for dosing and drug compatibility questions
throughout the trial.
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