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Successful Oncology Trials Need Intelligent Supply

Management

As clinical trials become more complex, so does the task of
ensuring the right supplies are in the right place at the right
time.

Protocol changes, undefined doses, unexpected recruitment
rates, batch failures and raw material shortages are just some
of the challenges facing sponsors and CROs when managing
their supply chain.

The challenges are magnified in the increasingly competitive
world of oncology, which has seen the globalisation of studies and
rising investigational product costs. Combined with the growing
obligation to reduce waste, it means effective supply management
systems are more important than ever.

It's time to bring clinical forecasting and planning into the 21%
century with modern, specialised supplies management software
that allow for the visualisation of the entire supply chain.

Ensuring everyone has the materials they need, when they need
them, reduces costs, maintains safety and ensures compliance
across territories. Enabling clarity in the demand on the supply
chain leaves life sciences companies free to concentrate on
developing the next generation of life-changing cancer drugs.

Immature Clinical Supply Chains

The life sciences industry is well known for having immature
clinical supply chains that often lack the sophistication of their
commercial counterparts. Further challenges also include an
increased variability in the factors that impact supply and demand
in the clinical space.

Current tools in the hands of study planners are apt to be based
on spreadsheets and manual calculations, meaning clinical supply
decisions can be impulsive, error-prone, and the forecasts become
little more than guesswork.

With a lack of visibility to the supply chain, sponsors tend to
find themselves fire-fighting material-related problems rather than
collecting the data they need to improve the lives of people living
with cancer.

Increasing Visibility and Traceability

Purpose-built software solutions can increase the visibility and
traceability of clinical supplies by taking forecasting and planning
off of manual processes and plugging them into the overarching
end-to-end clinical trial management system.

Integrated supply management software provides life sciences
companies with the tools they need to effectively forecast, plan,
label, distribute, manage and reconcile clinical supplies.

Forecasting and Planning
Accurately forecasting clinical supply and demand is critical.
However, it is often complicated by issues including protocol

changes, undefined doses, unexpected recruitment rates and
batch failures.

Forecasting too little of material leads to struggles with
sponsors having to manage unexpectedly high enrolment rates,
resulting in material delivery delays. Forecasting too much
product results in an abundance of material that will ultimately
need to be destroyed prior to subject assignment, but only after
incurring significant manufacturing, labelling and storage costs
for those unused products.

When faced with the choice of delaying a trial start or
absorbing the costs of surplus product, most supply managers
will overestimate the buffer. This can prove to be an expensive
decision for sponsors.

Modern purpose-built clinical supplies software can take the
guesswork out of trial forecasting. It can be used to dynamically
predict and graphically represent supply demand across an entire
programme or compound level.

The advantages to this are multiple. A more accurate forecast
allows for a more accurate buffer of product that can shift between
studies. This results in a substantial reduction in the product
needed to support a programme, cutting supply wastage and
associated costs.

Linking the Supply Chain and the IRT

As the growing complexity of oncology trials has made
tracking and monitoring product development, distribution and
reconciliation difficult, more sponsors have adopted interactive
responsive technology (IRT) platforms to manage their clinical
supply chain.

Such systems, though, tend to focus only a singular protocol,
rather than using a programme-wide viewpoint. This isn't
conducive to the management of today’s complex, international
oncology studies which require asset level planning and visibility
throughout the material genealogy.

One solution has been the introduction of stand-alone
inventory management systems that oversee lot and country
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releases, as well as protocol-level approvals. These systems are
prohibitively complex and require ongoing, manual data entry in
order to line up with real-world availability of materials.

What's more, such systems often need reprogramming
every time a new protocol comes online in order to ensure all
components and variables from each protocol are accounted for.
This leads to disjointed systems that are not globally harmonised
over time.

It's worth considering what can be achieved when the full
power of end-to-end supply management is harnessed by
integrating systems.

By moving depot-level supply management out of the IRT
and into an overarching clinical supplies management system
(CMS), supplies for the whole programme gain greater visibility.
Drug supply managers are able to gain much greater visibility
throughout the supply chain back to drug substance and excipient
manufacturing for their compounds and beyond.

There are two clear benefits to this way of working. Crucially, it
allows for a flexible pooled inventory model within the IRT. This
results in substantial buffer reductions per trial and associated
cost savings across the programme, even when new protocols are
introduced.

Furthermore, it eliminates the need to manage depot
inventories across multiple contract manufacturing organisations
(CMOs) and trials run by various IRT vendors, simplifying the
whole process for clinical supply teams.

End-to-end Considerations

When fully integrated into clinical trial systems, supply software
packages can use live enrolment figures to model supply and
demand with the latest information.

Supply planning considers factors such as expiry dating,
expected yields, lead times, and asset capacities. This allows for
intelligent, risk-based manufacturing and packaging throughout
the programme and for each trial, ensuring stock levels are
maintained at optimum levels.

Integrated systems can generate time-phased demand
schedules, which can be easily shared throughout the organisation.
This allows for clearer communication with drug supply managers
and leads to better informed decisions with regard to internal and
external operations.
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Linking supply management software to trial planning,
monitoring, and distribution systems gives sponsors full audit
control capability. This ensures supplies are released to the
appropriate location from the right depot and has the correct
expiry information.

Ultimately, integrated solutions can reduce costs by 10 per
cent and even more, while keeping participants safe and ensuring
location-specific compliance and appropriate stock levels at every
node.

Summary

Oncology research is expanding at an incredible rate, making it an
exciting yet competitive field to be working in. Maximising ROI
and expediting progress on costly cancer drug treatments has,
arguably, never been more important.

Integrating supply chain software into trial management
systems can help organisations significantly reduce costs by
managing supplies efficiently, and with minimal risk, over an
entire clinical programme or compound.

In a time of ever-complicated oncology trials, the system can
also simplify processes for study teams, leading to increased
effhiciencies.

Clinical trials stand or fall on patients having the drugs they

need, when they need them - and intelligent supply chain
software can be used to ensure that this happens.
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