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The Oncology Crux — Asking the Smart Oncology
Questions before Shaping an Asset’s Journey to Market

What Makes Oncology Product

Launches Different?

Launching an oncology drug differs
significantly from launching drugs in
other therapeutic areas due to the unique
characteristics of cancer as a disease, the
variability amongst cancers, the healthcare
environment around treating cancers, and
the specific needs and challenges faced by
patients, healthcare providers, and payers
in the oncology space. These differences
shape the strategy, execution, and follow-
up activities associated with oncology drug
launches. Pharmaceutical companies can
better prepare for oncology product launches
early in development by asking questions,
such as:

Where does the product fit in complex
oncology treatment landscapes?

How does the regulatory approval path
impact an oncology product’s launch
strategy?

How can patient support and
engagement be used to support a
successful oncology product launch?
What special considerations are
necessary when determining sales force
size and structure when launching an
oncology drug?

«  What special considerations exist
around pricing and reimbursement for
oncology products?

Addressing these questions early in
a product's commercialisation journey
allows developers to gain a deeper and
more accurate perspective of the patients
they serve and the markets they live in. The
insights gained enable drug developers
to make informed decisions, providing a
solid foundation for an oncology product
launch.

Where Does the Product Fit in Complex
Oncology Treatment Landscapes?

The oncology treatment landscapes are
characterised by rapid scientific advancements,
evolving standards of care, and crowded
development pipelines. New therapies are
constantly being brought to market, leading
to changes in the treatment guidelines. This
makes it difficult for products to stand out
and can be confusing for healthcare providers
(HCPs) trying to understand where a drug
fits into the current treatment landscape.
Developers can address these challenges by
continually evaluating the positioning of their
products using competitive intelligence.

A deep understanding of the current
and future market landscape, including
competitor pipelines, product launches,
and drug data forms the basis of successful
launches. Given the competitiveness of
oncology markets, having a well-informed,
comprehensive, and highly agile launch
strategy is a significant advantage. By
understanding where the drug fits in the
patient journey, educational materials
and messaging can be targeted to the
appropriate patient population.

The increased targeting of specific
molecular pathways or biomarkers is a clear
trend in oncology drug development. In 2023,
all 14 new molecular entities approved for
an oncology indication targeted a molecular
pathway or biomarker.? Although this
increase in precision medicine is promising
for cancer patients, it also contributes to
the challenging oncology landscape. For
example, drugs targeting a specific molecular
pathway or biomarker will likely require
concurrent development and approval of a

companion diagnostic (CDx) to identify that
specific target.

Managing the approval and launch of
the CDx adds a layer of complexity and
coordination when bringing an oncology
drug to market. When a drug requires a CDX,
it is imperative to educate HCPs on patient
selection, testing, and treatment protocols
that typically exist when dealing with
precision medicines. A plan for educating
the market on your drug’s CDx is critical
to a successful launch. Even if a CDx is not
necessary for your product, understanding
how biomarker assays and genetic tests
will be relied upon by HCPs to prescribe
your product is critical when educating the
market, and for the successful adoption of
your product.

How Does the Regulatory Approval Path
Impact an Oncology Product’s Launch
Strategy?

New oncology drugs often qualify for
expedited review pathways because of the
high unmet needs in cancer treatment.
Accelerated approvals in the US include
Fast Track, Breakthrough Therapy, Priority
Review, Accelerated Approval, and Real-time
Oncology Review (RTOR). Oncology drugs
can also be approved based on surrogate
endpoints through conditional or accelerated
pathways. For example, from 2006 to 2022,
it was found that 71% of drug approvals for
treatments of solid tumours were based
on surrogate endpoints.® Accelerated
approvals are designed to benefit patients
but navigating them comes with uncertainty
for oncology drug developers. Accelerated
approval means developers need to get
launch-ready faster, condensing time frames
for corporate spending and launch execution.
However, as this forces decisions to be made
before all data is available, developers need
to balance the risks and rewards associated
with launch spending.

Being among the first-to-market for a
certain patient population can be a huge
competitive advantage. Therefore, developers
must take advantage of accelerated approval
opportunities whenever possible while also
mitigating the associated risks. Additional
post-marketing studies to confirm clinical
benefits post-launch can help to reduce
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some of the scepticism associated with
products that have been through accelerated
approval. Providing definitive evidence of
clinical benefits, such as confirmed tumour
shrinkage, allows pharmaceutical companies
to address concerns about their products
and anticipate any post-marketing changes
to regulatory requirements.

How Can Patient Support and Engagement
be Used to Support a Successful Oncology
Product Launch?

Cancer diagnoses and subsequent treatment
often come with relatively short treatment
windows, high rates of morbidity, meaningful
side effects, and a need to educate patients
and get them on treatment quickly. The
complexity of cancer diagnoses, the highly
evolving standard of care in oncology
treatments, and the use of increasingly
personalised treatments make oncology
treatments difficult for patients to understand.
A clear and targeted approach to support and
engage with patients can help them better
navigate the labyrinth of these complexities.

Developers should consider engaging
patient advocacy organisations geared
towards oncology and specific types of

cancer. Patient advocacy organisations
play a prominent role in educating on
the disease, the therapeutic options, the
challenges with diagnosis and treatment,
and provide patients with a much-needed
support system that can speak to real-world
experience with treatments. Given their
high profile and reach within the patient
community, partnering with advocacy groups
can help boost awareness, disseminate
education, and support patient access to
new oncology treatments.

Coming to market with comprehensive
patient support services can be another
valuable asset when launching an oncology
drug. Financial assistance programs and
adherence support, along with additional
training for HCPs, can alleviate administrative
and monitoring requirements. Strategic
considerations such as these can make a
huge difference, dramatically increasing the
chances of success at product launch.

What Special Considerations are Necessary
When Determining Sales Force Size and
Structure When Launching an Oncology Drug?
The differences in cancer and oncology
markets influence the optimal size and
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structure of a sales force. Again, key factors
include the complexity of treatments,
specialized HCPs, and the importance of rapid
patient care. Oncology drugs are prescribed
by a small group of specialists made up of
oncologists and haematologists. Oncology
treatments are also usually administered
in a hospital setting or specialised cancer
centres. Smaller patient populations, higher
drug costs, and complex selling processes
necessitate a tailored approach to sales team
structure.

Concentrated clusters of HCPs and facilities
in urban centres can potentially expand the
reach of each sales representative, enabling
them to effectively engage with a larger
number of HCPs. However, the relatively
limited patient population can create a
comparatively smaller target market for
pharmaceutical sales, requiring a nuanced
approach to resource allocation and sales
strategy.

The limited number of patients and
the high cost of each prescription within
oncology must also be considered. Since
cancer profoundly affects patients and their
families, patient outcomes are an integral
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consideration and activities that contribute
to patient support and education should
be considered. Sales representatives can
also assist in navigating insurance approvals
and reimbursement processes, addressing
the substantial challenges patients may
encounter in accessing oncology treatments.
This approach aligns with the overall goal
of delivering optimal care and improving
patient outcomes in the field of oncology.

What Special Considerations Exist Around
Pricing and Reimbursement for Oncology
Products?

Pricing is the single most important factor to
get right when launching any new product.
This is particularly true in oncology where
drugs are typically more expensive than
drugs in many other areas, reflecting the
complexities of development and their
life-changing potential. High drug costs in
oncology translate to increased scrutiny from
payers and health technology assessment
bodies (HTA) about cost-effectiveness and
value.

This scrutiny means that securing
reimbursement in oncology can also be
more complex and contentious than in other
therapeutic areas, making product pricing
a real challenge. Setting an optimal price
requires a thorough understanding of the
drug’s unique value proposition, including
its clinical benefits compared to existing
treatments, its potential to address unmet
needs, and its anticipated impact on patient
outcomes. Given these considerations, it is
important to bolster your product launch
with early planning, including strategic, well-
thought-out trial design and generation of
relevant strong outcomes data.

Clearly demonstrating the value of
a product and engaging in risk-sharing
agreements or outcomes-based contracts
are strategies that can overcome pricing
and reimbursement challenges. Collecting
and disseminating real-world evidence
reinforces the value proposition of a
drug, which is particularly relevant post-
launch. By providing strong evidence for
the real-world effectiveness and safety of
their products, oncology drug developers
can unlock broader reimbursement and
encourage adoption, ultimately leading to
more patients being treated.

How Can Answering These Questions
Ensure a Successful Product Launch?
Entering the oncology drug market presents
challenges due to its dynamic and intricate
nature. A successful launch strategy requires

specialised knowledge, strategic flexibility,
and a deep understanding of the needs of
patients, healthcare providers, and payers.

By asking smart questions, pharma-
ceutical companies can shape an asset's
journey to market by developing a
tailored commercialisation strategy and
corresponding evidence-generated plan
that considers real-world data needs. This
comprehensive approach enables companies
to move faster and more efficiently. Sound
early decisions mean less back-tracking later
on. This can also translate to better-targeted
marketing messages, better relationships
with key opinion leaders, and more effective
patient support programs.

Strategic consulting partners can help
navigate the complexities of an oncology
drug launch. By leveraging experienced
partners that have worked on launch plans
and launch excellence frameworks across
many biopharmaceutical products, oncology
drug developers can quickly and effectively
build a robust launch plan. Ultimately, this
means that pharmaceutical companies can
increase their understanding of industry
benchmarks and best practices to help set
up their oncology assets for a successful
launch.
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