PROVIDING PRE-LAUNCH ACCESS CLINIGEN

SITUATION immune-oncology medicine

Top 10 pharmaceutical company had an innovative new immune-oncology medicine that represented a
new treatment option for patients with advanced melanoma and other solid tumors. There was extremely
high awareness and high demand for the medicine, the product already had breakthrough status and was

High Demand

fast tracked for FDA approval within 12 months.

ACCESS CHALLENGE &

The company wanted to provide global early access, but it was important to ensure the affiliate network
was comfortable with the route of early access in each country, whilst managing the program through a
central point to ensure consistency and control on a global scale. The company wanted to respond
positively to all requests for access across multiple tumor types whilst ensuring this would not harm their
longer term commercialization goals for the medicine. In addition, they wanted to provide the product free
of charge (FOC) for the intended label indication and needed to manage fair and equitable access across
all countries due to limited supply in the early stages of the program. They also wanted to take into account
the possibility that the medicine might not be approved globally in all indications. The US was a priority
given the fast track status and the minimal window available to provide early access before transitioning
patients to commercial supply.




RESULTS
Provided access to NOFE than 5,000 patients

across 60 +Cou ntries

for multiple tumor types

nenanses 390 patients

in the US

e The programs enabled the company to ensure
patients with unmet medical needs could gain access to
important new therapy

» Patients across a broad range of indications had * Insured fair and equitable access across all countries
access to this life extending medicine and populations
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» HCP’s were able to prescribe a new immune-oncology
therapy for their patients
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