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Implications of a
companion diagnostic
test for market access of
a novel product in GBM

®

SUMMARY

Through evaluation of 2 scenarios across 5 countries,
the client gained an overview of the challenges and risk
mitigation options for market access for their product in
glioblastoma multiforme (GBM).



CLIENT SITUATION

Testing for MGMT promoter methylation will be required for the administration of
a novel product in GBM. The client wanted to understand whether the use of their
companion diagnostic test (CDx) could be mandated over existing approaches for
methylation testing.
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Secondary research

The client materials were reviewed and two case studies of analogous
CDx-drug pairings identified; this informed development of materials for use in
primary research to understand the payer approach, particularly when testing has
been available and used in clinical practice before launch of an associated drug.

(@ Primary research

Semi-structured interviews were conducted with a total of 26 advisors
(pathologists, national/regional payers, and client Access Leads) across Belgium,
France, Germany, ltaly, and the UK, to evaluate the adoption and reimbursability of
the CDx over existing approaches for methylation testing.

Regulatory label scenario analysis

A slide deck report was developed in which two scenarios were evaluated for
the specification of methylation testing in the product’s regulatory label for GBM, with
recommendations for mitigating the associated challenges and risks in each market.
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Advisors mentioned that MS-PCR was used before PSQ; however, despite the additional cost, it was decided to switch

to PSQ as it was considered superior (e.g. quantification)
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e Overview of the challenges, risk mitigation
options, and implications for market access
for the product in GBM in each scenario.
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