Prespecified third interim analysis of the DARolutamide Observational (DAROL) study in patients
with nonmetastatic castration-resistant prostate cancer: European subgroup analysis
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INTRODUCTION

Real-world safety and effectiveness of darolutamide in the DAROL IA3 overall population were confirmed In

the European subgroup representing a clinically diverse range of patients and healthcare settings

e Darolutamide is a highly potent androgen receptor inhibitor (ARI) that is structurally distinct by design, with low blood—-brain
barrier penetration and limited potential for drug—drug interactions'>

e Darolutamide is approved for the treatment of nonmetastatic castration-resistant prostate cancer (hmCRPC) on the basis of the
phase 3 ARAMIS study (NCT02200614)

* In ARAMIS, darolutamide significantly improved median metastasis-free survival (MFS) by ~2 years and reduced the risk of
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MCRPC, metastatic castration-resistant prostate cancer; NA, not assessable; PSA, prostate-specific antigen; PSA50, >50% reduction in PSA from baseline; PSA90, >90% reduction in PSA from baseline.

* The median time to darolutamide discontinuation or death was 29.9 months (95% confidence interval 26.7-not estimable) in the overall population

overall population and not reached (23.1-not estimable) in the European subgroup
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with nonmetastatic castration-resistant prostate cancer (hmCRPC).
DAROL is a long-term study which is still ongoing. We have analyzed
the information collected so far from the first 550 patients enrolled

fatigue being the most common. Around one in every six patients in the
study has experienced fatigue. Serious side effects are rare, and very
few patients have had to stop taking the drug because of side effects

different groups of patients

Conclusion: The results so far provide reassurance that darolutamide is
well tolerated and effective in a broad range of patients with nmCRPC
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