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1. Background and rationale 2. Study Design, Schema, Population
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amenable to curative treatment; any nccRCC histology permitted, Part 1, representative of nccRCC subtypes; 41 were monotherapy
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* Part 1 (nivolumab monotherapy) — ASCO GU 2021. The 41 participants enrolled to UNISoN Part 2 were assessed by Response Evaluation Criteria in Solid Tumours [RECIST]), SD = stable disease, PR =
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 6-month progression-free survival (PFS) of 45%.
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tumours) at a median of 20.3 months follow-up — ASCO AM 2021
 OTRR of 10%.
 Median PFS 2.6 months (95% confidence interval [Cl] 2.2-3.8
months).
e PFS6 25% (95% CI 13-39).
 Here we report the final planned analysis of UNISoN.

*  Primary Objectives: OTRR for nivolumab monotherapy in Part 1 and sequential addition of ipilimumab to nivolumab in Part 2.

* Secondary Objectives: PFS, duration of response, time to treatment discontinuation, immune-related OTRR (irOTRR), immune-
related disease control rate (irDCR), overall survival (OS), immune-related adverse events (irAE) and toxicity.

* Translational/Exploratory Objectives: association between clinical outcomes and biomarkers, including immune-related
biomarkers, in nccRCC.

4. Results
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e 12-month PFS 11%
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5. Summary

The primary endpoint of the UNISoN study was not met as a minority of participants benefited from treatment with ipilimumab and nivolumab after failure of nivolumab monotherapy. Whilst some participants
did derive meaningful benefit from this approach, novel biomarkers of response are required to guide intensification of therapy at the outset and explore other strategies. Translational research within UNISoN
continues.
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