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Activating mutations in the HER2 gene have frequently been reported to occur in many solid cancers, P e
with a low to moderate prevalence®

objective
Investigate safety, toleral 3 Further investigate safety, tolerability, and PK of
There is currently an unmet need for effective targeted therapy against HER2 mutations in solid and PK of BI 1810631 the RP2D of Bl 1810631

tumours, particularly in NSCLC, where HER2 mutations are present in 2—-4% of NSCLC tumours; of Determine the MTD and/or RP2D of Preliminary assessment of efficacy in patients with
these, ~50% are ex20ins mutations?-> 811810631 BI 1810631 monotherapy HER? ex20ins mutation-positive NSCLC
Historically, HER2 ex20ins mutations have responded poorly to TKIs. Moreover, TKIs that inhibit both + BI 1810631 binds to the tyrosine

EGFR and HER2 are typically limited by toxicities associated with inhibition of wild-type EGFR#& m?;:n‘;‘?':‘ﬁij"tyf’;e'*;%?n:if:sl'ofsv [ Inclusion criteria
Bl 1810631 is a HER2-selective TKI currently undergoing clinical investigation in a Phase | study HER2, including ex20ins

(NCT04886804) as monotherapy in patients with advanced/metastatic solid tumours harbouring HER2
aberrations (Phase la) and HER2 ex20ins mutation-positive advanced/metastatic NSCLC (Phase Ib)
HER2 mutation frequencies in solid tumours?
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