SOHO-02: Phase lll trial of BAY 2927088 in patients with locally advanced or metastatic NSCLC
with HER-activating mutations
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Introduction Key patient enrollment features Geographical distribution

 Activating human epidermal growth factor receptor 2 (HERZ2) mutations Key Inclusion criteria Key exclusion criteria

account for ~2-4% of non-small cell lung cancer (NSCLC), the majority of Aged 218 years Known history of malignancy except if the patient has undergone potentially curative therapy
which are exon 20 insertions’? with no evidence of that disease recurrence for 5 years since initiation of that therapy?

Documented histologically or cytologically confirmed locally advanced or metastatic NSCLC

Tumors with targetable alterations with approved available therapy (excluding HER2 TKD

* Presence of HERZ2-activating mutations in NSCLC is associated with Asian (stage il or IV) mutations)
ethnicity, non-smoking status, and adenocarcinoma histology#*> ivati ion i ine ki i
y g gy Documented activating HER2 mutation in the tyrosine kinase domain (TKD) Unresolved toxicity of grade 22 from previous anti-cancer treatment
* As no targeted therapies are approved for first-line treatment of patients with - ; T
J P . PP _ P _ No previous systemic therapy for locally advanced or metastatic disease History of severe hypersensitivity reaction to treatment with a monoclonal antibody
HERZ2-mutant metastatic NSCLC, platinum-based doublet chemotherapy with

Eligible to receive treatment with the selected platinum-based doublet chemotherapy : :
or without immunotherapy is recommended as the first-line standard of care?*; (cisplatin / pemetrexed or carboplatin / pemetrexed) and pembrolizumab Uncontrolled intercurrent iliness

however, treatment outcomes within this context remain unsatisfactory>°

« BAY 2927088 is an oral, reversible tyrosine kinase inhibitor (TKI) that potently SOHO-02 will recruit ~278 patients across 36 countries

targets HER2 and mutant epidermal growth factor receptor (EGFRY’ E I U

- Preliminary evidence from the Phase | / Il SOHO-01 trial has demonstrated ~ Austra = Greece @ Slovakia China Argentina < Mexico
| o | | () Belgium < Hungary < Spain Hong Kong Brazil £ USA
anti-tumor activity and a manageable safety profile for BAY 2927088 in @ Bulgaria 2 Israel & Sweden ° Japan ) Canada
previously treated patients with NSCLC harboring HERZ2-activating mutations® & Czechia O ltaly

© Switzerland € Malaysia _
@ Turkey . Republic of Korea Oceania

w Denmark < Netherlands
¥ Finland @ Poland ? Ukraine Singapore @ Australia

BAY 2 92 7 0 8 8 m e c h a n I S m Of a Ctl o n ‘ ’ F ra n Ce < PO rtu g a I zls U K @ Ta IWa n aThe following cancer types are acceptable within 5 years if curatively treated or under surveillance: in situ cancers
e G e rm a ny 0 RO m a n ia ggﬁzxi;(l;sb;eais;,e;r ;Iirr\];es:kr?;e]rficial bladder cancer (Ta, Tis, and T1); limited-stage prostate cancer; basal or

BAY 2927088 HER2-activating mutations SOHO-02 overall study design
A Phase lll open-label, randomized, active-controlled, multicenter trial in patients with locally advanced or metastatic NSCLC with HERZ2-activating mutations

Screening/ : Active

Summary

Mutant HER?2 o+ ~2-4% of NSCLC cases'? Intervention / treatment * Progression-free survival (PFS)

BAY 2927088 is an oral, reversible

Primary endpoints TKI that potently targets HERZ
mutations » Overall response rate (ORR)

e Most common mutation is
exon 20 insertion

 Overall survival
Long-term

Y772_A775dup (YVMA)’ follow-up PFS per RECIST v1.1 by BICR S 9
Patient population Study tatu§
Treatment arms _ Phase Il open-label, randomized, Ongoing
Secondary endpoints active-controlled, multicenter trial Participants
» First-ine NSCLC n=139 BAY 2927088 20 mg BID orally Overall survival (NCT06452277) Patients with locally advanced or
with activating mutation metastatic NSCLC with HER2-

in the HER2 TKD
e ECOGPSOor

Eligible for standard
of care

« 21 RECIST v1.1 lesion

ORR per RECIST v1.1 by BICR L. .
activating mutations

Safety and tolerability

PFS per RECIST v1.1 by investigator

BAY 2927088 Acknowledgments

NSCLC tumor cell Standard of care?
n=139 Cisplatin / carboplatin + pemetrexed +

pembrolizumab
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Patients will receive treatment until disease .
Patient-reported outcomes

progression per RECIST v1.1, unacceptable
toxicity, or any other withdrawal criteria are met
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