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INTRODUCTION

e Sevabertinib (BAY 2927088) is a potent, oral tyrosine kinase inhibitor that

Figure 1. Study schema for the effect of ITZ and CBZ on sevabertinib and
M1 (A) and the effect of sevabertinib on MDZ and 1-OH-MDZ (B)

Figure 2. Semi-logarithmic plasma concentration-time profiles of
sevabertinib alone and when co-administered with ITZ (A) and of M1
following sevabertinib alone and when co-administered with ITZ (B)

Table 1. Plasma PK parameters of sevabertinib alone and when co-administered with ITZ and of M1 following sevabertinib alone and when
co-administered with ITZ
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Figure 4. Semi-logarithmic plasma concentration-time profiles of
MDZ alone and when co-administered with sevabertinib (A) and of
1-OH-MDZ following MDZ alone and when co-administered with
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¢ The first 2-arm study investigated the effects of ITZ and CBZ on Effect of ITZ and CBZ oh sevabertinib : .

sevabertinib and M1 (Figure 1A)
— Inarm 1, participants received a single oral dose of sevabertinib 10 mg
on days 1 and 8, and ITZ 200 mg once daily (QD) on days 5-11

- Inarm 2, participants received a single oral dose of sevabertinib 40 mg
on days 1 and 14, and CBZ 100 mg twice daily (BID) on days 3 and 4,
titrated to 200 mg BID on days 5 and 6 and maintained at 300 mg BID
(600 mg total daily dose) on days 7-15

— All participants were included in the safety analysis; 1 participant in
arm 1 withdrew from the study and was excluded from PK analyses

* The second single-arm study investigated the impact of sevabertinib on

Participants and demographics

Overall, 98 participants were enrolled and screened, and 30 participants were
eligible for, assigned to, and received =1 study intervention (arm 1 or 2)

— Inarm 1, 1 participant (6.7%) withdrew after the start of the
intervention period

— Inarm 2, 1 participant (6.7%) withdrew after the start of the
intervention period

In arm 1, 93.3% of the participants were male, 46.7% were Black

=1 treatment-emergent AE (TEAE), none of which was related
to sevabertinib

— Inarm 1, the maximum grade of all TEAEs was 1 or 2

- Inarm 2, 1 patient had a grade 3 TEAE (thrombocytopenia) considered
related to CBZ, which led to treatment discontinuation

¢ No deaths or serious AEs (SAEs) occurred

Effect of sevabertinib on MDZ
Participants and demographics

Cl, confidence interval; CV, coefficient of variation; LS, least squares

Table 3. Plasma PK parameters of MDZ alone and when co-administered with sevabertinib

were generally low grade and manageable, and no
SAEs occurred
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(Figure 4B and Table 3)
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