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Background & Methods

IK-MNSTER Phase Il Study of Trastuzumab Biosimilar (Herzuma®) plus Gedatolisib in Patients with HER-2 Positive Metastatic Breast Cancer

Who Progressed after 2 or more HER-2 directed Chemotherapy: KM-10A (KCSG BR 18-13) interim analysis
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Overall Response

Circulating Immune Cell Analysis

- Development of resistance to HER-2 dual antibody and ADC is inevitable in o @ Tem () Tem © Temra  (d) s
patients with HER-2 positive metastatic breast cancer (MBC) Overall response rate (ORR) : 58.8% 01 07« 8 7\ %07 —

- PI3K-AKT-mTOR pathway aberration is known to be one of the resistance S o Disease control rate (DCR) : 82.4% 2 6 2 2 . g w
mechanisms. T w g % e e % 30

- This phase 2 study evaluated safety and efficacy of Herzuma® (trastuzumab = e B g« g8 g8 * £ 2
biosimilar) plus Gedatolisib (dual PI3K/mTORC inhibitor) in patients with HER-2 a 2 2 ﬁ s 5 2 8 .
positive MBC who progressed after multiple lines of therapy. a 5

- Key inclusion: HER-2 positive MBC with known PIK3CA pathologic mutation or % ¢ e © & o e o & o 6\' =0 . o O,:
amplification whose disease progressed after more than two HER-2 directed - & P © & & & “ & & ©
therapy =2 . L . .

- Treatment: Herzuma® (8mg/kg IV for 15t cycle loading dose, and then 6mg/kg IV § ?rgurceeﬁ; I?r:str;li;t:]?: giamﬁ?sok:gvslt):; Z‘:Icle;utgsitz:‘?ac)l E?A'TESJ?QAF’L?:JS)?W
every 3 weeks) plus Gedatolisib (180mg on D1, 8, 15 of every 21 days). O 9 P . P P 9

- We evaluated efficacy of the combination treatment as interim analysis. The data
cutoff of this interim analysis was Oct 30, 2021.
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Figure 1. Best percentage change in size of target lesions. Three out of 17
participants confirmed as progressive disease(PD), 4 had stable disease(SD), and 10

memory(Tem), (b) CCR7+*CD45RA" central memory(Tcm), (c) CCR-CD45RA * effector
memory RA(Temra) on CD8 T cells, and (d) the frequency of Ki67+ in CD45RA-
CD4*Foxp3* cells.

cfDNA analysis
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oo ; Onset bf PR In this phase 2 study, Trastuzumab biosimilar (Herzuma® plus Gedatolisib
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