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TFX06 shows remarkable safety and extracranial and intracranial efficacy in patients with ER+ /HER2- breast cancer in a phase 2 study
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TFX06, a third-generation oral CERAN/SERD, was evaluated in a multicenter PATIENT BASELINE | | PRELIMINARY EFFICACY FIGURE 4. P.FS_ and Treatment Duration in Patients wit‘h Prior Fulvestrant plus
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advanced or metastatic breast cancer (Zhang J, et al, SABCS 2024). monotherapy at 150mg dose (median age 60 years [range: 3474 ]; ECOG 0-1). clinical benefit rate (CBR) was 45.5% (Figure 2) o N oo  — : : .
Throughout dose escalation, TFX06 was well tolerated at doses up to 200 84.2% Of. patients had V|§ceral metastasis, aer 15.8% had brain metastasis. « The median progression-free survival (mPFS) was 5.5 months in the overall R e — ) =1
mg/day, with no dose-limiting toxicities observed, and the maximum The median number of prior er.1do.cr.|ne therapies was 2 (rangg: 1__4)' including population and 5.7 months in patients with detectable ESR1 mutations (Figure 3) % g ? ggg = — S
tolerated dose (MTD) was not reached. The recommended phase 2 dose was fulvestrant (56.1%), CDK4/6 inhibitors (61.4%), ar.1d co.mbmat|on of b_Oth « Among 21 patients who had prior fulvestrant+CDK4/6i combo treatment, CBR was i =SE| e —
established as 150 mg once daily. A dose expansion study at 150 mg has been (38.6%). Tumor assessments were performed by investigators every eight 42.9% and mPFS was 3.7 months, while ESR1 detectable mutation patients, CBR was [ IR e T E%ﬂmmw
initiated, and this abstract summarizes our key findings. weeks according to RECIST v1.1. 55.6% and mPFS was 5.6 months (Figure 4) g ] RN é%% E -

TaBLE 1. Demographics and Baseline Characteristics * 3 of 8 brain metastasis patients had partial responses (ORR was 37.5%) and CBR of o 2 4 & &8 10 00 o o e o oo o
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e - %; mPFS was 7.6 months. Notably, three patients with measurable brain lesions
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& , were evaluable for response: two showed >70% brain lesion reduction (PR), one had TAB"E' TFX06 Clinical Response in Patients with Brain Metastasis
STUDY DESIGN AND OBIJECTIVES T stable disease, suggesting TFX06 had intracranial activity (Table 3 and Figure 5) response | (60mg*) | (150mg) | (II-150mg) | (100mg*) | (II-150mg) | (II-150mg) | (II-150mg) | (II-150me)
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confirmed by the SRC, subjects enrolled in the Phase | study are permitted to have their el TRAE. m 0 .U%, N I.) 0 .670, —— 5 - 5 > T P 3 . 3 5 * TFXO06 clinical trials including combination with CDK4/6i and everolimus are ongoing
dose adjusted to the RP2D and continue treatment. Photopsia 0 0 respectively). PFS Rate, % 607 431 339 191 7.2 PFS Rate, % 68.7 45.8 31.4 7.8 (NCT05927779). Full data will be disclosed in due course.

* No ocular toxicity reported.
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