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TNBC poses significant challenges due to its aggressiveness, high relapse This is a randomized, open-label multicenter phase 2 clinical study to Inclusion
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tumors and is comprised of cisplatin (CIS) and vinblastine (VIN) co-
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A patient with 2.2 cm tumor and 1 dose showed skin irritation at the time of
surgery and high levels of tumor necrosis in the MRI Fig. 6; some patients with
two doses showed skin and adipose necrosis requiring more surgery. The
patient with 1 dose had a pCR.

resection to intratumoral injections of INT230-6 vs no treatment or saline
sham.
 This study had two parts

Gene expression analysis showed a significant difference between baseline Pathological complete response (pCR) rate in the primary tumor (ypTO/Tis)
biopsies and surgical specimens. Pathway analysis identified genes and affected lymph nodes (ypNO).
associated with TCR signaling, B-cell and T-cell activation, with increasing Secondary Endpoints include

Part | (N=29) was a randomized trial _ effects in post-treatment samples (SABCS 2023 #PS16-03). pCR rate (invasive and in-situ, only invasive, respectively) in the breast, pCR
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feasibility, and optimal drug dosing. 'Fl— 1 dose |— W * In INT230-6 treated patients, significant differential gene expression was gafter treatment

Part Il was a double-blinded 2 Saline n=20 *i present and identified genes were associated with T cell activation, gtatistical Considerations Strong contrast uptake Significant necrosis in tumor
randomized trial of 60 patients «ﬁ i«ﬁa ymphocyte activation and inflammatory response Null hypothesis (HO): pCR rate < 0.6, Alternative hypothesis (H1): pCR rate =

where patients received one dose of g Sueen * Treatment with INT230-6 not only resulted in an increase in CD4 T cellsand 5 g Type | error: 10% (one-sided), Power: 80%. This Sample size of 27

intratumoral dose of INT230-6 vs m?,;i?f;g’r;;f{é’;‘;?;r NK cells within the tumor, but there were associated changes in the diversity patients per cohort (including 10% dropouts). The protocol will be modified to administer one dose at lower volumes for each
saline sham injection (2:1). e of T cell repertoire tumor size; if there is tumor necrosis observed in the MRI, then only 1 dose will

be given prior to the start of the NAIC
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