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* Recurrent non—muscle-invasive bladder cancer (NMIBC) tumors after Figure 1: SunRISe-1 Cohort 2 (NCT04640623) study design and biomarker * Clinical outcomes in these analyses used the January 2, 2024, clinical data

A ° t e f P D 1 bacillus Calmette-Guérin (BCG) treatment are characterized by an measurement cutoff for SunRISe-1°
S S O C I a I O n O - I_ :irggzn??sg?ﬁ)s:;l;rzgz;x?ment and increased programmed death Population TAR-200 alone Primary end point Tumor tissue was collected during screening by transurethral resection of
B S Cohort 2 (N=85) gctizteetenviin: bladder tumor or bladder biopsy from patients with HR NMIBC carcinoma in

TAR-200 is a novel gemcitabine intravesical system designed for HR NMIBC CIS (with or without e Key secondary end points situ (CIS), with or without papillary disease, enrolled in Cohort 2 of SunRISe-1
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. . erp e 23 papillary disease)  Duration of response
E X p re SS I O n W I t h ‘ : I I n I C a I sustained, local delivery of chemotherapy within the bladder . ECOG PS of 0.2 Q3W (indwelling) . Overall survival PD-L1was measured by IHC (22C3) and scored for combined positive
. . . . . « Persistent or recurrent disease for first 24 weeks; « Safety .
— TAR-200 is placed in the bladder in a brief in-office procedure <12 months of completion of BCG then QI2W through + Tolerability score (CPS) with cutoffs of 1and 10
+ Unresponsive to BCG*® and not Week 96

® SunRISe-1is an ongoing phase 2b trial evaluating the efficacy and safety e nORC DNA isolation and sequencing using the lllumina TruSight Oncology
e S O n S e t O - I n of TAR-200 in BCG-unresponsive patients with high-risk (HR) NMIBC Ihe cliniczalze:)azticutoff was 500 panel measured TMB and MSI scores
who are ineligible for or decline radical cystectomy (RC) (Figure 1) s PD-L1 expression by IHC TMB and MS! status by — MSI high was defined as 220% of unstable microsatellite sites;
{ DNA soaeasiQ microsatellite stable (MSS) was defined as <20%

We evaluated the association between PD-L1 expression, tumor D s . i O
l h e P h a S e 2 b S u n R I S e —1 mutational burden (TMB), and microsatellite instability (MSI) and — —— — Fisher’s exact test was used to determine p values in comparisons of
response to TAR-200 monotherapy in Cohort 2 of SunRISe-1 o stoshamotiy: QSW. svery 3 weoks QI every 13wtk P Performance status: HC, biomarker subgroups
°
I rl a I Results

Patients Table 2: Biomarker status in patients with HR NMIBC treated with TAR-200 Figure 2: CR rate in subgroups of patients by biomarker status

* At aJanuary 2, 2024, interim data cutoff, 85 patients had received monotherapy in SunRISe-1

TAR-200 monotherapy (Table 1) TAR-200 A) PD-L1CPS 210 vs <10
Biomarker Status, n (%) Monotherapy 100 91% o
PD-L1 expression was measured in a subset of 40 patients in Cohort 2 N=85 7 (95% Cl, 59-100) 85%

with available tumor tissue, with 31 yielding PD-L1 results and being (95% Cl, 62-97)
evaluable for efficacy (Table 2)

— Of these, 11 (35%) had tumors with PD-L1 CPS 210 and 20 (65%)
had tumors with PD-L1CPS =1 CPS <10 20 (65)

PD-L1 N=31
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TMB and MSI were assessed in 21 patients using baseline DNA CPS =1 20 (65)

isolation and sequencing from available tumor tissue (Table 2) CPS <1 11(35)
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Karel Decaestecker’, Girish S Kulkarni®, Martin B6gemann?®, Félix Guerrero Ramos™, Justin Callaway", Neil Beeharry", - 17 patents (81 /’) had TMB low tumors; 4 (19/’) had TMB hlgh
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unstable microsatellite sites; none had MSI high tumors
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Overall CR Rate at Any Time (%)

TMB low 17 (81)
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CPS 210 CPS <10
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Cancer Institute, Amsterdam, Netherlands MSI high o B) PD-L1CPS 21vs <1 91%
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TAR-200 _ o
Characteristics Monotherapy “Percentages are based on number of patients with available data. 100 (95% ‘8::'5,/;2_97) (95% Cl, 59-100)

N=852
Key Takeaway Age, median (range), y 71(40-88)

@
o
1

Efficacy in Biomarker Subgroups

In this exploratory analysis, TAR-200 monotherapy showed a high CR Male, n (%) 68 (80)
rate in patients with BCG-unresponsive HR NMIBC CIS irrespective of Race, n (%) evaluable; TAR-200 monotherapy showed a CR rate at any time of
PD-L1and TMB status White 62 (73) 83% (95% Cl, 71-91)¢
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* At the data cutoff used for these analyses, 58 patients were efficacy
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Asian 8(9) Among 31 patients with available PD-L1 scores who were treated with
TAR-200 monotherapy and were efficacy evaluable, the CR rate was
87% (27/31)

— CRrates of 91% and 85% were observed in the CPS =10 and CPS <10
Conclusions Nicotine use, n (%) subgroups, respectively (Figure 2A)

; ; : Current 8(9) — CR rates of 85% and 91% were observed in the CPS =1 and CPS <1
Across subgroups of patients with BCG-unresponsive HR NMIBC CIS o . e e s eeT) ) T8 ow ve i

based on PD-L1 status, TAR-200 monotherapy showed a high CR rate
(85%_91%) Never 28 (33) In 21 patients with available TMB data who were treated with 94%

TAR-200 monotherapy and were efficacy evaluable, the CR rate 100+ (95% Cl, 71-100)
was 86% (18/21)

— CR rates of 94% and 50% were observed in the TMB low and
CIS only 57 (67) TMB high subgroups, respectively (Figure 2C)
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Black/African American 2(2)

Overall CR Rate at Any Time (%)

Not reported/Unknown 13 (15)
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cPS 21
(N=20)

ECOG PS 0,n (%) 78 (92)
A high CR rate (94 %) was observed in the subgroup of patients with Tumor stage, n (%)
TMB low status who received TAR-200 monotherapy; the sample size
in the TMB high subgroup was very small (n=4)
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50%
(95% Cl, 7-93)
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CIS + papillary disease 28(39) In 21 patients with available MSI scores who were treated with

All patients with available MSI scores had MSS tumors; the CR rate Total prior BCG doses, median (range), n 12 (7-42) TAR-200 monotherapy and were efficacy evaluable, the CR rate
among patients with MSS tumors was also hlgh (86%) Time from last BCG to CIS diagnosis, median (range), mo 3(0-22) was 86% (18/21) (95% Cl, 64-97)

Across biomarker subgroups analyzed, no statistically significant
differences in CR rates were observed
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Overall CR Rate at Any Time (%)

Declined 82 (96)
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Scan the QR code https://www.congresshub.com/Oncology/ESM02024/TAR-200/Xylinas Ineligible 3(4)

TMB High
Copies of this poster obtained through QR (Quick Response) and/or text ?Patient characteristics are shown for all patients who received at least 1 dose of TAR-200 in the full analysis (N=4)
key codes are for personal use only and may not be reproduced without set (N=85). *1 patient had 22.4 months from last BCG dose to CIS diagnosis (protocol deviation); all other

written permission of the authors. patients had <12 months from last BCG dose to CIS diagnosis (per protocol).
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