SunRISe-1 Cohort 4: A Phase 2, Randomized, Open-Label

Study of TAR-200 Monotherapy in BCG-Unresponsive
HR NMIBC Patients With Papillary Only Disease
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Key Efficacy Data®

DFS rates were consistent in patients

100 &
eﬁ_‘_h":_‘_'o-dl with high-grade Ta and T1 disease
= 80 1 6-month DFSrate | A
2. 85.3% : !
X~ 60 A 1 1
+ (95% Cl, 71.6-92.7) | i
; -OE ——————————————————————— - - -
1 1
£ 8 40 - | 9-month DFS rate | 95.6% 98.0%
ou ! 81.1% !
g 20 q Median follow up was 12.8 mos . (95% Cl,66.7-89.7) |
Median DFS t hed (95% ClI, 12.1-NE !
. edian was no 'reac ed ( :) : 9-month 9-month
PFS rate OS rate
0 3 Months 6 9
% Cl: 83.5-98. % Cl: 86.4-99.7
Ptsatrisk 52 47 40 31 (95% Cl: 83.5-98.9) (05% Cl. 86.4-99.7)
TAR-200 provided a high DFS rate in HR Ta/T1 BCG-unresponsive HR gl F.’FS was plecay PS was
not estimable not estimable

NMIBC (9-month DFS rate 81.1%), without the need for re-induction

Safety Summary®

Patients with events,

nl(%) YT BCTTTEC . Most TEAEs were Grade 1t0 2

>1 TRAES 42 (80.8) 7 (13.5)

Most frequent TRAEsT** * TEAEsresolved after a
Dysuria 21(40.4) 0 median of 3.7 weeks
Pollakiuria 16 (30.8) 0
Micturition urgency 14 (26.9) 0 *  99.5% (387/389) insertion
Urinary tract infection 12 (23.1) 1(1.9) success rate
Hematuria 7 (13.5) 0
Bladder pain 5 (9.6) 23.9) e The most frequent Gl:ade =23
Nooturia 5(9.6) 0 TRAE was bladder pain
Bladder spasm_ 407) 0 «  5.8% (n=3) had =1 serious TRAEs'T
Noninfective cystitis 4(7.7) 0
Pruritus 4.7 0 e 7.7% (n=4) had TRAEs that led to
Asthenia 3(5.8) 0 treatment discontinuation¥¥
Bladder irritation 3(5.8) 0
Pelvic pain 3(5.8) 1(1.9) ¢ No treatment-related
Urinary incontinence 3(5.8) 1(1.9) deaths reported
Urinary tract pain 3(5.8) 0

*Patients with BCG-unresponsive papillary-only HR NMIBC (high-grade Ta, any T1) per protocol amendment 4. tAn event is defined as recurrence, progression, or death. *Safety is shown for all patients who received at least 1 dose
of TAR-200 in the safety analysis set (N=52). SAn AE was categorized as related if the investigator determined that there was a possible, probable, or causal relationship between the AE and TAR-200 or the insertion or removal
procedure or urinary placement catheter. YReported in 25% of patients. **TRAEs of Grade =3 reported in 22% of patients. All other TRAES of Grade =3 were reported in only 1 patient each and included sepsis and spinal fracture.
Note, patients may have had =1 Grade =3 TRAE. *fincluded 1 event each of sepsis, urinary tract infection, spinal fracture. #TRAEs leading to discontinuation were micturition urgency (n=4), pollakiuria (n=2),

dysuria (n=2) and bladder spasm, urinary incontinence, and urinary tract infection in 1 patient each. Note, patients who discontinued may have had =1 TRAE. AE, adverse event; BCG, Bacillus Calmette-Guérin; CIS, carcinoma in situ;
Cl, confidence interval; DFS, disease-free survival; ECOG PS, Eastern Cooperative Oncology Group performance status; HRQoL, health-related quality of life; NE, not estimable; HR NMIBC, high risk non-muscle-invasive bladder
cancer; OS, overall survival; PFS, progression-free survival; Pts, patients; RC, radical cystectomy; TEAE, treatment-emergent adverse event; TRAE, treatment-related adverse event.
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