Introduction

S u n R I S e_1 ® U p d ate d Non—-muscle-invasive bladder cancer (NMIBC) accounts for ~70% of all bladder cancer — Delivers 225 mg gemcitabine directly into the bladder over a 3-week indwelling period  Figure 1: SunRISe-1 study schema*
o

cases and ~50% of patients with high-risk (HR) NMIBC experience disease recurrence or — Inserted once every 3 weeks for up to 6 months (8 doses), followed by once every
progression on Bacillus Calmette-Guerin (BCG)* 12 weeks for up to 18 months (6 doses); removed after each 3-week indwelling period | Gemcitabine intravesical system

S t u dy R e S u ItS F rO m The standard of care for these patients is radical cystectomy (RC), a life-altering surgery — Patients can return home immediately after the procedure and there is no need to hold  Population: dosing: Q3W (indwelling) for the Cohort 2:
first 24 weeks; then Q12W through Primary end point

with a high degree of morbidity and significant impacts on quality of life3* : : + Aged >18 years ook
J J y J y bladder after insertion « HR NMIBC CIS (+ papillary disease) eek 90 * Overall complete response rate

Current treatment options for BCG-unresponsive HR NMIBC carcinoma in situ (CIS) have . Nurses and advanced practice providers (APPs) play a crucial role in supporting patients - persistent or recurrent disease within
C O h O rtS 2 a n d 4 a n d limited complete response rates and response durability® receiving gemcitabine intravesical system treatment and managing adverse events (AEs) Qs of completion of BCG Key secondary end points

. . . . . . « Unresponsive to BCG™" and not Cohort 2 (N=85) « Duration of response
For patients with BCG-unresponsive HR NMIBC with only papillary disease, there are no Mesiving RC Gemcitabine intravesical e

approved treatments Methods system monotherapy . Safety

® ® @ ®
IVI u Itl d I S C I p I I n a ry Gemcitabine intravesical system SunRISe-1 (NCT04640623) is a phase 2b study assessing gemcitabine intravesical

. Gemcitabine intravesical system was recently approved by the FDA for BCG- system in patients with BCG-unresponsive HR NMIBC, ineligible for/refused RC (Figure 1)°  population: Cohort 4 (N=52) L ahonte
— Gemcitabine intravesical Primary end point

I e a m P e r S e Ct i V e S O n unresponsive NMIBC with CIS * papillary disease® Here we report: + Papillary-only HR NMIBC (no CIS) system monatherapy e e
p — A first-in-class intravesical drug-releasing system designed to provide sustained — Data in patients with CIS * papillary disease (Cohort 2) and patients with papillary-only

delivery of gemcitabine in the bladder disease (Cohort 4) The clinical data cutoff was March 31, 2025,
*Cohort 1(TAR-200 + Cetrelimab [N=53]) and Cohort 3 (Cetrelimab monotherapy [N=28]) not presented here. Patients with BCG-unresponsive papillary-only HR NMIBC

O o ®
G e m C I ta b I n e I nt ra\/e S I C a I — Inserted during brief in-office procedure, without need for general anesthesia, by any — Insights gathered from nurses and APPs with experience using gemcitabine intravesical (igh-grade Ta any T1) por protocolamendment T e
trained healthcare professional using co-packaged urinary catheter and stylet system in the urology clinic during the SunRISe-1 trial ROt ovstootomu, o1 o1 careinema in it HR, igh-risks RMIES, non=muscle-invasive bladder cancer; QIW, every 3 weeks: Q2. every 12 weeksi R, randomization:
System Ireatment of N
» O
I I I g h o I { I S k N O n — IVI u S C I e o Figure 2: SunRISe-1 Cohort 2 and 4 key efficacy results® Figure 4: Nurses and APPs facilitate the patient experience through patient education, coordination of care and AE management

Cohort 2
I nva S IV e B I a d d e r C a n C e r (Gemcitabine intravesical system monotherapy in patients with CIS + papillary disease) Coordination of care . Ensure the patient and/or caregiver can attend all appointments

- Schedule appointments for the first 3 doses (both insertion and removal) - Schedule the next appointment prior to patient leaving office

82.4% of patients achieved a complete response when the patient is identified - Contact patients that have missed or rescheduled appointments
(ie, cancer was not detectable) following treatment
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952.9% of patients who responded were responsive

to treatment for at least 12 months
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Patient education 2 AE management
O Early detection of AEs helps prevent complications
- Share educational materials (pamphlets, FAQSs) Assign an oncology navigator reachable via phone, email, or EMR
E The median time that cancer remained undetectable - Explain how a patient should contact their HCP if they ’ m 3 for timely support

was 25.8 months experience an AE Check in during the first treatment week
Provide guidance/interventions at first sign of symptoms

Key Takeaway

Nurses and APPs play a critical role in coordination of care, patient

education, and AE management during gemcitabine intravesical Cohort 4
system therapy (Gemcitabine intravesical system monotherapy in patients with papillary disease only)

AE, adverse event; APP, advanced practice provider; EMR, electronic medical record; FAQ, frequently asked question; HCP, healthcare professional.

More than half of the participants did not have the cancer return

Figure 5: Roles and clinical practice experiences of nurses and APPs in the gemcitabine intravesical system patient journey

Conclusions 85.3% 70.2%

of patients were of patients were
The recent approval of gemcitabine intravesical system for the treatment of disease-free after disease-free after

patients with BCG-unresponsive NMIBC with CIS, with or without papillary 6 months 12 months
tumors, is supported by efficacy and safety data from the SunRISe-1 clinical trial

Proportions of patients who were disease-free after 12 months were similar for
Cohort 2 (CIS + papillary disease) had a high complete response rate of those with bladder cancer growing on the surface of the bladder
82.4% and 52.9% of patients responded to treatment for at least 1 year. lining (Stage Ta) and those with bladder cancer that has started to grow

In Cohort 4 (papillary disease only) 85.3% and 70.2% of patients remained beneath the bladder lining and into the connective tissue (Stage T1)
disease-free after 6 and 12 months, respectively

(see MRI Safety Information)

(may appear fused)

Pre-procedure preparation Gemcitabine intravesical Follow-up Gemcitabine intravesical
system insertion system removal

Educate and prepare patients on what to Via a urinary catheter in a brief in-office Continue patient education, arrange Via cystoscope and grasping forceps
expect, alleviate concerns on infection, procedure follow-ups, and manage AEs Can be performed by an APP (after
Gemcitabine intravesical system therapy was well tolerated in SunRISe-], impact on QoL Can be performed by an APP (after Nurses report AEs, schedule minimal training) or urologist
with most side effects being mild to moderate symptoms of the lower : . Provide guidance on self-care minimal training) or urologist appointments, consult with the patients Nurses help prepare patients, and address
: : duration (~3 weeks) (Figure 3)° : : : : :
urinary tract that were managed symptomatically VY Share educational materials (pamphlets, FAQSs) Nurses help prepare patients, and and wider-care team any questions
- There were no deaths that resulted from treatment in either cohort® Consultation with nurses and if required address any questions APPs involved in AE management

APPs and/or urologists Urologist available for consultation if required

* In SunRISe-1 Cohort 2 and 4, most side effects were mild to moderate symptoms of
the lower urinary tract (Grade 1 or 2) that were managed symptomatically and of short

Recommendations for management of AEs includes lower urinary tract
symptom treatments, antibiotics, and adequate hydration Figure 3: SunRISe-1 Cohort 2 and 4 common side effects (215%)° AE, adverse event: AP, advanced practice provider: FAQs, frequently asked questions; QoL quality of life.
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Figure 6: Gemcitabine intravesical system clinical management recommendations®™
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General Lower urinary tract symptoms Urinary tract infections Blood in urine (hematuria)
dysuria/pain, overreactive bladder with/without fever

The QR code is intended to provide scientific information for individual
reference, and the information should not be altered or reproduced in
any way.
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- Counsel on potential on lower urinary tract symptoms  Avoid irritants such as spicy food and citrus - Start appropriate antibiotics based on urinalysis and Encourage adequate hydration

« Screen for pre-existing lower urinary tract symptoms | * Consider common treatments* for symptom urine culture re sults — if no improvement within 72 Continue treatment for macroscopic cases but

« Consume =1500 mL of non-alcoholic, non-caffeinated management — if no clinical improvement within 72 hrs consider removing gemcitabine intravesical remove/delay for complicated cases or if no
liquid each day during treatment hrs consider removing gemcitabine intravesical system until resolution improvement, until resolution

- Use a heat pack to alleviate mild pain system until resolution - For cases of urosepsis consider removing If persistent, perform cystoscopy to

- Advise on which over-the-counter pain medications - For pain, follow the WHO 3-step analgesic ladder™ gemcitabine intravesical system once clinically stable | evaluate tumor

and restart treatment following resolution Consider invasive intervention as clinically
indicated for complicated cases
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