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*+ CREST (NCT04165317) is a global, open-label, phase 3, + Baseline demographics and disease characteristics of the intent-to-treat Figure 1. CREST Study Design
- randomized study that showed a statistically significant population have been reported previously®
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* Incurrent clinical practice, the management of imAEs is dose (safety assessment period), with clinical and laboratory assessments - Sasanlimab was administered subcutaneously for up to 25 four-week cycles

outlined in product labels and existing guidelines and involves +  BCG-I+M consisted of BCG induction (6 doses) and maintenance (up to 2 years) therapy. BCG-I consisted of BCG induction (6 doses) only.
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Key secondary endpoints were investigator-assessed event-free survival (Arms B vs C) and overall survival (Arms A vs C; Arms B vs C). Safety was
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* Rates of imAEs were similar between the sasanlimab in combination with BCG-I+M arm (any grade: 42.6%; grade 23: 15.7%) Myositis 5.0 (2.6-16.3)
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* imAEs led to interruption of sasanlimab in 13.2% of patients and BCG in 2.7% of patients (Table 1)

- The most common reasons for interruption of sasanlimab were thyroid disorder (4.0%), rash (2.9%), and pancreatitis (1.6%);
the most common reasons for BCG interruption were colitis (0.7%), pancreatitis (0.4%), and pneumonitis (0.4%)

+ Permanent discontinuation of sasanlimab due to imAEs occurred in 16.0% of patients, and permanent discontinuation of BCG

Median time to onset (weeks)

aMedian onset (range) was 4.1 (4.1-4.1) weeks for uveitis (n=1) and 31.2 (0.1-77.4) weeks for other imAEs (n=24), which are not shown in the figure.
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, _ , _ _ _ occurred in 1.6% of patients (Table 1) Table 1. Summary of imAE Management and Resolution (Sasanlimab in
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* The overall median time to resolution across all imAEs categories was 18.3 weeks (Figure 6)
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Figure 2. Proportion of Patients With imAEs by Highest Grade (Sasanlimab in
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. _ Incidence (% Resolution was defined as imAE recovered or recovered with sequelae based on the investigator assessment. 2Computed using the Kaplan-Meier method and includes all imAEs.
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