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INTRODUCTION

 Patients presenting with NMIBC carcinoma in situ (CIS) have a high
risk of progression'?

* FGFR inhibition may benefit patients with CIS with FGFRalt who are

unresponsive to first-line BCG, for whom treatment options, other

than radical cystectomy, are limited>>

- Data are limited in patients with CIS only, but in the broader
NMIBC population the prevalence of FGFR3alt is up to 80%°

Erdafitinib, an oral selective pan-FGFR tyrosine kinase inhibitor, is

approved for locally advanced or metastatic urothelial cancer in

adults with susceptible FGFR3/2alt who have progressed during or

after 21 line of platinum-containing chemotherapy’®

* THOR-2 (NCT04172675) is a multicohort phase 2 study of erdafitinib
in patients with HR-NMIBC (Figure 1)

OBJECTIVES

* To report efficacy and safety results from Cohort 2 of the THOR-2
study, an exploratory cohort of patients with BCG-unresponsive CIS
with FGFRalt with or without papillary disease

METHODS

* Inclusion criteria: age 218 years, histologically confirmed, BCG-
unresponsive HR-NMIBC with FGFR3/2alt (by local/central testing)
presenting as CIS, with or without a papillary tumor, and refusal or
ineligibility for cystectomy

 Patients received continuous oral erdafitinib 6 mg once daily without

uptitration in 28-day cycles (for this patient population, dose was

selected to improve tolerability while maintaining activity to prevent
disease recurrence)

Erdafitinib was discontinued if no complete response (CR) was

observed within 3 months

FIGURE 1: THOR-2 study design (Cohort 2 presented herein)
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Stratifications: Tumor type (Ta vs T1) and type of prior BCG therapy (BCG-unresponsive vs
BCG-experienced)

C3D1, Cycle 3 Day 1; C6D1, Cycle 6 Day 1; GEM, gemcitabine; IR, intermediate risk; MMC, mitomycin C;
TUR, transurethral resection.

2CR was defined as at least 1 of the following: 1) negative cystoscopy and negative (including atypical) urine
cytology, or 2) positive cystoscopy with biopsy-proven benign or low-grade NMIBC and negative cytology.
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RESULTS KEY TAKEAWAYS

FIGURE 2: Response duration in evaluable patients
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TABLE 2: Safety summary
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