A Phase 1/2 study of detalimogene voraplasmid (EG-70) intravesical monotherapy for patients with high-risk non-muscle invasive bladder cancer (NMIBC)
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Introduction Methods: LEGEND Phase 2 study design
« Bladder-sparing therapies for high-risk non-muscle invasive bladder cancer (NMIBC) address an important unmet need Phase 1: Completed
(Figure 1).

) L ) - ) ) . . - ) Phase 2: Ongoing
< Detalimogene voraplasmid is a novel, investigational, non-integrating, non-viral, genetic medicine-based immunotherapy

carrying a plasmid that simultaneously expresses IL-12 and regulators of RIG-I (Figure 2):
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storage required (Figure 3). detalimogene IVI on Weeks 1, 2 of each

Intravesical administration via a catheter. 12-week cycle, up to 4 additional cycles

- The ongoing Phase 1/2 LEGEND study (ClinicalTrials.gov: NCT04752722) continues to investigate the safety and efficacy B e B S ) B Syee2 SEDY Cyclad R e SR EEr e
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of detalimogene voraplasmid in patients with high-risk NMIBC: enroliment, but may have previously been treated with at least 1 dose of intravesical to 4 additional cycles or enter follow-up
- Phase 1 is now complete; treatment with detalimogene voraplasmid resulted in a 73% complete response rate at any chemotherapy following TURBT

time and a promising safety and tolerability profile.5¢ IF CR/Non-CR IF CR IF CR
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Bladder cancer Response will be assessed by cystoscopy, urine cytology, biopsy: Post-treatment:
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considered BCG unresponsive?

« Exploratory: ADA, PK, biomarkers

*NMIBC with CIS with or without coexisting papillary (Ta/T1 tumors), Protocol requires re-resection of T1 tumors prior to enrollment

. . s
) Radical cystectomy remains a standard of care after BCG failure ADA, anti-drug antibodies; BCG, Bacillus Calmette-Guérin; CIS, carcinoma in situ; CR, complete response; DFS, disease-free survival; DOR, duration of response; ECOG, Eastern Cooperative Oncology Group; HRQOL, health-related quality of life; IVI, intravesical instillation; NMIBC, non-muscle invasive bladder cancer;
Options for patients with high-risk NMIBC remain limited especially with BCG failure or shortage PD, progressive disease; PFS, progression-free survival; PK, pharmacokinetics; RFS, recurrence-free survival; SD, stable disease; TURBT, transurethral resection of bladder tumor
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IL-12, interleukin 12; NK, natural killer; RIG-I, retinoic acid-inducible gene | « Avoids infection risk commonly attributed to use of indwelling devices
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