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BACKGROUND:
enGene is developing a non-viral gene therapy platform to deliver plasmid

DNA to mucosal tissues, such as bladder urothelium. EG-70

(detalimogene voraplasmid) is a nanoparticle formulation comprising a

plasmid that expresses three genes that simultaneously activate the

innate and adaptive immune responses within the bladder. The plasmid

encodes both IL-12 and dsRNA that activate the intracellular receptor,

RIG-I. EG-70 is administered intravesically to elicit bladder-localized,

robust anti-tumor immune responses providing efficacy in high grade non-

muscle invasive bladder cancer (NMIBC) while avoiding systemic

toxicities. EG-70 does not have the safety risks associated with viral-

based gene therapy and it is designed to fit into the clinical practice of

community urologists without the need for biosafety containment

and ultra-low temperature storage.

METHODS:
In the ongoing Phase 1/2 study (LEGEND; NCT04752722), escalating

doses of EG-70 were administered intravesically to patients with high

risk BCG-unresponsive Carcinoma in situ (Cis) NMIBC on weeks 1 and

2 or weeks 1, 2, 5, and 6 of a 12-week treatment cycle. At the week 12

assessment, patients with stable disease (SD) or complete response

(CR), as assessed by urine cytology, cystoscopy, and bladder biopsy,

were allowed electively to remain on EG-70 for up to 3 additional 12-

week cycles. The study was conducted in accordance with the ICH for

Good Clinical Practice guidelines and with the principles of the

Declaration of Helsinki.

RESULTS: EFFICACY AND BIOMARKERS

FUTURE DIRECTIONS, PHASE 2:

• Preliminary data demonstrate:

• A high level of efficacy, that is

• driven by demonstrated expression of therapeutic gene cargos, 

with a safe and tolerable adverse event profile

• Based on the promise of these data, the Phase 2 portion of the trial 

is scheduled to begin in the first half of 2023

EG-70 is a novel, non-viral immuno-

oncology gene therapy for NMIBC

Complete response (CR) rate of 71% 

in Phase 1 LEGEND Study in high 

risk BCG –unresponsive patients
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RESULTS: PATIENT DEMOGRAPHICS

RESULTS: SAFETY

Total

(N=20)

n (%)

0.25 mg/mL

2 Doses

(N=3)

n (%)

0.8 mg/mL

2 Doses

(N=6)

n (%)

0.8 mg/mL

4 Doses

(N=8)

n (%)

2.5 mg/mL

2 Doses

(N=3)

n (%)

Adverse Events (AEs)

Any AEs

Any TEAEs

Serious TEAEs

CTCAE Grade 3/4/5 TEAEs

18 (90.0)

18 (90.0)

1 (5.0)

1 (5.0)

3 (100.0)

3 (100.0)

0 (0.0)

0 (0.0)

5 (83.3)

5 (83.3)

0 (0.0)

0 (0.0)

7 (87.5)

7 (87.5)

1 (12.5)

1 (12.5)

3 (100.0)

3 (100.0)

0 (0.0)

0 (0.0)

Study Drug-Related TEAEs

Any TEAEs

Serious TEAEs

CTCAE Grade 3/4/5 TEAEs

13 (65.0)

1 (5.0)

1 (5.0)

2 (66.7)

0 (0.0)

0 (0.0)

2 (33.3)

0 (0.0)

0 (0.0)

6 (75.0)

1 (12.5)

1 (12.5)

3 (100.0)

0 (0.0)

0 (0.0)

Discont’ Study Drug Due to

Any TEAEs

Study Drug-Related TEAEs

1 (5.0)

1 (5.0)

0 (0.0)

0 (0.0)

0 (0.0)

0 (0.0)

1 (12.5)

1 (12.5)

0 (0.0)

0 (0.0)

EG-70 was generally safe and well tolerated. Adverse events have been 

largely consistent with urinary tract instrumentation and were not dose 

related.

EG-70 resulted in strong efficacy (based on cytology, cystoscopy, and

biopsy) in all doses tested (above). The therapeutic transgene IL-12

protein was detected in a dose-responsive manner in the urine of every

patient, demonstrating transfection, and was still induced through 4

instillations (below).
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At time of the data cut, 20 subjects had received at least 1 dose of EG-

70. Most were white (95%) and male (80%), with an average age (±SD)

of 72±8.9 years and a BMI of 28.4±5.24. On average, patients had

previously received 11±3.5 doses of BCG, with an average of 15±13.6

months between their last BCG dose and their first EG-70 dose.
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