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OVATION 2 Topline 
Results in Advanced 
Ovarian Cancer

Announced on July 30, 2024
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Product Pipeline of DNA-based Transformative Medicines

Platform Program Indication(s) Discovery IND enabling Phase 1 Phase 2 Phase 3

TheraPlas

IL-12 (OVATION 1)

Newly Diagnosed 

Advanced Ovarian 

Cancer

IL-12 (OVATION 2)

Newly Diagnosed 

Advanced Ovarian 

Cancer

IL-12  IP in combination 

with Avastin*

Newly Diagnosed 

Advanced Ovarian 

Cancer

IL-12 (OVATION 3)

Newly Diagnosed 

Advanced Ovarian 

Cancer

PlaCCine
SARS-CoV-2 Clinical 

Proof-of-Concept

COVID-19 

Seasonal Vaccine

IMNN-001        top line readout July 2024

IMNN-001 enrolling

IMNN-101

Partner

* Avastin or a biosimilar

topline readout complete

IMNN-001        Expected to begin Q1 2025

IMNN-001                  complete
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Newly Diagnosed 
Ovarian Cancer
Tissue Collection

Adjuvant Chemotherapy 
+ 

9 weekly cycles of 
IMNN-001

Interval Debulking 
Surgery

Tissue Collection

Neoadjuvant Chemotherapy 
(NAC) + 

8 weekly cycles of IMNN-001

Ovarian Cancer Patients 
(FIGO IIIC & IV)  

Up to 110 patients

14 patients in Phase I Run-in 
(100 mg/m²); 

Up to 96 patients in Phase II

Randomized 1:1 
NACT +/-  IMNN-001

Primary Endpoint Secondary Endpoints

• Overall Survival

• Chemotherapy Response

• Surgical Resection Scores 

(R0, R1, R2)

• Biological Response

1 : 1 Randomization 
Added Control Arm to 

OVATION 2

Continue IMNN-001 treatment 
following surgery 

(Maintenance Therapy)

Additional Treatment 
Regimen vs. OVATION 

I Trial Design

• Safety

• Progression-free Survival (PFS)

• After 80 PFS events or at least 

16 months, whichever is longer

To Determine Safety & Efficacy With NACT in Stage III/IV Patients

OVATION-2: A Phase I/II Study of the Safety and Efficacy of Intraperitoneal IMNN-001 
in Combination with Neoadjuvant Chemotherapy (NACT) of Paclitaxel and Carboplatin 
in Patients Newly Diagnosed with Advanced Epithelial Ovarian Cancer (EOC)
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OVATION 2 Summary
If results are replicated in Phase 3, we believe IMNN-001 will be approved as first-line 
treatment for ovarian cancer and will change the standard of care

• Ovation 2 is the only trial in Ovarian Cancer that has demonstrated a benefit in overall survival.  

• An 11-month improvement in Overall Survival by IMNN-001 in intent-to-treat (ITT) population

• A clinically meaningful improvement in a difficult to treat disease

• A 15.7-month improvement in OS by IMNN-001 in patients receiving at least 20% of protocol-specified 
treatments in both arms (91% ITT population)

• Demonstrating greater benefit achieved with higher drug exposure

• The potential for an exceptionally remarkable improvement in the OS benefit by IMNN-001 in patients exposed 
to standard of care PARP inhibitor therapy (38% of ITT population)

• IMNN-001 treatment also improved progression-free survival (PFS) in intent to treat population (ITT)

• Benefits in PFS are qualitatively consistent with the OS data 

• Consistent with OS improvement, similar PFS improvement was seen in patients receiving at least 20% of 
protocol-specified treatments, along with Evidence of a PFS improvement in first line PARP inhibitor therapy 
(11.7-month improvement in Median PFS)
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Safety Summary of Adverse Events
IMNN-001 was Well-tolerated and Acceptable Toxicity Profile

Key observations:

• IMNN-001 was well tolerated, with a highly acceptable benefit/risk profile

• Cytokine Release Syndrome did not occur with IMNN-001 treatment

• Most common Adverse Events:

• abdominal pain, nausea, vomiting 

• Significant improvement in control of abdominal pain when an instituted recommendation for a regimen 

of pain meds

• Adverse Event Sampling

• Observed higher numbers of Hematological AE’s due to higher sampling frequency in IMNN-001 arm

• Infections related to port mediated with subdural catheter 
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OVATION 2 Topline Data Readout

Median time to event,
Experimental vs Control

(months)

Hazard Ratio, 
Experimental vs Control

Overall Survival 
(secondary endpoint)

ITT (n=112) 40.5 vs 29.4 0.74 (0.42; 1.30) p=NS

≥20% of protocol-specified 
treatments in both arms (n=102)

45.1 vs 29.4 0.64 (0.35; 1.19) p=NS

PARP-treated patients (n=43) NE vs 37.1 0.41 (0.13; 1.28) p=NS

Progression-
Free Survival 
(primary endpoint)

ITT (n=112) 14.9 vs 11.9 0.79 (0.51; 1.23) p=NS

≥20% of protocol-specified 
treatments in both arms (n=102)

14.6 vs 11.9 0.76 (0.48; 1.22) p=NS

PARP-treated patients (n=31) 33.8 vs 22.1 0.80 (0.31; 2.12) p=NS

NACT neoadjuvant chemotherapy, NE not evaluable, p=NS p-value not significant
OVATION 2 treatment arms Experimental: IMNN-001 + NACT; Control:  NACT
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OVATION-1
Study Results
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OVATION I Study Translational Data Sampling

▪ Increases in cytokine levels shows GEN-1’s activity; Low cytokine blood levels underpin the safety profile of GEN-1

▪ Increase in anti-cancer dendritic cells  & effector memory T-cells demonstrate activation of the cellular immune system

▪ Overall shift in tumor microenvironment to immunostimulatory 8
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OVATION 1 Study in Neoadjuvant Ovarian Cancer 
Dose Dependent Biological (IL-12 & IFN-) and Clinical Responses Demonstrate POC
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Radiographic 

Response 

 Total (n) Cohort 1 

36 mg/m2 

Cohort 2 

47 mg/m2 

Cohort 3 

61 mg/m2 

Cohort 4 

79 mg/m2 

Tumor Response 

CR 2 1 0 0 1 

PR 10 0 3 3 4 

SD 2 2 0 0 0 

Objective Response Rate  67% 100% 

Surgical Resection 

R0 9 2 0 2 5 

R1 3 1 2 0 0 

R2 2 0 1 1 0 

R0 Resection Rate  33% 88% 

Pathologic 

Response 

cPR 1 1 0 0 0 

Micro 8 1 2 1 4 

Macro 5 1 1 2 1 

cPR/micro rate   60% 63% 

Chemotherapy 

Response Score 

CRS 3 5                          1                          0 2 2 

CRS 2 5                         2                          1 0 2 

CRS 2 4                          0                          2 1 1 

CRS 3 rate                                                           17%                                    50%                                                  
 

Tumor response, surgical outcome, pathologic response, and 
chemotherapy response score with NACT/IMNN-001 escalating doses
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