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(Nanjing Medical University, 
Front Oncol, 2022)

mPFS, 4 vs. 9 mo,
HR: 0.5, P<0.001



(Nanjing Medical University, 
Front Oncol, 2022)



Definitions of platinum-sensitive and platinum-resistant disease are 
imprecise; clinical judgment and flexibility should be utilized in 
determining treatment options
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Oregovomab

Categories Definitions

Clinical Indication FIGO Stage III & IV epithelial ovarian, fallopian tube, or peritoneal cancer following optimally debulked surgical resection

Modality Murine monoclonal antibody IgG1-k mAb with high affinity (1.16X10^10/M) to CA125

Biological Activity
Oregovomab initiates tumor specific immunity by targeting CA125 in patients with CA125 positive cancers. The 
therapeutic intent is to induce clearance of CA-125 by antigen processing cells.

Efficacy In the randomized phase 2 study (n=97), PFS and OS were significantly better (PFS: 42 months vs. 12 months)

Safety profile
Treatment-related toxicity clearly related to oregovomab has not been encountered in patients with ovarian cancer or 
patients in the completed or ongoing clinical studies.

Administration 
Route

Intravenous infusion over 20 ± 5 minutes

Formulation
Oregovomab solution is prepared by saline reconstitution of the lyophilized vial powder, which is added to a 50 mL 
saline infusion bag for IV administration.
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Oregovomab First in Class, Front Line & Recurrent 

Advanced OC
FIGO III & IV

Debulking surgery

Yes No

Maintenance
Bevacizumab optional

Treatment therapy 
(Carboplatin + Paclitaxel)

Optimally debulked?

Maintenance
Bevacizumab

Yes No

Maintenance
PARP inhibitor

Maintenance
No PARPi

BRCA+ or HRD +

Study Population Treatment Maintenance PFS (months)

QPT-ORE-002 all comers C + P None 12

QPT-ORE-002 all comers C + P + oregovomab None 42

NOVA BRCA + C + P Bev + Niraparib 37

NOVA HRD + C + P Bev + Niraparib 28

NOVA HRD - C + P Bev + Niraparib 17

GOG-0218 all comers C + P None 12

GOG-0218 all comers C + P + Bev None 13

GOG-0218 all comers C + P + Bev Bevacizumab 18

First in class, front line treatment therapy 

 First immunotherapy for ovarian cancer (OC)

 IOs shown unsatisfactory results for OC.

 4 treatment of 2mg, with extremely low toxicity

 Combination study with Bev, PARPi underway

Unmet need for recurrent patients 

 Chemo±Bev or PARPi still is the only treatment therapy available

 Huge unmet needs for platinum resistant patients

 Mirvetuximab: Limited benefit to limited patients 

 PARPi for PARPi-naïve BRCAm patients



Mechanism of Action

Non-confidential

Oregovomab is a murine IgG1-k mAb with high affinity (1.16 x 10^10/M) to CA125. 

The therapeutic intent is to induce clearance of CA-125 by antigen processing cells.

OC



Mechanism of Action

 Oregovomab binds with circulating CA125 to form antibody antigen complexes within 30 min. 
 Induction of anti-CA125 specific T cells occurs
 Human anti-CA125 antibodies recognize multiple epitopes of CA125

Activates immune response via immune complex formation with CA125

Intracellular IFN-γ Release from T cells Stimulated with CA125

Two Stimulation Rounds - Increase in CD8+ Cytotoxic T-cells 

Rapid binding of Oregovomab to CA125 in humans 

Non-confidential



• Inclusion Criteria
• OC, stage III or IV
• CR after primary Tx (PCS or NAC ICS) with normal serum CA125 

(≤35 U/mL) 
• <10 weeks of completing primary chemotherapy 



mPFS, 24 vs. 11 mo
HR, 0.5, p=0.059

Low Risk Sub-population
SFLT (Successful Front Line Tx): 
RT<2cm, CA125≤ 65 U/mL before 3rd

cycle of chemoTx





• N=97
• RT

• Microscopic, 45%
• <1cm, 55%

• Pre-surgery CA125, 475 (29-34,144) U/mL



42 
months

12 
months

HR, 0.5 
P = 0.003

NR

43
months

HR, 0.4 
P = 0.04

PFS

OS



Phase 2 Safety Evaluation

Patients with:

Arm 1:Paclitaxel/Carboplatin/Oregovomab
(N=46)
n (%)

Arm 2:Paclitaxel/Carboplatin
(N=48)
n (%)

Overall (N=94)
n (%)

At least 1 TEAE 38 (82.6) 41 (85.4) 79 (84.0)

At least 1 related TEAE 8 (17.4) 10 (20.8) 18 (19.1)

At least 1 TEAE Grade≥3 24 (52.2) 29 (60.4) 53 (56.4)

At least 1 related TEAE Grade≥3 2 (4.3) 5 (10.4) 7 (7.4)

At least 1 serious TAAE 9 (19.6) 7 (14.6) 16 (17.0)

At least 1 related serious TEAE 0 0 0

At least 1 TEAE leading to study drug discontinuation 3 (6.5) 1 (2.1) 4 (4.3)

At least 1 TEAE leading to death 1 (2.2) 1 (2.1) 2 (2.1)

Abbreviations: TEAE = treatment-emergent adverse event

Summary of Treatment-Emergent Adverse Events

Treatment-Emergent Severe or Life-Threatening Events Occurring in≥2 Patients in Either Treatment Arm

MedDRA System Organ Class/
Preferred Term

Arm 1:Paclitaxel/Carboplatin/Oregovomab
(N=46)
n (%)

Arm 2: Paclitaxel/Carboplatin
(N=48)
n (%) Overall (N=94)

Blood and Iymphatic system disorders 19 (41.30) 21 (43.75) 40 (42.55)

Neutropenia 14 (30.43) 20 (41.67) 34 (36.17)

Leukopenia 4 (8.70) 6 (12.50) 10 (10.64)

Anaemia 5 (10.87) 2 (4.17) 7 (7.45)

Thrombocytopenia 2 (4.35) 2 (4.17) 4 (4.26)

Investigations 0 2 (4.17) 2 (2.13)

Granulocyte count decreased 0 2 (4.17) 2 (2.13)

Abbreviations: MedDRA = Medical Dictionary for Regulatory Activities, version 19.0.



Phase 2 Safety Evaluation

MedDRA System Organ Class / Preferred Term

Arm 1:
Paclitaxel/Carboplatin
Oregovomab (N=46)
n (%)

Arm 2:
Paclitaxel/Carboplatin
(N=48)
n (%)

Overall
(N=94)
n (%)

Blood and lymphatic system disorders 28 (60.87) 31 (64.58) 59 (62.77)
Neutropenia 21 (45.65) 25 (52.08) 46 (48.94)
Anaemia 18 (39.13) 16 (33.33) 34 (36.17)
Leukopenia 17 (36.96) 17 (35.42) 34 (36.17)
Thrombocytopenia 3 (6.52) 5 (10.42) 8 (8.51)

General disorders and administration site conditions 20 (43.48) 13 (27.08) 33 (35.11)
Asthenia 7 (15.22) 6 (12.50) 13 (13.83)
Fatigue 6 (13.04) 7 (14.58) 13 (13.83)

Gastrointestinal disorders 15 (32.61) 17 (35.42) 32 (34.04)
Nausea 9 (19.57) 7 (14.58) 16 (17.02)
Constipation 8 (17.39) 5 (10.42) 13 (13.83)
Diarrhea 4 (8.70) 4 (8.33) 8 (8.51)
Vomiting 3 (6.52) 3 (6.25) 6 (6.38)

Nervous system disorders 15 (32.61) 16 (33.33) 31 (32.98)
Paraesthesia 8 (17.39) 9 (18.75) 17 (18.09)
Peripheral sensory neuropathy 4 (8.70) 3 (6.25) 7 (7.45)
Neuropathy peripheral 2 (4.35) 3 (6.25) 5 (5.32)

Musculoskeletal and connective tissue disorders 8 (17.39) 9 (18.75) 17 (18.09)
Arthralgia 1 (2.17) 5 (10.42) 6 (6.38)
Myalgia 2 (4.35) 3 (6.25) 5 (5.32)

Skin and subcutaneous tissue disorders 9 (19.57) 6 (12.50) 15 (15.96)
Alopecia 8 (17.39) 6 (12.50) 14 (14.89)

Abbreviations: MedDRA = Medical Dictionary for Regulatory Activities, version 19.0.

Treatment-Emergent Adverse Events Occuring in ≥ 5% of Patients Overall (Safety Population)





Criteria
• INCLUSION

• Microscopic RT or RT<1cm

• Pre-treatment serum CA-125 levels ≥ 50 U/mL

• EXCLUSION

• gBRCAm

• HRD with PARPi use

Low Risk Sub-population
SFLT (Successful Front Line Tx): 
RT<2cm, CA125≤ 65U/mL before 3rd

cycle of chemoTx



Two cohorts to be evaluated

COHORT 1 - PRIMARY SURGERY, n=316
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FLORA-6 Phase 2 protocol

 Newly diagnosed ovarian cancer
 To be conducted across 16 study sites in India
 1:1 Randomization to active vs placebo
 Assume ~96 patients to be screened for 88 randomized
 1° EP PFS Rate at 1 year: PFS is defined from date of Randomization to date of 1st documented PD  (Investigator assessed) 

per RECIST v1.1 or death
 PFS and OS set as 2° EP 

OREGOVOMAB & NACT + INTERVAL SURGERY, n=88
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FLORA-4 Phase 2 protocol

 Underway in 3 US sites
 Single arm, open label study
 Platinum sensitive recurrent ovarian cancer patients with 3 prior lines of therapy including at least one platinum-based therapy
 Enrollment completed with 10 patients as of Aug 2023
 1° EP DCR at 12 weeks and 24 weeks: DCR is defined as the portion of subjects with CR, PR, and SD, determined as 

defined by RECIST 1.1
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IIT KCSG GY20-10 Phase 2 protocol

 Oregovomab + bevacizumab + SOC chemo combination
 To be conducted across 6 study sites in Korea
 Open-label, single arm, phase 1b/2
 Platinum sensitive recurrent ovarian cancer patients with BRCA-wild type, previously treated with 1 prior line of therapy
 Assume minimum 42, maximum 51 patients to be enrolled in both phase 1b/2
 1° EP Safety and Tolerability & ORR
 PFS and OS set as 2° EP 
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OREGOVOMAB + Bev + CP, n=42
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IIT KGOG3065, APGOT OV6 Phase 2 protocol

COHORT 1: (1-3 prior lines of chemo) – Oregovomab + PLD, n=28
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COHORT 2: (>3 prior lines of chemo) – Oregovomab + Weekly Paclitaxel, n=28
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 Oregovomab + non-platinum chemotherapy combination for platinum resistant and PARPi resistant patients
 1° EP ORR: Objective Response Rate based on radiographically confirmed response according to CR+PR rate



Oregovomab Development timeline

2026Q2

Approval

2025 Q4 
FDA & EMA 

BLA submission
(Fast Track 6-month 

review)

June 2023
Completion of 

Enrollment

202520242023202220212020

October 2020 
Phase 3 

first patient enrolled 

June 2022 
50% of 

enrollment 
completed

2023 Q4
Interim analysis

Cohort 1: 117 events
Cohort 2: 83 events

2022YE 
80% of 

enrollment 
completed

2025 Q2
Final Analysis

Cohort 1: 232 events
Cohort 2: 165 events

2025 Q3
PPQ runs

Nov 2019
IND 

submission

April 2020
IND resubmitted 

after
Protocol revision

June 2020
IND 

Approved

2021YE 
23% of 

enrollment 
completed



Locoregional Tumor Ag Release



OV-HIPEC-01 KOV-HIPEC-01

RWD from NCCN-affiliated hospital

Kim SI et al., 2022, GO



g/tBRCA(+)

HRD(+)/BRCA(-)

HRD(-)

g/tBRCA(+)

HRD(+)/BRCA(-)

HRD(-)



Conclusion

• Huge therapeutic unmet needs for HRD(-) OC.
• Biomarker for HRD(-).

• Promising, Ongoing Studies, using mAb of CA125
• SFLT

• Effective discharge of Cancer Ag.



Thank You !
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