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Background and study design

PART 2 
DOSE OPTIMISATIONbKEY ELIGIBILITY CRITERIA

• ≥18 years of age with recurrent 
high-grade serous or clear cell 
ovarian cancer 

• Exhausted available standard 
treatment options with no limit on 
the number of prior lines

• Regardless of FRα expression
• ECOG PS of 0 or 1

1:1 randomisation

9.6 mg/kg

6.4 mg/kg

PROC

PART 1 
DOSE ESCALATIONa,b

EC NSCLCPROC

1.6 mg/kg
3.2 mg/kg 

4.8 mg/kg 
6.4 mg/kg

8.0 mg/kg
9.6 mg/kg

11.2 mg/kg

a21-day dose-limiting toxicities evaluation period. bZW191 administered IV every 3 weeks. CT/MRI testing every 6 weeks (first 4 assessments) or every 9 weeks timed from cycle 1 day 1. 
Safety follow-up was 30 days post last dose of ZW191; survival follow-up was every 3 months from last dose of ZW191 for up to 2 years. 

• Treatment options remain limited for heavily pretreated 
patients with platinum-resistant ovarian cancer (PROC), 
including those with high-grade serous and clear cell 
histology1

• Folate receptor alpha (FRα) is highly expressed in 
ovarian cancer and other solid tumours, making it a 
promising therapeutic target2

• ZW191 is an FRα-targeted antibody-drug conjugate 
comprising a protease-cleavable linker and a novel 
topoisomerase I inhibitor payload (ZD06519; drug-to-
antibody ratio: 8)3 

• ZWI-ZW191-101 (NCT06555744) is an ongoing, first-
in-human, phase 1 global study evaluating the safety, 
tolerability, and antitumour activity of ZW191 in 
patients with advanced solid tumours4

We report efficacy and safety results at 6.4 and 9.6 mg/kg in participants with PROC, with a median follow-up of 7 months

Data cutoff 10 September 2026.

CT: computed tomography; EC: endometrial cancer; ECOG PS: Eastern Cooperative Oncology Group performance status; IV: intravenously; MRI: magnetic resonance imaging; NSCLC: non-small cell lung cancer.
1. Richardson DL, et al. JAMA Oncol. 2023;9(6):851-859. 2. Köbel M, et al. Br J Cancer. 2014;111(12):2297-2307. 3. Lawn S, et al. Clin Cancer Res. 2026;32(13):2748-2764. 4. A study of ZW191 in participants with solid tumors. ClinicalTrials.gov. 
Updated 7 May 2026. Accessed 2 October 2026. https://clinicaltrials.gov/study/NCT06555744. 
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Prior therapies 6.4 mg/kg 
(n=37)

9.6 mg/kg 
(n=43)

Total 
(N=80)

Prior lines of therapy, median (range) 4 (1-10) 4 (2-9) 4 (1-10)
Prior lines of therapy, n (%)

1-2 12 (32) 8 (19) 20 (25)
3-4 9 (24) 15 (35) 24 (30)
≥5 16 (43) 20 (47) 36 (45)

Prior systemic therapy, n (%)
Platinum and taxane 37 (100) 43 (100) 80 (100)
Bevacizumab 32 (86) 35 (81) 67 (84)
PARP inhibitor 18 (49) 27 (63) 45 (56)
Checkpoint inhibitor 7 (19) 10 (23) 17 (21)
Mirvetuximab soravtansine 2 (5) 2 (5) 4 (5)

Demographics and baseline 
characteristics

6.4 mg/kg 
(n=37)

9.6 mg/kg 
(n=43)

Total 
(N=80)

Age, years, median (range) 61 (42-78) 61 (40-79) 61 (40-79)
≥65 years, n (%) 15 (41) 20 (47) 35 (44)

Race, n (%)
Asian 27 (73) 33 (77) 60 (75)
White 9 (24) 9 (21) 18 (23)
Other 1 (3) 1 (2) 2 (2)

Baseline ECOG PS, n (%)
0 20 (54) 24 (56) 44 (55)
1 17 (46) 19 (44) 36 (45)

Histology, n (%)
High-grade serous 32 (86) 39 (91) 71 (89)
Clear cell 5 (14) 4 (9) 9 (11)

Median baseline FRα H-score was 145 (range, 0-300) and median PS2+ was 45% (range, 0%-100%) 

Patients were heavily pretreated and had a wide range of FRα expression

ECOG PS: Eastern Cooperative Oncology Group performance status; FRα: folate receptor alpha; H: histochemical; PARP: poly adenosine diphosphate‒ribose polymerase; PS2+: positive score ≥2+.
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cORR was 65% at 6.4 mg/kg and 55% at 9.6 mg/kg in high-grade serous PROC

Note: Response-evaluable patient data only. All clear cell patients had low/negative FRα level. 

High-grade serous 
PROC

6.4 mg/kg 
(n=31)

9.6 mg/kg 
(n=38)

cORR, % (95% CI) 64.5 (45.4, 80.8) 55.3 (38.3, 71.4)

DCR, % (95% CI) 100 (88.8, 100.0) 92.1 (78.6, 98.3)

Clear cell PROC 6.4 mg/kg 
(n=5)

9.6 mg/kg 
(n=4)

cORR, % (95% CI) 20.0 (0.5, 71.6) 0 (0, 60.2)

DCR, % (95% CI) 80.0 (28.4, 99.5) 100 (39.8, 100.0)

• cORR (95% CI) in HGSOC by FRα PS2+ categories

– High ≥75% (n=26): 69.2% (48.2%, 85.7%)

– Intermediate 25%-74% (n=22): 50.0% (28.2%, 71.8%)

– Low/negative 0%-24% (n=20): 55.0% (31.5%, 76.9%)

Analysis populations: All enrolled (N=80); response-evaluable (n=78); FRα-evaluable (n=77). Three patients had confirmed responses after the data cut date. One response-evaluable patient with non-evaluable FRα data was excluded from the FRα subgroup analysis. 
FRα expression was assessed by immunohistochemistry using archival or newly collected formalin-fixed, paraffin-embedded biopsies with the VENTANA® FOLR1 (FOLR1-2.1) assay. 
The PS2+ was defined as the percentage of tumour cells with 2+ and 3+ staining intensity and categorised as low/negative 0%-24%, intermediate 25%-74%, and high 75%-100%. 
cORR: confirmed objective response rate; DCR: disease control rate; FRα: folate receptor alpha; HGSOC: high-grade serous ovarian carcinoma; PROC: platinum-resistant ovarian cancer; PS2+: positive score ≥2+.
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Responses to ZW191 were deep and durable

mDOR was not reached with 45% of participants continuing treatment

6.4 mg/kg 9.6 mg/kg 

HIGH-GRADE SEROUS 

mDORa NR NR

mPFS, mo (95% CI) 7.9b (4.9, NR) 9.8 (4.4, 9.9)

6-month PFS, % (95% CI) 61.5 (38.4, 78.1) 61.4 (41.6, 76.2)

CLEAR CELL

mPFS, mo (95% CI) 4.0 (1.2, NR) 5.0 (2.6, NR)

ZW191 
9.6 mg/kg
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mDOR: median duration of response; mPFS: median progression-free survival; NR: not reached; PFS: progression-free survival; PROC: platinum-resistant ovarian cancer.
mPFS was evaluated based on all enrolled patients with PROC (N=80).

aAt median 7 months follow-up. bEvent rate was 44% as of data cut 
with majority of patients on treatment. mPFS is expected to evolve.

ZW191 
6.4 mg/kg
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TEAE: treatment-emergent adverse event; TRAE: treatment-related adverse event.

TEAE, n (%) 6.4 mg/kg 
(n=37)

9.6 mg/kg 
(n=43)

Any TEAE 35 (95) 43 (100)

Grade ≥3 TEAE 20 (54) 32 (74)

Grade ≥3 TRAE 8 (22) 19 (44)

Serious TEAEs 16 (43) 23 (53)

Serious Grade ≥3 TEAE 14 (38) 19 (44)

TEAE leading to dose reduction 2 (5) 14 (33)

Discontinuations due to TEAEs 5 (14) 8 (19)

Deaths due to TEAEs 0 0

ZW191 was well tolerated 

TEAEs of any grade occurring in ≥15% of patients 

Patients, %

ZW191 6.4 mg/kg ZW191 9.6 mg/kg

Nausea

Neutropenia

Anaemia

Constipation

Fatigue

Decreased appetite

Aspartate aminotransferase increased

Diarrhoea

Alanine aminotransferase increased

Thrombocytopenia

Asthenia

Pyrexia

Vomiting

100 80 60 40 20 0 20 40 60 80 100

Any grade
Grade 3
Grade 4
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Conclusions

• Impressive efficacy at doses 6.4 and 9.6 mg/kg across FRα expression in HGSOC 

– cORR was 65% at 6.4 mg/kg and 55% at 9.6 mg/kg 

– Strong activity was observed in high FRα expression with cORR of 69%

– Promising activity was observed in negative/low and intermediate FRα expression with cORR of 55% and 50%, respectively 

– mDOR has not been reached

– 6-month PFS was ~61% at both doses with majority of patients remaining on treatment 

• Favourable safety profile with low rate of adverse events, including cytopenias, particularly at 6.4 mg/kg 

These findings will guide optimal dosing for further clinical development

ZW191 demonstrated impressive efficacy in heavily pretreated PROC across FRa expression

cORR: confirmed objective response rate; FRα: folate receptor alpha; HGSOC: high-grade serous ovarian carcinoma; mDOR: median duration of response; mPFS: median progression-free survival; PFS: progression-free survival; 
PROC: platinum-resistant ovarian cancer.


