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Accrual closed

• ENGOT-ov49 / NEWTON
• ENGOT-ov51 / MITO 33 / Nitche
• ENGOT-ov65 / KEYNOTE-B96

OVARIAN CANCER TRIALS SUMMARY



Ovarian cancer trials summary – Accrual closed NEWTON

ENGOT model: A
Sponsor: MaNGO
PI: Nicoletta Colombo (IEO Milano)

Two primary objectives:
1) comparison of RADAR vs 300 mg in the randomized 
cohort in terms of severe thromobocytopenia during the 
first 3 cycles
2) evaluation of RADAR safety in the entire RADAR cohort in 
terms of severe thromobocytopenia during the first 3 cycles

NEWTON study: NEW dosing maintTenance therapy Ovarian cancer 
A multicenter, open-label phase II trial of a new customized dosing (Rational Adjustment of Dose to reduce 
Adverse Reactions “RADAR” dosing) of niraparib as maintenance therapy in platinum sensitive ovarian, 
fallopian tube or primary peritoneal recurrent cancer patients 

Sample-size 105 patients:
35 pts no random cohort  > accrual reached
70 pts randomized cohort > accrual not reached: 
48 pts randomized



Poster with results presented at ESMO gynecological cancers 19-21 June 2025

Ovarian cancer trials summary – Accrual closed NEWTON



Ovarian cancer trials summary – Accrual closed NItCHE

• ENGOT Model: B

• Sponsor: MITO Group

• Lead Group: MaNGO

• Participating Groups: MaNGO, MITO, GINECO, NOGGO, CEEGOG

• Partecipating MaNGO sites IEO / Nicoletta Colombo ( MaNGO PI) , Spedali Civili/Germana Tognon, Ospedale S. Anna /Dionyssios
Katsaros, Ospedale Manzoni /Federica Villa

ENGOT-ov51/ MITO 33 A Randomized phase III trial on NIraparib-dostarlimab vs physiscian’s choice 
CHEmotherapy in recurrent, platinum resistant ovarian, fallopian tube or primary peritoneal cancer: NItCHE
trial 

MaNGO sites & study updates

The study has currently closed the recruitment

• Nº enrolled patients :586
• Nº total screening failure :133
• Nº randomized patients : 441
• Nº death events: 192 (a total number of 247 events are required )

Take home messages:
To complete eCRF & solve pending queries  



Ovarian cancer trials summary – Accrual closed ENGOT-ov65 / KEYNOTE-B96
ENGOT-ov65 / MK-3475-B96 / KEYNOTE-B96: A Phase 3, Randomized, Double-Blind Study of 
Pembrolizumab Versus Placebo in Combination With Paclitaxel With or Without Bevacizumab for the 
Treatment of Platinum-resistant Recurrent Ovarian Cancer (KEYNOTE-B96/ENGOT-ov65)

• ENGOT Model: C

• Sponsor: Merck Sharp & Dohme Corp.

• Lead Group: MaNGO

• PI ENGOT: Nicoletta Colombo

• LPLV: 05/03/2025 >>  Interim Analysis 2 / abstract sent to ESMO 2025 





Accrual ongoing trials
• ENGOT-ov63 / NIRVANA-1 (first line)

• IOLANTHE (first line)

• ENGOT-ov76 / GLORIOSA (platinum sensitive)

• ENGOT-ov77 / DS6000-109 (platinum resistant)

OVARIAN CANCER TRIALS SUMMARY



Ovarian cancer trials – Accrual ongoing ENGOT-ov63/NIRVANA-1
ENGOT-ov63 / NIRVANA-1 A Randomized Study of Paclitaxel-Carboplatin followed by maintenance Niraparib

compared to Paclitaxel-Carboplatin-Bevacizumab followed by maintenance Niraparib+Bevacizumab in Patients
With Advanced Ovarian Cancer Following a Front-Line Complete Cytoreductive Surgery

ENGOT Model: A
Sponsor: ARCAGY GINECO

• The recruitment is currently ongoing
• 271 patients randomized (target 380 pts)
• Last randomized patient : Q1 2026 (estimated)
• Last patient last treatment: Q2 2028 (planned)
• Last patient last visit : Q1 2031 (planned)

Take home message:
- to identify new potential patients
- to complete eCRF & solve pending queries

Site and PI Patients

Istituto Nazionale dei Tumori - PI 

Francesco Raspagliesi (MaNGO PI)

13 patients randomized, 2 

screen-failed

AOU Careggi – PI Maria Cristina Petrella 2 patients randomized, 

Ospedale di Sondrio - PI Alessandro 

Bertolini
Open not yet recruited

Ospedale S. Gerardo - PI Andrea Alberto 

Lissoni
6patients randomized

Istituto Europeo di Oncologia – PI 

Nicoletta Colombo
10 patients randomized

Ospedale Croce e Carle - PI Marcella 

Occelli
Open not yet recruited

Ospedale Sant’Anna – PI Dionyssios

Katsaros

Agreement not yet

negotiated



Ovarian cancer trials – Accrual ongoing IOLANTHE

IOlanTHe A phase IIIb-IV trial 
testing Olaparib and 
Bevacizumab as maintenance 
frontline Treatment of HRD 
positive ovarian tumours

Sponsor: Ymagine
PI: Federica Tomao (Sapienza Roma)

No. of sites involved: 13

First patient-in: 15-Sep-2023

No. of pts registered: 198 

No. of screening failures: 25

No. of pts eligible for step 1: 134

Closure of enrolment: end of Sep. 

2025



Translational study no. 1 - aims 
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Translational study no. 2 - aims
Organotypic model
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Exploratory aims:

Primary tumor tissues will be analysed with different in-house assays aimed at predicting the response

to platinum and olaparib.

The agreement between these assays and the commercial one (Myriad Mychoice CDxPlus) will be

evaluated.

These assays will include:

- the quantification by an immunofluorescence-based assay of number of RAD51/Gemin positive cells

(RAD51 score) - Evaluation performed at Mario Negri by Giovanna Damia group

- An academic HRD - Test developed by Humanitas/ D’Incalci group



Ovarian cancer trials – Accrual ongoing IOLANTHE
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Ovarian cancer trials – Accrual ongoing ENGOT-ov76/GLORIOSA 

ENGOT-ov76/GLORIOSA Randomized, multicenter, open-label, Phase 3 study 
of mirvetuximab soravtansine in combination with bevacizumab versus 
bevacizumab alone as maintenance therapy for patients with FRα-high 

recurrent platinum-sensitive epithelial ovarian, fallopian tube, or primary
peritoneal cancers who have not progressed after second-line platinum-based

chemotherapy plus bevacizumab 

• ENGOT model: C

• Sponsor: AbbVie

• Lead Group ENGOT: MITO 



Enrolment updates MaNGO sites

PI
Hospital/Institution 

Name
Maintenance

Enrolled
Run In 

Enrolled
Screening 

failure

Petrella Maria Cristina 
(MaNGO PI)

AOU Careggi 1 0 6

Sikokis Angelica AOU di Parma 0 0 0

Tomao Federica AOU Policlinico Umberto I 0 0 0

Villa Federica
ASST Ospedale Alessandro 

Manzoni
1 0 2

Porzio Rosa
AUSL Piacenza Ospedale 

Guglielmo da Saliceto
1 0 0

Bologna Alessandra
AUSL RE Arcispedale Santa 

Maria Nuova
0 1 0

Baldini Editta
Azienda USL Toscana Nord 
Ovest Ospedale San Luca

0 0 1

Raspagliesi Francesco
Fondazione IRCCS Istituto 

Nazionale dei Tumori
5 1 6

Mammoliti Serafina IRCCS AOU San Martino 1 1 3

Ovarian cancer trials – Accrual ongoing ENGOT-ov76/GLORIOSA 
@11 June 2025
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Ovarian cancer trials – Accrual ongoing ENGOT-ov77 /DS6000-109

ENGOT-ov77 / DS6000-109 A Phase 2/3, Multicenter, Randomized Study of Raludotatug
Deruxtecan (R-DXd), a CDH6-directed Antibody-drug Conjugate, in Subjects with Platinum-

resistant, High-grade Ovarian, Primary Peritoneal, or Fallopian Tube Cancers

• ENGOT model: C

• Sponsor: Daiichi 
Sankyo, Inc

• Lead Group ENGOT: 
GINECO 



Ovarian cancer trials – Accrual ongoing ENGOT-ov77 /DS6000-109
Study Timelines & MaNGO Sites status

Phase II (Optimization dose )

• First Patient In (ENGOT): 19-Jun-2024

• Last Patient In: 14-Oct-2024

• Phase II expansion: for all site starting since Aug-2025 (Italy will

join only in case of remaining slots from US)

Phase III

• First Patient In expected: Q4 2025

Results Optimization dose 
(107 pts) will be 

presented at ESMO 2025



Grazie per l’attenzione


