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PRIMARY OUTCOME: DISEASE-FREE SURVIVAL AT 4.5 YEARS

Intention
to Treat

Per Protocol

96.0
(92.9 – 97.8)

97.3
(94.5 - 98.7)

Open
(95% CI)

85.0
(80.2 – 88.6)

86.0
(81.2 - 89.6)

MIS
(95% CI)

-10
Favors Open

-20 10
Favors MIS

0

Non inferiority boundary 
(7.2%)

0.95

P-value for 
non-inferiority  

(2-sided)

0.96



LACC: Updated DFS and OS 



DFS by tumor size (2 cm cutoff)



DFS with or without prior cone biopsy



CHARACTERISTICS OF RECURRENCE: CARCINOMATOSIS

Open MIS
Total recurrences 11 37
Carcinomatosis (randomized) 1 (9%)

8 (22%)
Carcinomatosis (received) 0 9 (24%)

Site of recurrence
Vault 3 (27%) 6 (16%)

Pelvis 0 (0%) 10 (27%)

Abdomen 0 (0%) 2
(5%)

Distant 3 (27%) 2
(5%)

Multiple 3 (27%) 14 (38%)

Other 2 (18%) 3
(8%)



Tumor containment: SUCCOR study

Chiva L, Zanagnolo V, Querleu D, et al. Int J Gynecol Cancer 2020;30:1269–1277.

From video courtesy of Dr. Mario Leitao



IA2-IB2 (FIGO 2018) (4cm cutoff)
- Histology: SCC, adeno, adenosquamous

- MRI required
- Uterus <12 cm

Primary Outcome: 3 year DFS
Secondary outcomes:  DSS/OS, patterns 

of recurrence, complications, 
lymphedema, PRO’s

Open radical 
hysterectomy* + 
LN assessment 

(N=420)

Robotic radical 
hysterectomy* + 
LN assessment 

(N=420)

Randomized 1:1

*Tumor containment

#GOGROCC

PI: Kristin Bixel
Mario Leitao







Dual Primary Endpoints: All-Comer Population

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



IMPROVED QoL/PROs with pembrolizumab

Monk B et al. SGO 2022 Abstract 23



PFS: Subgroups, All-Comer and CPS ≥1 Populations



OS: Subgroups, All-Comer and CPS ≥1 Populations



ORR: All-Comer and CPS ≥1 Populations



GOG 240 : SOC for PDL1- and PDL1+

Tewari KS, et al. Lancet. 2017;390(10103):1654-1663. 

Intent to Treat

mOS 16.8 vs 13.3 months
HR 0.77 
(95% CI 0.62-0.95) 
P = .007

*Not Previously Irradiated

*Not analytical



From last Highlight Reel….

Locally Advanced Disease

Chemoradio(immuno)therapy
KEYNOTE A18/ENGOT cx11/GOG 3047

Metastatic Disease

KEYNOTE 
826

PDL1+ PDL1-

GOG 240



PACIFIC: Anti-PD-L1 therapy post-CRT for  
locally-advanced lung cancer

Antonia SJ et al. Engl J Med. 2017 Nov 16;377(20):1919-1929.



https://www.astrazeneca.com/content/astraz/media-centre/press-releases/2022

• Bulleted text
• Bulleted text
• Bulleted text

Press Release March 24, 2022

http://www.astrazeneca.com/content/astraz/media-centre/press-releases/2022


PACIFIC1 vs OUTBACK2

1. Antonia SJ et al. Engl J Med. 2017 Nov 16;377(20):1919-1929.
2. Mileshkin L et al. ASCO 2021







Benchmarks in higher risk population (PA node +)

Berman ML et al. Gynecol Oncol. 1984 Sep;19(1):8-16. Perry LJ et al. Int J Gynecol Cancer. 2014 Mar;24(3):564-9. Varia MA et al. Int J Radiat
Oncol Biol Phys. 1998 Dec 1;42(5):1015-23. Walker J et al. Gynecol Oncol. 2009 Jan;112(1):78-84. Boardman CH et al. Gynecol Oncol.
2018 Nov;151(2):202-207. Rose PG et al. J Clin Oncol. 2007 Jul 1;25(19):2804-10. Mileshkin and Moore KN et al. ASCO 2021 LBA 3.

Study Design PA nodal status
Histology (H), Imaging (I), either (E)

PF at 30 months 
(%)*

Berman et al. Retrospective/obs Positive (H) 25 (36 mos)

Perry et al Retrospective/obs Positive (H) 28

Varia et al GOG 125 Prospective/CRT with extended field Positive (H) 42(FIGO II)
24 (FIGO III/IV)

Walker et al. GOG 9804 Prospective/CRT with paclitaxel Positive (H) 71 (OS)

Boardman et al. GOG 98 Prospective/CRT with OUTBACK 
cis/paclitaxel

Positive (E) 60 (projected)

Mayadev et al. NRG GY017 Prospective/CRT with extended 
field+ipi

Positive (E) 62-78

Rose et al GOG 120 Prospective Negative (H) 63

OUTBACK
ANZGOG 0902/GOG 0274/RTOG 
1174

Prospective Negative above L3/L4 (E) 65



PA node + focus-highest risk

PFS at 30 months
62-78%



Frontline ICI trial Population

Investigational  
Agent 

Duration Design (n)
Primary 

endpoint(s)
CALLA Durvalumab Phase 3 PFS
(NCT03830866) During CRT + 2 arm 1:1
PI Brad Monk 24 months CRT control

(714)
ENGOT cx11/GOG 3047/ Pembrolizumab Phase 3 PFS/OS
KEYNOTE-A18
(NCT04221945)
PI Ketta LoRusso

FIGO 2009
IB2-IIB node + 

IIIA-IVA node +/-

During CRT +
24 months

2 arm 1:1
CRT control  

(980)

ATEZOLACC Atezolizumab Phase 2 PFS
(NCT03612791) During CRT + 2 arm 1:1
PI Cyrus Chargari 14 months CRT control

(189)
GEICO 78-C/ATOMICC Dostarlimab Phase 2 PFS
(NCT03833479) Following CRT 2 arm 1:2
PI Ana Oaknin 24 months CRT control

(132)



Primary Endpoint
• ORR according to RECIST 1.1

Patient Eligibility 

• Cervical cancer that has 
relapsed after a platinum-
based treatment (first line) 
regimen for advanced 
(recurrent, unresectable, or 
metastatic) disease

• Measurable disease on 
imaging based on RECIST 
version 1.1 

• ECOG PS ≤1
• sufficient and adequate 

formalin-fixed paraffin 
embedded (FFPE) 

R
an

do
m

iz
at

io
n 

1:
1 Balstilimab (300 mg) every 3 weeks

Placebo every 6 weeks 

Treatment up to 24 months

Balstilimab (300 mg) every 3 weeks
Zalifrelimab (1 mg/kg) every 6 weeks 

GOG-3028 - A Two Arm, Randomized, Non Comparative Blinded Phase 2 
Trial of Balstilimab +/- Zalifrelimab in Second Line Cervical Cancer

RaPiDS

PI: Dave O’Malley



• Tisotumab vedotin is an investigational  
antibody–drug conjugate directed to TF  
and covalently linked to the microtubule-
disrupting agent, MMAE, via a protease-
cleavable linker1,2

– TF is a protein highly expressed in 
cervical cancer and other solid tumors3-6

• Multimodal MOA of tisotumab vedotin1,2,7

– Direct cytotoxicity
– Bystander killing
– Immunogenic cell death
– ADCC
– ADCP

.ADCC, antibody-dependent cellular cytotoxicity; ADCP, antibody-dependent cellular phagocytosis; MMAE, monomethyl auristatin E; MOA, mechanism of action; TF, tissue factor

56

Tisotumab Vedotin (TV)

1. Breij EC et al. Cancer Res. 2014;74(4):1214-1226. 2. De Goeij BE et al. Mol Cancer Ther. 
2015;14(5):1130-1140. 3. Forster Y et al. Clin Chim Acta. 2006;364:12-21. 4. Pan L et al. Mol Med Rep.  

2019;19:2077-2086. 5. Cocco E et al. BMC Cancer. 2011;11:263. 6. Zhao X et al. Exp Ther Med. 
2018;16:4075-4081. 7. Alley SC et al. AACR 2019; Abstract 221.





ENGOT cx12/GOG-3057/innovaTV 301: Schema

Primary 
Endpoint = OS

innovaTV 301. Updated April 28, 2021. Accessed April 30, 2021. 
https://www.clinicaltrials.gov/ct2/show/NCT04697628

• Pemetrexed 500 mg/m2 IV on Day 1, every 21 days

US PI: Brian Slomovitz



ENGOT-cx8/GOG-3024 /innovaTV 205: Dose-expansion phase

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Baseline demographics and clinical characteristics

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Anti-tumor activity – 1L TV + Pembro

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Anti-tumor activity – 1L TV + Carbo

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.

ORR plt/tax/Pembro +/-bev 68/77/52
cis/tax/bev GOG 240 50% 



Anti-tumor activity – 2L/3L TV + Pembro

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Safety summary of common AEs reported >25% of patients

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Adverse events of special interest with TV

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



With Novel Therapies, Disparities Emerge or Widen

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Geographic Disparities in Gynecologic Cancer Survival Observed in Several Studies<br />

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Cervical Cancer Geographic Analyzer 

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.
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