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Cáncer esofagogástrico localizado
Resumen



Globally, gastric cancer is the 5th 

most common malignancy and 

the 4th cause of cancer-related 

mortality. 

Despite declining incidence, the 

global burden is expected to 

have a 62% increase by 2040.

Oesophageal cancer is the 14th 

most common cancer in adults

604,100 people were newly 

diagnosed with oesophageal 

cancer in 2020 globally1

1. Globocan 2020. Available from: https://gco.iarc.fr/today/data/factsheets/cancers/6-
Oesophagus-fact-sheet.pdf  (last accessed February 2021); 2. American Cancer Society. Key 
Statistics. Available from: https://www.cancer.org/cancer/esophagus-cancer/about/key-
statistics.html (last accessed nov 2024)



Survival of gastric-oesophageal cancer is strongly related to the 
stage of the disease at diagnosis
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NEO-AEGIS



Å 27 (15%) patients in the perioperative chemotherapy group received the FLOT regimen

27 (15%) patients in the perioperative chemotherapy group received the FLOT regimen



Initial power calculation was based on CROSS superiority of 10% OS. Modified after the first futility analysis (70 events) 
to a non-inferiority margin of 5%.

At a median follow up of 24.5 months, at the second futility analysis (60% of planned events), there were 143 deaths, 70 
CROSS and 73 MAGIC/FLOT arm, with 3-year estimated survival probability of 56% (95% CI 47,64) and 57% (95% CI 
48,65), respectively [(HR 1.02 (95%CI. 0.74-1.42))]. Based on the absence of futility evidenced in this data the DSMB 
recommended closure of recruitment in December 2020.





ESOPEC Trial Scheme

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



Main Eligibility Criteria

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



Statistical Planning

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



Overall Survival - ITT Population

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



Treatment Exposure

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



Overall Survival ï PP Population

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



Overall Survival in Exploratory Subgroups

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



Progression Free Survival ï ITT Population

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



Pathology Results ï Surgery Population

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



Postoperative Complications ï Surgery Population

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















¿Qué nos depara 2025?

ÅMatterhorn

ÅDANTE

ÅCheckmate577 QRT

ÅOtrosΧ



Å CheckMate 577

CheckMate 577 study design
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ÅCheckMate 577 is a global, phase 3, randomized, double-blind, placebo-controlled triala

Placebo
Q2W Ҏ 16 weeks 

then Q4W 

Key eligibility criteria

Å Stage II/III EC/GEJC

Å Adenocarcinoma or squamous cell 
carcinoma

Å Neoadjuvant CRT + surgical resection (R0,b 
performed within 4-16 weeks prior to 
randomization)

Å Residual pathologic disease
ðҗ ȅǇ¢м ƻǊ җ ȅǇbм

Å ECOG PS 0ς1

Primary endpoint:
ÅDFSe 

Secondary endpoints:

ÅOSf

ÅOS rate at 1, 2, and 3 
years

R

2:1

Nivolumab 

240 mg Q2W Ҏ 16 weeks 
then 480 mg Q4W N = 794

n = 532

n = 262

Stratification factors

Å Histology (squamous vs adenocarcinoma)

Å tŀǘƘƻƭƻƎƛŎ ƭȅƳǇƘ ƴƻŘŜ ǎǘŀǘǳǎ όҗ ȅǇbм Ǿǎ ȅǇbлύ

Å Tumor cell PD-[м ŜȄǇǊŜǎǎƛƻƴ όҗ м҈ Ǿǎ ғ м҈c)

aClinicalTrials.gov number, NCT02743494; bPatients must have been surgically rendered free of disease with negative margins on resected specimens defined as no vital tumor present within 1 mm of the proximal, distal, or 
circumferential resection margins; c< 1% includes indeterminate/nonevaluable tumor cell PD-L1 expression; dUntil disease recurrence, unacceptable toxicity, or withdrawal of consent; eAssessed by investigator, the study required 
at least 440 DFS events to achieve 91% power to detect an average HR of 0.72 at a 2-sided h  of 0.05, accounting for a pre-specified interim analysis; fThe study will continue as planned to allow for future analysis of OS; gTime from 
randomization date to clinical data cutoff (May 12, 2020). 

Total treatment duration of 
up to 1 yeard 

ÅMedian follow-up was 24.4 months (range, 6.2ς44.9)g

ÅGeographical regions: Europe (38%), US and Canada (32%), Asia (13%), rest of the world (16%)



Å CheckMate 577

Baseline characteristics

43
aOther races not shown; bTumor cell PD-L1 expression determined from surgical specimen by the PD-L1 IHC 28-8 pharmDx assay (Dako).

Nivolumab 
(n = 532)

Placebo
(n = 262)

Median age (range), years 62.0 (26ς82) 61.0 (26ς86)
Male, % 84 85
Race,a %

White 81 82
Asian 16 13

ECOG PS, %
0 58 60
1 42 40

Disease stage at initial diagnosis, %
II 34 38
III 66 62

Tumor location, %
EC 60 59
GEJC 40 41

Histology, %
Squamous cell carcinoma 29 29
Adenocarcinoma 71 71
tŀǘƘƻƭƻƎƛŎ ƭȅƳǇƘ ƴƻŘŜ ǎǘŀǘǳǎ җ ȅǇbмΣ ҈57 58
Tumor cell PD-L1 expression,b %
җ м҈ 17 15
< 1% 70 75
Indeterminate/nonevaluable 13 10



Å CheckMate 577

Disease-free survival

44

aPer investigator assessment; b6-month DFS rates were 72% (95% CI, 68-76) in the nivolumab arm and 63% (95% CI, 57-69) in the placebo arm; cThe boundary for statistical significance at the pre-
specified interim analysis required the P value to be less than 0.036.

ÅNivolumab provided superior DFS with a 31% reduction in the risk of recurrence or death and a doubling in median DFS versus placebo 

Nivolumab
(n = 532)

Placebo
(n = 262)

Median DFS, mo 22.4 11.0

(95% CI) (16.6ς34.0) (8.3ς14.3)

HR (96.4% CI) 0.69 (0.56ς0.86) 

P value 0.0003c
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Å CheckMate 577

Disease-free survival by subgroups

45

ÅDFS favored nivolumab versus placebo across these pre-specified subgroups

Overall (N = 794) 22.4 11.0 0.70

Age, years < 65 (n = 507) 24.4 10.8 0.65
65 (n = 287) 17.0 13.9 0.80

Sex Male (n = 671) 21.4 11.1 0.73
Female (n = 123) Not reached 11.0 0.59

Race White (n = 648) 21.3 10.9 0.71
Asian (n = 117) 24.0 10.2 0.70

ECOG PS 0 (n = 464) 29.4 11.1 0.73
1 (n = 330) 17.0 10.9 0.66

Disease stage II (n = 278) 34.0 13.9 0.72
at initial diagnosis III (n = 514) 19.4 8.5 0.68

Tumor location EC (n = 462) 24.0 8.3 0.61
GEJC (n = 332) 22.4 20.6 0.87

Histology Adenocarcinoma (n = 563) 19.4 11.1 0.75
Squamous cell carcinoma (n = 230) 29.7 11.0 0.61

Pathologic lymph ypN0 (n = 336) 27.0 0.74
node status ypN1 (n = 457) 14.8 7.6 0.67

Tumor cell  PD-L1 1% (n = 129) 19.7 14.1 0.75
expression < 1% (n = 570) 21.3 11.1 0.73

Indeterminate / nonevaluable (n = 95) 9.5 0.54

0.25
Nivolumab better Placebo better

410.5 2

Subgroup
Nivolumab

Median DFS, months

Placebo
Unstratified HR

Unstratified HR
(95% CI)

Not reached

Not reached
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KEYNOTE-585 Study Design




