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MEETING SUMMARY 

CANCERS OF THE UPPER GI  TRACT 



A MULTICENTER RANDOMIZED PHASE I I I  TRIAL OF 
NEO-ADJUVANT CHEMOTHERAPY FOLLOWED BY 
SURGERY AND CHEMOTHERAPY OR BY SURGERY 

AND CHEMORADIOTHERAPY IN  RESECTABLE 
GASTRIC  CANCER 

 
F I R S T  R E S U L T S  F R O M  T H E  C R I T I C S  S T U D Y   
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TRIAL DESIGN 

Presented by Marcel Verheij at the 2016 ASCO Annual Meeting 



RESULTS: OVERALL SURVIVAL   

CT CRT 

5-year OS (%) 40.8 40.9 

Median OS (yrs) 3.5 3.3 

Presented by Marcel Verheij at the 2016 ASCO Annual Meeting 
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A RANDOMIZED, OPEN-LABEL, TWO-ARM PHASE 2 TRIAL COMPARING 
THE EFFICACY OF SEQUENTIAL IPILIMUMAB VERSUS BEST SUPPORTIVE 

CARE FOLLOWING FIRST-LINE CHEMOTHERAPY IN PATIENTS WITH 
UNRESECTABLE,  LOCALLY ADVANCED/METASTATIC GASTRIC OR 

GASTROESOPHAGEAL JUNCTION CANCER 



Presented by HC Chung at the 2016 ASCO Annual Meeting 

AVELUMAB (MSB0010718C;ANTI-PD-1L1) IN PATIENTS WITH ADVANCED 
GASTRIC OR GASTROESOPHAGEAL JUNCTION CANCER FROM JAVELIN SOLID 

TUMOR PHASE 1B TRIAL: ANALYSIS OF SAFETY AND CLINICAL ACTIVITY 



CHECKMATE-032: PHASE I/II, OPEN-LABEL STUDY OF SAFETY 
AND ACTIVITY OF NIVOLUMAB ALONE OR WITH IPILIMUMAB IN 

ADVANCED AND METASTATIC GASTRIC CANCER 

Design 
•  Patients with stage IV G/E/GEJ tumors (n=160) unselected for PDL1 

expression, range of prior therapy 0 to >3 (mostly 2-3) sequentially 
enrolled 

-  Nivo 3mg/kg (N3) 
-  Nivo 1mg/kg + lpi 3mg/kg* (x 4 cycles), then Nivo 3mg/kg (N1+I3) 
-  Nivo 3mg/kg + lpi 1mg/kg* (x 4 cycles), then Nivo 3mg/kg (N3+I1) 

 

Main findings 
•  ORR were N3: 13.6%, N1+I3: 24.5%, N3+I1: 9.6% 
•  PFS exhibits highest ‘tail; on the N1+I3 arm 
•  Treatment-related >G3 AEs in 27%-45% of patients in combo arms 

(c/w 17% nivo only) but largely manageable and reversible 
•  Phase 3 trial is N1+ I3 in G/GEJ	



RANDOMIZED, DOUBLE-BLIND PHASE III MAESTRO DESIGN 
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PRIMARY ENDPOINT: OVERALL SURVIVAL ITT 
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SURVIVAL BY TREATMENT 
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ESPAC TRIAL: 5 YEAR OVERALL SURVIVAL 

Presented by John Neoptolemos at the 2016 ASCO Annual Meeting 



ABSTRACT: RESORCE TRIAL 



RESORCE: EFFICACY AND SAFETY OF REGORAFENIB IN PATIENTS 
WITH HCC PROGRESSING ON SORAFENIB  

Results:  
•  The regorafenib group had a 38% reduction in the risk of death (HR 

0.62; CI 95% 0.50 – 0.78; p<0.001 
•  Median OS was 10.6 vs 7.8 months 
•  Median PFS was 3.1 vs 1.5 months 
•  Adverse events were consistent with the known safety profile of 

regorafenib 
 

Conclusion: 
•  Regorafenib significantly improved OS versus best supportive care 

in patients with HCC who progressed after receiving sorafenib	
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