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Perioperative Chemotherapy (FLOT) versus Neoadjuvant Chemoradiotherapy (CROSS) for Resectable Esophageal Adenocarcinoma 
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ESOPEC Trial Scheme
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Treatment Exposure
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Overall Survival - ITT Population
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Progression Free Survival – ITT Population
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Postoperative Complications – Surgery Population
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ESOPEC study
• Lack of benefit for RT has now been definitively established by 

ESOPEC
• NeoAEGIS – where 85% of Pts received MAGIC-type regimen – 

showed no PFS/OS difference between chemoRT and peri-op 
chemo

• Unanswered questions:
– Is adjuvant nivolumab after chemoRT and surgery superior 

to peri-op chemo? [Checkmate 577]
– Is durvalumab + peri-op chemo superior to peri-op chemo? 

[MATTERHORN]
– What if a Pt isn’t a candidate for FLOT?
– How does PET-directed therapy compare? [CALGB 80803]
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Effect of chemotherapy/targeted therapy alone vs. chemotherapy/targeted therapy followed by radical surgical resection on survival and quality of life in patients with limited-metastatic 
adenocarcinoma of the stomach or esophagogastric junction – <br />The IKF-575 / RENAISSANCE phase III trial 
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Study Flow Chart<br />RENAISSANCE is an investigator-initiated phase III trial 
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Definition of the limited metastatic status
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Treatment
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End of study treatment and further therapy 
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Surgery (ITT)
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Surgery (Surgery Population)
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Overall Survival
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Overall Survival: Subgroup analyses
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RENAISSANCE study
• Resecting oligometastatic dz should NOT be standard
• Considerations for this population:
– Should ideally be treated on a study, e. EA2183
– Should exclude Pts with peritoneal carcinomatosis
– Should treat Pts with visceral metastases with great caution
– Should administer ≥6 mos of best systemic therapy and have 

ongoing dz control
– Should be decided by an experienced MDT
– Should include surgery, definitive chemoRT and ablation



A randomized phase II study of gemcitabine and nab-paclitaxel compared with 5-fluorouracil, leucovorin, and liposomal irinotecan in older patients with treatment-naive metastatic 
pancreatic cancer (GIANT) <br />ECOG-ACRIN EA2186
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EA2186 (GIANT) - Study Design
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EA2186 (GIANT) - Screening Geriatric Assessment
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Primary end point OS - ITT
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Secondary end point PFS - ITT
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GIANT study
• Investigators, Pts and their families are to be congratulated and 

thanked for participating in this important study
• It was designed to show superiority of 5-FU/Nal-IRI, which was 

not proven
• While outcomes were comparable in both arms, they were very 

poor; study was closed for futility!
• Palliative care is a critical component for these Pts
• Is BSC alone appropriate?
• Is there a subset of Pts we can identify with standard clinical 

factors who might benefit from tx?



NRG Oncology/RTOG 0848 Trial: Adjuvant Chemotherapy +/- Chemoradiation For Patients With Resected Head of Pancreas Adenocarcinoma -<br />Results of the RT + 
5FU/Capecitabine Randomization Step<br /><br /><br /><br /><br /><br />
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SCHEMA
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Results: Adjuvant Systemic Treatment Received
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Results: OS and DFS for All Patients
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Results: OS for Node Negative Patients
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Results: DFS for Node Negative Patients
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RTOG 0848 study
• Long accrual time and changing practice patterns, e.g. adjuvant 

FOLFIRINOX, make this study difficult to interpret
• DFS/OS benefit for chemoRT in LN –ve Pts is hypothesis-

generating:
– Is there decreased local +/- distant recurrence in these Pts?

• Is there a role for standard chemoRT s/p FOLFIRINOX in this 
subgroup?

• Given lack of benefit in Pts with +ve margins, should we stop 
offering chemoRT to them?



Thank you!

kug@mskcc.org


