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Summary

Background: Gastric cancer with extensive lymph node metastasis (ELM) is commonly considered unresectable and has a
poor prognosis. We conducted a phase 1 study to evaluate the safety and efficacy of capecitabine and cisplatin (XP) as
preoperative chemotherapy for gastric cancer with ELM. Methods: The patients received 2 21-day cycles of XP therapy (ca-
pecitabine at 2,000 mg/m? twice daily for 2 weeks and cisplatin at 80 mg/m’on day 1) followed by gastrectomy with D2 plus
para-aortic nodal dissection. After RO resection, S-1 chemotherapy was administered for 1 year. The primary end point was
response rate (RR). The planned sample size was 30. Results: Between April 2015 and November 2016, 4 patients were
enrolled, but the enroliment was terminated because of poor patient recruitment. The clinical RR was 50%, and RO resection
was achieved in 75% of the patients. The common Grade 3 adverse events during XP therapy were leukocytopenia (25%),
anemia (25%), and hyperlipidemia (25%). The common Grade 3 surgical morbidity was abdominal abscess (33%) and
pancreatic fistula (33%). The pathological RR was 25%. Conclusions: Preoperative XP therapy was feasible, but its efficacy
was difficult to evaluate because of the small sample size. Key words: Extensive lymph node metastasis, Systemic chemother-
apy, Advanced gastric cancer (Received Jul. 1, 2019/Accepted Aug. 6, 2019)
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Fig.1 Study schema
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Table 1 Patients’ characteristic

n=4
Age Median (yearsold) 62 (56-71)
Sex Male/female 2/2
Performance status 0/1 4/0
Location U/M/L 1/1/2
Gross type Type 2/Type 3 2/2
Histology tub2/porl/por2 2/1/1
cT cT3/cT4a 2/2
cN cN2/cN3a 2/2
LN metastasis Bulky N2/#16a2 3/1
cStage MA/IIB/IC/V 1/1/1/1
Esophageal invasion  Yes/no 0/4
HER status Negative/not evalu- 3/1
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