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Background: Despite the improvements in the surgery and postoperative 
adjuvant therapy for pancreatic adenocarcinoma (PDAC), its prognosis 
remains poor. Surgery-first and adjuvant chemotherapy with S-1 increases 
survival for resected PDAC, but this strategy cannot be offered to a 
significant proportion of patients due to the unresectable cases found at 
laparotomy or postoperative morbidity. We reported that neoadjuvant 
chemotherapy (NAC) with gemcitabine (GEM) and S-1 was safe and effective 
strategy and 45.7% of 2-year survival rate in an intention-to-treat analysis 
(Ann Surg Oncol 2013, 20; 3794-3801).  
Methods: The prospective randomized phase II/III trial named 
Prep-02/JSAP-05 was open to patients with resectable PDAC. Patients who 
planned resection with cytologically or histologically proven PDAC were 
eligible for this study. Abutment of major visceral arteries on radiological 
finding was considered exclusion criteria. Eligible patients were randomized 
to surgery followed by adjuvant S-1 (80 mg/m2/day for four weeks, repeated 
similarly every six weeks for a total of four courses) for 6 months or NAC 
(GEM 1000 mg/m2/week, S-1 80 mg/m2/day) followed by surgery and the 
same adjuvant treatment. NAC was given a total of 4 doses of GEM and 4 
weeks of S-1 within 8 weeks. The primary study endpoint was resection rate 
for phase II (n = 80) and overall survival for phase III (n = 360). The 
secondary endpoints were adverse events, recurrence-free survival, and so 
on. According to the sample size calculation, 180 patients in total needed to 
be randomized to each treatment arm. For quality control, radiological 
staging and resected specimen were centrally reviewed by dedicated 
radiologists and pathologists.  
Results: In phase II part, three is no significant difference in R0 resection 



rate between 2 groups. Enrollment to cohort began in January 2013 and 
finished in January 2016. The primary endpoint of the study will be opened 
in 2018 or 2019.  
Discussion: The Prep-02/JSAP05 study will provide the unbiased overall 
survival of all PDAC patients who were planned resection. Furthermore, this 
trial will determine the efficacy of NAC in PDAC and offer a potential for 
translational research. 
 
 


