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Delayed initiation of S-1 adjuvant chemotherapy impairs survival in
patients with surgical resection for pancreatic cancer
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Results: Multivariate analysis revealed that delayed initiation of S-1 therapy which
patients start after 60 days from surgery (p ¼ 0.046) and incompletion of S-1 therapy
(p ¼ 0.016) were associated with poor prognostic factors of OS. Pre and postoperative
serum albumin level (p ¼ 0.023, p ¼ 0.033), intraoperative blood loss (p ¼ 0.003) and
postoperative hospital stay (p ¼ 0.026) were significantly different in time to initiation
of S-1 therapy.
Conclusion: Delayed initiation of S-1 therapy had an adverse impact on long-term survival. Malnutrition and bleeding may be related to delay of S-1 therapy. Perioperative
nutritional support and lower invasive surgery may improve prognosis by preventing
delay of S-1 initiation.
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PanCO: An open-label, single-arm pilot study of OncosilTM in
patients with unresectable locally advanced pancreatic
adenocarcinoma in combination with FOLFIRINOX or
gemcitabine1nab-paclitaxel chemotherapies
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Introduction: Locally advanced pancreatic cancer (LAPC) is associated with a poor
prognosis. Current standard treatment is limited to chemotherapy or chemoradiotherapy. Novel treatment approaches are crucial in attempting to combat this
unmet medical need. Phosphorus-32 (P-32) Microparticles is a brachytherapy device
that implants a predetermined dose of the beta radiation emitting isotope (P-32)
directly into pancreatic tumours via endoscopic ultrasound (EUS) guidance. The presented data are early results from an ongoing international, multi-institutional, singlearm pilot study. The study objective is to determine the safety and efficacy of P-32
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Microparticles in a patient population undergoing standard chemotherapy for unresectable LAPC.
Methods: Eligible patients were allocated to receive either gemcitabineþnab-paclitaxel
or FOLFIRINOX by physician choice. P-32 implantation took place during the 4th or
5th week following the initiation of chemotherapy. P-32 was implanted directly into
the pancreatic tumour via EUS guidance, using a fine needle aspiration (FNA) needle.
Each patient’s dose was calculated from the tumour volume where the absorbed dose of
P-32 to the tumour was calculated to equal 100 Gy. Diffusion pattern of the P-32 suspension following implantation was assessed by EUS and by bremsstrahlung SPECT/
CT imaging. Chemotherapy was continued after the implantation. Safety data was collected weekly and toxicity was graded using the Common Terminology Criteria for
Adverse Events (CTCAE). Centrally-read CT scans were conducted every 8 weeks to
assess response defined as complete response [CR], partial response [PR], and stable
disease [SD]) rate, according to RECIST 1.1 criteria. FDG-PET scans were performed at
baseline and at week 12.
Results: Data is reported on the first 15 implanted patients (10 males and 5 females,
median age 65 years [range 54-73]) up to week 16 of follow up. At 16 weeks, the objective response rate was 20% - PR in 3/15 patients. The local disease control rate (CR, PR
and SD) was 87% - either PR or SD in 13/15 patients. Median change in tumour volume
from baseline to week 16 was -33% (range þ36% to -72%). Total lesion glycolysis
(TLG) as measured via FDG-PET scan showed a median reduction of 52% (range
þ45% to -100%) from baseline to week 12. The EUS-guided implantation was carried
out successfully in all patients and without any complications. By week 16, 223 adverse
events (AEs) were reported. Twenty-four Grade 3 AEs (11%) and 5 (2%) Grade 4 toxicities were reported. The most common AEs of Grade 3 and 4 severity were neutropenia
(6), anaemia (2), constipation (2), vomiting (2) and fatigue (2). None of the G3 and G4
AEs were attributable to the device or the implantation procedure.
Conclusion: Early data indicates that the use of EUS-guided implantation of P-32 is
highly feasible, well tolerated and has an acceptable safety profile in combination with
standard first-line chemotherapy for LAPC. Preliminary data shows evidence of
tumour regression and local disease control. These results, however, warrant further
evaluation. The clinical trial is ongoing and additional safety and efficacy data will be
presented. ClinicalTrials.gov Identifier: NCT03003078. Acknowledgement: Nabpaclitaxel was supported by Specialised Therapeutics Australia Pty Ltd.
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Updated results of biweekly gemcitabine/nab-paclitaxel as first-line
treatment for advanced pancreatic cancer
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Introduction: The combination of gemcitabine and nab-paclitaxel for first-line treatment for advanced pancreatic cancer has shown better results in response and survival
over gemcitabine monotherapy. The standard administration on days 1, 8 and 15 of a
4-week cycle has some practical disadvantages. We present the updated results of an
observational study for which we adopted a biweekly regimen with the same dose
density.
Methods: Between 30 May 2014 and 02 March 2018, 56 patients with ECOG/PS 0-2
diagnosed with locally advanced or metastatic, histologically or cytologically confirmed
pancreatic cancer and no prior treatment, were enrolled in the study. The regimen
included 1.5 g/m2 gemcitabine and 175 mg/m2 nab-paclitaxel given every two weeks
until disease progression or unacceptable toxicity. All patients were informed and
signed a consent form. Study endpoints were PFS, OS and toxicity profile. The survival
analysis was performed using Kaplan-Meier method.
Results: 56 patients received this treatment. After a median follow-up period of 7.1
months, the median PFS and OS were 5.3 and 10 months respectively. There was no
toxic death during the study and the adverse events noted were similar to those of the
original regime.
Conclusion: Biweekly combination of gemcitabine and nab-paclitaxel seems to be as
safe and efficient as the original regimen. It reduced the patients’ discomfort as well as
the cost of the treatment.
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Safety of gemcitabine plus nab-paclitaxel in advanced pancreatic
cancer patients presenting with hyperbilirubinemia secondary to
bile duct obstruction
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Introduction: The MPACT study demonstrated a significant survival benefit of gemcitabine plus nab-paclitaxel (GN) as compared to gemcitabine alone, however, patients
with abnormal elevation of the serum total bilirubin (Tbil) levels were excluded from
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days were rest for 1 cycle. This study used a standard 3 plus 3 design, and we evaluated
safety and tolerability in 3 to 6 cases of each levels. It was assumed until 1 cycle completion for the evaluation period of DLT. MTD was defined as the highest dose beyond a
more of one-third within DLT evaluation period. The primary endpoint was the frequency of DLT and MTD. Secondary endpoints were the frequency of adverse events,
response rate, progression-free survival (PFS) and overall survival (OS).
Results: Between January 2016 and August 2017, 13 cases were enrolled. The patients’
backgrounds were median age 62 years old, man/woman; 9/4, the primary tumor sites
head/body and tail; 8/5, ECOG PS 0/1; 7/6, UR-LA/UR-M; 4/9. The metastatic sites
were lymph nodes/liver/lung/peritoneum; 2/7/1/1. Two of five patients enrolled in level
0 (L-OHP: 85 mg/m2, IRI: 100 mg/m2, S-1: 80 mg/m2) had DLT. In two of eight
patients enrolled in level -1 (L-OHP: 65 mg/m2, IRI: 100 mg/m2, S-1: 80 mg/m2), DLT
was impossible to evaluate because the treatment of 1 cycle was not accomplished. And
one of remaining six cases had DLT. At level 0, 100% of cases had anemia and fatigue,
80% had anorexia, diarrhea, peripheral sensory neuropathy, 60% had platelet count
decrease. At level -1, 100% of cases had anemia, 75% had nausea and fatigue, 63% had
anorexia. Response rate was 10% and disease control rate was 70% in ten cases with the
evaluable lesion. Median PFS was 4.1 months (95%C.I.; 0.0-8.6 months).
Conclusion: In this study, MTD was estimated to be level 0, and determined that recommended dose (RD) was level -1 in the planned future study. We are going to evaluate
efficacy and the safety in a phase II study.

