
95% confidence interval [CI] 0.49–0.92; P¼ 0.012) in patients with metastatic pancre-
atic ductal adenocarcinoma (mPDAC) who had progressed following gemcitabine-
based therapy. We investigated the effect of metabolism and nutrition disorders
(MNDs) on survival in NAPOLI-1 patients.

Methods: This post-hoc analysis explored outcomes in patients with vs. without
MNDs (based on MedDRA v14.1), including diabetes mellitus (DM), decreased appe-
tite (DA; which included anorexia, poor appetite, lack of appetite, loss of appetite),
hypercholesterolemia (HC), and dyslipidemia.

Results: At baseline, 267/417 intent-to-treat (ITT) patients had any MND. Differences
in baseline characteristics were observed in some MND subgroups vs. the ITT popula-
tion: e.g. Karnofsky performance status (DA), gender and race (HC), albumin (DA,
HC). Both mOS (3.6 vs. 5.3 months; HR¼ 1.65, 95% CI 1.25–2.18; P< 0.001) and
median progression-free survival (mPFS) (1.6 vs. 2.6 months; HR¼ 1.42, 95% CI 1.09–
1.85; P¼ 0.010) were significantly lower in patients with (n¼ 77) vs. those without DA
(n¼ 340). A trend for lower OS was also noted in patients with HC but this did not
reach statistical significance. mOS was 4.4 vs. 5.1 months in patients with (n¼ 47) vs.
without HC (n¼ 370) (HR¼ 1.37, 95% CI 0.98–1.91; P¼ 0.063) while mPFS in these
populations was 2.3 vs. 2.6 months, respectively (HR¼ 1.15, 95% CI 0.83–1.60;
P¼ 0.390). No significant difference was observed in survival between patients with
(n¼ 159) vs. without DM (n¼ 258) or those with (n¼ 87) vs. without dyslipidemia
(n¼ 330). mOS was 5.6 vs. 4.8 months for patients with vs. without DM (HR¼ 0.88,
95% CI 0.70–1.11; P¼ 0.279) while mPFS was 2.8 vs. 2.3 months (HR¼ 0.86, 95% CI
0.69–1.08; P¼ 0.191). mOS was 4.7 vs. 5.1 months for patients with vs. without dyslipi-
demia (HR¼ 1.13, 95% CI 0.86–1.48; P¼ 0.375) while mPFS was 2.2 vs. 2.6 months
(HR¼ 1.19, 95% CI 0.91–1.54; P¼ 0.196). For patients with vs. without any MND,
mOS was 4.8 vs. 5.3 months (HR¼ 1.10, 95% CI 0.87–1.39; P¼ 0.412) while mPFS was
2.5 vs. 2.6 months (HR¼ 1.11, 95% CI 0.88–1.39; P¼ 0.358). In patients treated with
nal-IRIþ5-FU/LV, mOS (4.6–6.7 vs. 2.7–6.1 months; HR¼ 0.46–1.05) and mPFS (2.8–
4.1 vs. 1.4–1.6 months; HR¼ 0.24–0.60) were generally improved vs. 5-FU/LV in all
subgroups. Safety data, drug-related AEs and dose modifications/discontinuations
were broadly similar to the overall NAPOLI-1 study arms.

Conclusion: DA at baseline appears to have a prognostic impact on OS (P< 0.001) in
mPDAC patients who progressed after gemcitabine-based therapy. The presence of HC
may also impact OS. It is important to consider and appropriately manage patients
with DA. Treatment with nal-IRIþ5-FU/LV provides a benefit regardless of the pres-
ence/absence of MNDs. The effect of DM treatment should be explored further.
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Introduction: Gemcitabine/nab-paclitaxel and FOLFIRINOX demonstrated signifi-
cantly increased survival vs gemcitabine in metastatic pancreatic ductal adenocarci-
noma (PDAC): objective response rate (ORR) 23 and 31.6%, progression-free survival
(PFS) 5.5 and 6.4 months, overall survival (OS) 8.7 and 11.1 months. Phase II study
investigated first line triplet FIr/FOx.

Methods: Simon two-step design: p0 10%, p1 30%, power 80%, a 5%, b 20%.
Projected ORR: I step, 1/10; II 5/29. Schedule: 12h-timed-flat-infusion/5-fluorouracil
750-800-900 mg/m2 d1-2,8-9,15-16,22-23; irinotecan 120-140-160 mg/m2 d1,15; oxa-
liplatin 70-80 mg/m2 d8,22; every 4 weeks, according to clinical parameters (age,
comorbidities, performance status (PS), liver function). Activity, efficacy were eval-
uated, compared using log-rank; limiting toxicity syndromes (LTS) using chi-square.

Results: Twenty-nine consecutive patients�65,>65�75,�75 years enrolled, discrimi-
nated according to primary/intermediate/secondary Cumulative Illness Rating Scale
(CIRS). Median age 62; elderly 13 (44.7%); PS2 3 (10.4%), secondary CIRS 5 (17.2%).
Primary endpoint was met: OR 7/13 as-treated (53%), 50% intent-to-treat.
Cumulative G3-4 toxicities: diarrhea 17%, asthenia 14%, vomiting 3%, hypertransami-
nasemy 7%, mucositis 7%, anemia 3%, thrombocytopenia 3%. LTS: 27.5% overall,
38.4% in elderly, multiple vs single site not significantly different. At 3 months follow-
up, PFS 4 months, OS 11 months, not significantly different in elderly vs non-elderly.
PFS and OS not significantly different according to dosage, tumor location, metastatic
sites. PS2 patients showed significantly worse OS (P 0.022).

Conclusion: Intensive first-line triplet FIr/FOx is tolerable at adapted doses, confirms
high activity/efficacy in metastatic PDAC. Careful selection of patients, PS2 exclusion,
to maintain safety profile and efficient dose intensity can increase OS, compared to
gemcitabine, in real life.
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Introduction: Pancreatic cancer (PC) is a leading cause of cancer-related deaths glob-
ally, with a dismal all-stage 5-year survival rate of 8%. Systemic chemotherapy can pro-
long survival and palliate symptoms in patients with metastatic PC (MPC). The phase
III MPACT trial demonstrated superiority of first-line nab -paclitaxel plus gemcitabine
vs gemcitabine monotherapy across all endpoints, including the primary endpoint of
overall survival (OS) in patients with MPC. Promising results have been observed with
regimens containing nab -paclitaxel and 5-fluorouracil (5-FU); however, toxicity is a
major concern with high-dose intermittent therapy. The goal of this study is to deter-
mine whether metronomic therapy (continuous, low-dose treatment) with FABLOx
can reduce the associated toxicities without affecting efficacy.

Methods: Patients (aged 18 - 65 years) with previously untreated, histologically or cyto-
logically confirmed MPC and an ECOG performance status of 0 or 1 were eligible.
Patients with preexisting peripheral neuropathy grade> 1 were excluded. Phase I of the
study assessed potential dose-limiting toxicities (DLTs) to determine the recom-
mended phase II dose (RP2D); phase II was designed to evaluate efficacy and further
assess safety of the RP2D. During the dose-determining phase, a minimum of 6 patients
were to be enrolled in each consecutive dosing cohort, and 5-FU, nab -paclitaxel, and
oxaliplatin doses were to be de-escalated to the next lower dose if� 2 of 6 patients expe-
rienced a DLT in cycle 1 (to a maximum of dose level�2). Patients received 5-FU
180 mg/m 2/day on days 1 to 14; nab -paclitaxel 75 mg/m 2 on days 1, 8, and 15; bevaci-
zumab 5 mg/kg on days 1 and 15; leucovorin 20 mg/m 2 on days 1, 8, and 15; and oxali-
platin 40 mg/m 2 on days 1, 8, and 15 of each 28-day cycle in cohort I (the starting dose
level). The primary endpoint of phase I was incidence of DLTs, and the secondary end-
point was safety. Patients were treated until disease progression, unacceptable toxicity,
withdrawal of consent, physician decision, or death.

Results: Two DLTs were observed in 1 patient (grade 3 anemia requiring a transfusion
and grade 3 mucositis unresponsive to medical treatment within 4 days of onset);
cohort I was expanded from 6 to 12 patients. The median age was 57.5 (range, 41 - 64)
years; 3 women and 9 men were enrolled, and 3 patients continue to be followed up for
survival analysis. Patients received a median of 7.0 treatment cycles of nab -paclitaxel,
bevacizumab, leucovorin, and 5-FU and 5.5 cycles of oxaliplatin. The evaluation of
grade� 3 treatment-emergent adverse events is pending. The objective response rate
was 42% (5 partial responses); the median PFS and OS were 5.6 and 11.5 months,
respectively.

Conclusion: Results from phase I of this study demonstrate that metronomic FABLOx
treatment is feasible for patients with MPC. Preliminary data suggest promising antitu-
mor activity with the regimen. NCT02620800.
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Introduction: Approximately 80% of patients with pancreatic cancer have advanced
disease at the time of diagnosis. Despite its poor prognosis, systemic treatment with
FOLFIRINOX (combination of oxaliplatin, irinotecan, fluorouracil and leucovorin)
when compared to gemcitabine favored a selected population in terms of survival.

Methods: This is a retrospective analysis of a consecutive series of patients with locally
advanced non-resectable or metastatic pancreatic adenocarcinoma who received first
line chemotherapy with FOLFIRINOX between June 2011 and December 2016.
Survival was calculated with Kaplan-Meier method considering the time difference
between date of first cycle and death or last observation. We evaluate the total costs per
cycle and per patient and estimate the cost of hospital stay for each patient during and
after treatment with FOLFIRINOX.

Results: A total of 66 patients were included, with a median age of 59 (range: 35-71);
most of them were male (62,1%, n¼ 41). Median overall survival was 9,87 months (CI
95%: 8,378- 11,362 months). Time till progression was 6.41 months (range: 0,67- 20,27
months). The rate of disease control (partial response and stable disease) was 65,1%.
Median treatment duration was 5,18 months and 54,5% of patients experienced
adverse events grade�3, mainly hematologic and gastro-intestinal. There was 1 treat-
ment related death due to septic shock. Considering economic outcomes, the cost per
cycle was 497,21e. The total costs of FOLFIRINOX regimen in our sample was
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