
P� 181 Pancreatic head resections: Impact factors, perioperative morbidity,
mortality and long-term survival

5.8%, 5.8%, and 2.5% respectively. Age, ASA score, amylase on drains, and pancreatic
fistulas B and C correlated significantly with various types of complications. Overall 30-
and 90-day mortality were 5 and 7.9%, with 7,3 and 11,5% in P1 and decreased to 3.5
and 5% in P2.

Conclusion: Most subtypes of complications did not compromise the long-term sur-
vival in analyzed cohort of patients. Exceptions were correlated with PLs and BDs.
Independent indicators of morbidity were high amylase on drains and consequently PF
B and C, OAC, PL and BD. PL and BD were shown to be an independent predictor for
30-day mortality, and OAC and PF C for 90-day mortality.
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Introduction: Unresectable hepatocellular carcinoma (HCC) accounts for 70% of
diagnosed HCC. Tislelizumab (previously known as BGB-A317) is a humanized, IgG4
monoclonal antibody with high affinity and binding specificity for programmed cell
death receptor-1 (PD-1). Furthermore, tislelizumab was specifically engineered to min-
imize FcgR binding on macrophages, thereby abrogating antibody-dependent phago-
cytosis, a potential mechanism of T-cell clearance. A first-in-human, phase 1A/1B
study (NCT02407990) demonstrated that single-agent tislelizumab was generally well
tolerated and showed evidence of antitumor activity in patients with advanced solid
tumors, including HCC. A recommended phase 3 dose of 200 mg administered intrave-
nously (IV) every 3 weeks (Q3W) has been established for tislelizumab.

Methods: This global, phase 3, randomized, multicenter study (NCT03412773) was
designed to evaluate the efficacy and safety of tislelizumab compared with sorafenib as
a first-line treatment of unresectable HCC. Adult patients, aged�18 years, with unre-
sectable, histologically confirmed HCC, an ECOG score�1, Child-Pugh A classifica-
tion, BCLC Stage C disease or BCLC Stage B disease that has relapsed after loco-
regional therapy, and who have not received prior systemic therapy, are being enrolled.
Approximately, 640 patients from 100 international centers will be randomized (1:1) to
receive tislelizumab 200 mg IV Q3W or sorafenib 400 mg orally BID. The primary out-
come of this non-inferiority study is overall survival (OS) of patients treated with tisle-
lizumab compared with OS of patients treated with sorafenib; secondary outcomes
include objective response rate, progression-free survival, duration of response, time to
progression, and quality-of-life outcomes. Safety/tolerability assessments include mon-
itoring adverse events (AEs), including immune-related AEs, as well as physical

examinations, vital signs, and electrocardiograms. Exploratory endpoints include
characterization of the tislelizumab
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aseline biopsies, the combination arm with
PEGPH20 increased progression-free survival (PFS) by 4 months (9.2 vs. 5.2 months; HR
0.51; p¼ 0.048). Our study tests the hypothesis that elimination of HA in tumor microen-
vironment by PEGPH20 will result in stromal remodeling and may facilitate the activity of
checkpoint inhibitors like avelumab, by at least two mechanisms including increase in
drug delivery and increasing immune infiltrate.

Methods: A pilot, open label, multicenter, pharmacodynamics, safety, and efficacy
study of PEGPH20 in combination with avelumab in chemotherapy resistant advanced
or locally advanced PDAC. PEGPH20 3 microg/Kg dose will be administered on days 1,
4, 8, 11, 15, 18 during the first cycle (28 days) and days 1 and 15 thereafter. Avelumab at
dose of 10 mg/Kg will start on day 15 after 4 doses of PEGPH20 and continued to be
administered every 2 weeks during the study. Enoxaparin will be administered to all
subjects to minimize the risk of thromboembolic events (TE) associated to PEGPH20
administration. Pharmacokinetics (Pk) samples for PEGPH20 will be collected. Other
assessments: serum CA 19-9 and tissue biomarkers (including collagen content, cancer
associated fibroblasts [CAF], and immune infiltrate). Objectives: Primary: To deter-
mine the objective response rate (ORR) as per RECIST v1.1 criteria. Secondary: To
determine the overall survival (OS), progression free survival (PFS) and CA19-9 tumor
marker response. Exploratory: To determine the effect of PEGPH20 in HA content in
plasma and paired tumor biopsies. Key inclusion criteria: progression to first line treat-
ment for locally advanced or advanced disease, life expectancy� 3 months and no clini-
cal evidence of prior TE within 12 months or other known TE during the screening.
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Introduction: NAPA is an oral investigational agent, which has been hypothesized to
inhibit cancer stemness pathways, including STAT3 pathway implicated in cancer
stem-cell viability. Preclinical studies suggest that NAPA may sensitize heterogeneous
cancer cells to chemotherapeutic agents, including nPTX and Gem. Encouraging anti-
cancer activity in mPDAC was observed in a phase 1b study (NCT02231723) of 59
patients (pts), reporting 92% (46/50) disease control rate (DCR) and 56% (28/50)
overall response rate (ORR), with 2 complete and 26 partial responses in pts who had a
RECIST evaluation. Maturing median progression-free survival (mPFS) and median
overall survival (mOS) were 7.06 and 9.59 mo, respectively. On the basis of these data, a
phase 3 trial is being conducted in North America, Europe, Australia and Asia.

Methods: This randomized, open-label, multicenter study (NCT02993731) will assess
the efficacy of NAPAþ nPTXþGem vs nPTXþGem in pts with mPDAC (n¼ 1132).
Pts must not have received systemic treatment for mPDAC. Pts will be randomized in a
1:1 ratio to receive NAPA 240mg PO twice daily continuously plus IV nPTX 125mg/m
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2þGem 1000mg/m 2 weekly for 3 of every 4 weeks or nPTXþGem weekly for 3 of
every 4 weeks. Pts will be stratified by geography, Eastern Cooperative Oncology Group
performance status, and presence of liver metastases. Treatment will continue until dis-
ease progression or another discontinuation criterion. The primary endpoint is OS in
the general study population (HR 0.80 for OS improvement from 8.5 to 10.63 months);
secondary endpoints include ORR, DCR, and PFS. In addition, OS, PFS, ORR, and
DCR will be evaluated in the biomarker positive sub-population. Study enrollment is
ongoing with>30% of patients enrolled to date.

P� 185 PANOVA-3: A phase 3 study of Tumor Treating Fields combined
with nab-paclitaxel and gemcitabine for front-line treatment of

ven pancreatic carcinoma, no prior chemotherapy (adjuvant chemotherapy allowed if
more than 6 month before), no other serious concomitant illness ECOG PS< 2,
adequate renal and liver function, good marrow reserve.

Results: From 01/2010 to 12/2015, 90 patients were enrolled in this study. Median age
57.8 6 1.5 years old (21-80), with a total 410 cycles were administrated, median¼ 4 (4- 8).

All patients were evaluated for efficacy and toxicity. Median of overall survival was
7.1 months[3-17 months]; median of progression free survival was 3.4 months, the
overall response rate was 10% and disease control rate was 32% including 10% partial
response, 22% had stable disease. Grade 3=4 toxicities evaluated were asthenia 3%, leu-
copenia 1%, neutropenia 2%, anemia 1.5%, vomiting 1.5%, thrombopenia 1%, muco-
sitis 1%.

Conclusion: Gemcitabine-cisplatin is moderately effective and well tolerated as first
line treatment for AMPC with a correct quality of life. The results of chemotherapy in
metastatic or advanced pancreatic cancer remain poor; they must be improved by other
therapeutic combinations.
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Methods: Quantitative PCR was employed to evaluate the level of ZFAS1, miR-150-5p
and VEGF-A mRNA expression in colon cancer tissues and cell lines. CCK-8, colony
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