
adequate organ function; no autoimmune disease; no active infection; can provide a
newly obtained or archival tissue sample for later evaluation of PD-L1 expression and
gene expression profiling. Patients will be randomly assigned in a 1:1 ratio to receive
cisplatin 80 mg/m 2 IV every 3 weeks (Q3W) (capped at 6 doses) plus 5-fluorouracil
800 mg/m 2 continuous IV on days 1-5 Q3W plus pembrolizumab 200 mg IV Q3W or
cisplatin 80 mg/m 2 IV Q3W (capped at 6 doses) plus 5-fluorouracil 800 mg/m 2 con-
tinuous IV on days 1-5 Q3W plus placebo Q3W IV. Treatment will be continued for up
to 2 years or until confirmed disease progression, unacceptable toxicity, or physician or
patient decision to discontinue. Crossover from the placebo arm to the pembrolizumab
arm is not permitted. Co–primary end points are overall survival and progression-free
survival per RECIST v1.1 by blinded independent central review in all patients and in
patients with PD-L1–positive tumor expression (combined positive score�10%).
Secondary end points include objective response rate per RECIST v1.1, duration of
response, safety, and health-related quality of life. Response will be assessed using com-
puted tomography (preferred) or magnetic resonance imaging every 9 weeks by central
imaging review per RECIST v1.1. Adverse events will be graded per National Cancer
Institute Common Terminology Criteria for Adverse Events version 4.0 and will be
monitored for at least 30 days (90 days for serious adverse events) after the last dose of
trial treatment. Patients will be followed for survival until death, withdrawal of consent,
or end of study, whichever occurs first. Enrollment is planned for approximately 700
patients.
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Introduction: Gastric cancer is the fifth common cancer worldwide. Systemic inflam-
matory response increases metastasis through apoptosis inhibition and angiogenesis
augmentation. The neutrophil-lymphocyte ratio (NLR) which is a balance between
pro-cancer inflammatory response and anti-cancer immune response was proved as
prognostic marker in malignancies. Peripheral NLR is a good reflection of tumor
microenvironment.

Methods: We retrospectively collected data of gastric and gastro-esophageal cancer
(GC) patients treated at our department from January 2013 till December 2016. Sixty-
one patients were included. Pre-treatment absolute neutrophils-lymphocytes counts
were collected and the NLR was calculated. We extracted the different clinic-
epidemiological and pathological data of the patients and tumors. Event-free and over-
all survivals were plotted using Kaplan-Meier curves.

Results: Median age was 55. Male to female ratio was 1:1. Forty-seven patients (77%)
were smokers. Most of the patients (93.4%) had good performance status (ECOG 0-2).
Forty-six patients had gastric and 15 patients had gastro-esophageal cancer. According
to Lauren’s classification; 50.8% were diffuse type. Grade 3 represented 49.2% and
grade 2 46%. Twelve patients (19.7%) had ascites at diagnosis. Staging at presentation
was; 1.6% stage 1, 4.9% stage 2, 27.9% stage 3, 50.8% stage 4 and 14.8% unknown. The
median NLR was 2.4. The patients divided into high NLR (>2.4) (30 patients) and low
NLR (� 2.4) (31 patients). The NLR showed no significant correlation with different
clinic-epidemiologic and pathological variables except for presence of ascites; where
ascites was associated with high NLR with p¼ 0.046. Median event-free survival (EFS)
and overall survival (OS) were 6 and 8 months respectively. High NLR was significantly
correlated with worse EFS; 5 months compared to 8 months in low NLR group (95%
CI, p¼ 0.001). Also high NLR was associated with worse OS; 6 months compared to 9
months (95% CI, p¼ 0.013).

Conclusion: Gastric cancer is aggressive disease with short survival. Most of our
patients presented with advanced stage. Pre-treatment NLR is an independent prognos-
tic factor in GC; irrespective stage or any other prognostic factor.
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Introduction: HER2 currently represents the only available predictive biomarker in
advanced esophagogastric cancer. Trastuzumab plus chemotherapy is the standard of
care in tumors carrying HER2 protein overexpression by immunohistochemistry
(IHC) or gene amplification by in situ hybridization (ISH). However, heterogeneity in
protein expression, lack of adequate tumor samples for analyses and the need for rapid
target assessment for patient management underline the need for a pre-test screening
tool in order to anticipate the probability of carrying a HER2-positive disease.

Methods: The clinical and pathological data from 695 consecutive esophagogastric car-
cinomas analyzed at three different Institutions were collected. HER2 positivity was
defined as IHC score of 3þ or 2þwith a positive ISH. 411 cases from one Institution
were used to build a multivariate logistic regression model able to predict HER2 posi-
tivity. Both backwards and forward method were used to build multiple models.
Collinearity was evaluated with Fisher’s test, t-test and ANOVA, depending on the
nature of the covariates, and Variance Inflation Factor (VIF). Final model was selected
considering statistical significance of the covariates, clinical plausibility and global fit
and it was used to develop a nomogram. Validation and calibration were performed on
an external series of 284 patients treated at other two Institutions. C-index, visual
inspection of the calibration plot, Brier score and Spiegelhalter z-test were used to assess
the performance of the nomogram. 95% confidence intervals (CIs) of C-index were cal-
culated with bootstrap method.

Results: 119 cases (17%) showed HER2 positivity in the development cohort. After
univariate analyses and adjustment of collinearity, four variables were introduced in
the final model: tumor grading (G1 vs. G2 vs. G3) (p¼ 0.0018), Lauren’s histotype
(intestinal vs. diffuse) (p¼ 0.044), type and adequacy of pathological material (surgical
specimen vs.�5 biopsy samples vs.<5 biopsy samples) (p¼ 0.19) and site of sampling
(primary cancer vs. metastasis) (p¼ 0.034). Tumor grading was associated to the great-
est number of points, followed by site of sampling, Lauren’s histotype and type of
pathologic material. Visual inspection of the calibration plot revealed a very good over-
lap between predicted and observed probabilities, with a Brier score of 0.048 and a stat-
istically significant Spiegelhalter z-test (p< 0.0001). C-index resulted in 0.84 (95%CI
0.75-0.93).

Conclusion: We developed a simple nomogram based on four immediately and always
available pathological characteristics able to accurately predict the probability of HER2
positivity in esophagogastric cancer. This could be useful to minimize HER2 test heter-
ogeneity and prompts re-biopsy in those cases of inadequate material but an antici-
pated high probability of HER2 positive status. A visual format of the nomogram will
be presented.
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Introduction: Gastric cancer is the fifth most frequently diagnosed malignancy world-
wide and the third leading cause of cancer related death. The prognosis of gastric cancer
remains poor with median overall survival rates of less than 12 months in the advanced
setting. Significant efforts are made to identify prognostic and predictive markers to tai-
lor treatment decisions. BRCA1 and BRCA 2 germline mutations are an established
predictive marker to a favorable response to DNA-damaging agents (platinum agents
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