
neutropenia (27.3%), anemia (12.7%), hypokalemia (10.9%), diarrhea (5.4%), infec-
tions (5.4%). Acneiform rash grade 1/2 was noted in 20% of pts, while there were 4
(7.3%) thromboembolic events (grade 1-3). There were no treatment related deaths.
Pts with GEJ cancers had worse OS than pts with gastric cancer (p¼ 0.03).

Conclusions: The combination of afatinib with cisplatin / 5-FU in pts with inoperable
gastric / GEJ cancer has modest activity, however afatinib weekend breaks optimized
the compliance and tolerability of the combination. Identification of predictive bio-
markers could potentially help in further evaluation of the role of afatinib in gastric /
GEJ cancer.

Clinical trial identification: NCT01743365 (December 6, 2012).

Legal entity responsible for the study: Hellenic Cooperative Oncology Group.

Funding: Hellenic Cooperative Oncology Group.

Disclosure: All authors have declared no conflicts of interest.
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palliative chemotherapy in Korean patients with advanced gastric
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Background: The purpose of this study was to evaluate chemotherapy patterns and
changes in quality of life (QOL) during first-line palliative chemotherapy for Korean
patients with unresectable or metastatic/recurrent gastric cancer (GC).

Methods: This was a non-interventional, multi-center, prospective, observational
study of 527 patients in Korea. QOL assessments were conducted using the European
Organization for Research and Treatment of Cancer (EORTC) Quality of Life
Questionnaires (QLQ)-C30 and QLQ-STO22 every 3 months over a 12-month period
during first-line palliative chemotherapy. The specific chemotherapy regimens were
selected by individual clinicians.

Results: Most patients (93.2%) received combination chemotherapy (mainly fluoro-
pyrimidine plus platinum) as their first-line palliative chemotherapy. The median pro-
gression-free survival and overall survival were 8.2 and 14.8 months, respectively.
Overall, ‘a little’ changes (differences of 5-10 points from baseline) were observed in
some of the functioning or symptom scales; none of the QOL scales showed either
‘moderate’ or ‘very much’ change (i.e.,�11 point difference from baseline). When
examining the best change in each QOL domain from baseline, scales related to some
aspects of functioning, global health status/QOL, and most symptoms revealed signifi-
cant improvements (p< 0.05). Throughout the course of first-line palliative chemo-
therapy, most patients’ QOL was maintained to a similar degree, regardless of their
actual response to chemotherapy.

Conclusions: This observational study provides important information on the chemo-
therapy patterns and QOL changes in Korean patients with advanced GC. Overall, first-
line palliative chemotherapy was found to maintain QOL, and most parameters showed
an improvement compared with the baseline at some point during the course.

Legal entity responsible for the study: Keun-Wook Lee.

Funding: Sanofi-Aventis Korea Co., Ltd.

Disclosure: All authors have declared no conflicts of interest.
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Background: Biweekly CPT-11 plus CDDP (BIRIP) and CPT-11 alone are both expect-
able options for treating advanced gastric cancer (AGC) in second-line setting.
Recently, two randomized phase III trials (TCOG GI-0801 and ECRIN TRICS) employ-
ing the same regimens have been reported. Both trials did not demonstrate the survival
benefit of BIRIP due to underpowered. Therefore, we conducted a meta-analysis to
compare the efficacy and safety of these two regimens in patients who have been
enrolled in these two randomized trials.

Methods: Individual patient–level data from these two trials were collected for this study.
In these two trials, patients with metastatic or recurrent gastric cancer refractory to S-1-
based chemotherapy were randomly allocated to BIRIP (CPT-11, 60 mg/m2; CDDP,
30 mg/m2, q2w) or CPT-11 (150 mg/m2, q2w). Overall survivals (OS) and progression-
free survival (PFS) were described using Kaplan-Meier methods. Tumor responses were
evaluated using RECIST ver. 1.0. Adverse events were evaluated using CTCAE ver. 3.0.

Results: Cumulative data from eligible 290 patients from these two trials were evaluated.
OS were 12.3 (95% confidence interval [CI]: 10.5–14.1) in BIRIP group and 11.3 (95% CI:
10.0–13.2) months in CPT-11 group (hazard ratio 0.87; 95% CI: 0.68–1.12, P¼ 0.272).
PFS was significantly longer in BIRIP group (4.3months [95% CI: 3.5–5.1]) than in CPT-
11 group (3.3months [2.9–4.1]; HR 0.77; 95% CI: 0.61–0.98, P¼ 0.035). The response
rate was 20.5% [95% CI: 13.3–27.7] in BIRIP group and 16.0% [95% CI: 9.6–22.4] in
CPT-11 group (P¼ 0.361). The disease control rate was significantly better in BIRIP
group (72.1% [95% CI: 64.2–80.1]) than in CPT-11 group (59.2% [95% CI: 50.6–67.8])
(P¼ 0.032). The incidences of grade 3 or worse adverse events did not differ between the
two groups, for example neutropenia (35.9% vs. 32.4%) and elevation of serum creatinine
(0.7% vs. 0.7%). The incidences of anemia (16.6% vs. 10.3%) was higher for BIRIP than
for CPT-11. But diarrhea (1.4% versus 4.1%) was more common in CPT-11 group.

Conclusions: BIRIP significantly prolonged PFS as compared with CPT-11 alone and
was tolerated as second-line treatment for AGC, but did not demonstrate the survival
benefit.

Clinical trial identification: UMIN 000025367.

Legal entity responsible for the study: The non-profit organization Epidemiological &
Clinical Research Information Network (ECRIN).

Funding: Has not received any funding.

Disclosure: All authors have declared no conflicts of interest.

680P A phase III study to compare the efficacy and safety of paclitaxel
versus irinotecan in patients with metastatic or recurrent gastric
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Background: Although emerging treatments have been introduced to patients with
metastatic or recurrent gastric cancer (MRGC) as second-line therapy, paclitaxel or iri-
notecan are still viable options. This phase III study compared the efficacy and safety of
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paclitaxel versus irinotecan in patients with MRGC who failed to first-line
chemotherapy.

Methods: Patients were randomized to receive either paclitaxel (70 mg/m2; days 1, 8,
15, every 4 weeks) or irinotecan (150 mg/m2 biweekly). The primary endpoint was pro-
gression-free survival (PFS).

Results: This study was stopped early due to low accrual rate. A total of 112 patients
were enrolled, of which 54 were allocated to paclitaxel, and 58 to irinotecan. Median
PFS of paclitaxel or irinotecan group were 3.5 and 2.1 months, respectively [hazard
ratio (HR) 1.27; 95% confidence interval (CI), 0.86-1.88; p¼ 0.234]. Non-inferiority of
irinotecan to paclitaxel was not proven according to the predefined upper margin of
non-inferiority (1.32). Median overall survival (OS) was 8.6 months in the paclitaxel
group, and 7.0 months in the irinotecan group (HR, 1.39; 95% CI, 0.91-2.11;
p¼ 0.126). There was no difference in response rate (p¼ 0.783) between paclitaxel
(15.8%) and irinotecan (13.6%). Among toxicities of� grade 3, neutropenia (11.5%)
was the most common toxicity, followed by peripheral neuropathy (7.7%) in the pacli-
taxel group, and neutropenia (34.5%) followed by nausea, vomiting and anemia (8.6%,
respectively) in the irinotecan group.

Conclusions: Although paclitaxel showed numerically longer PFS and OS compared
with irinotecan, this was statistically insignificant. Both irinotecan and paclitaxel are
valid second-line treatment options in MRGC.

Editorial acknowledgement: This study was partly funded by Boryung Pharmaceutical
and CJ HealthCare Corp. The research was supported in part by the Korean Cancer
Study Group (KCSG) and KCSG data center (Study Number: KCSG ST10-01).

Legal entity responsible for the study: Korean Cancer Study Group (KCSG).

Funding: Boryung Pharmaceutical, CJ HealthCare Corp.

Disclosure: All authors have declared no conflicts of interest.
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gastric cancer according to the level of ascites: A multicenter
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Background: Adding ramucirumab (Ram) to paclitaxel (PTX) improved the overall
survival (OS) in patients with advanced gastric cancer (AGC) in the RAINBOW trial,
which excluded patients with high levels of ascites.

Methods: This retrospective study included patients with AGC who received PTX alone
or PTXþRam as a 2nd-line treatment from Nov. 2013 to Nov. 2016. Selection criteria
were ECOG PS of 0–2, refractory or intolerant to fluoropyrimidines, and no prior use
of taxane or Ram. The level of ascites was classified as low (no or limited to either the
pelvic cavity or upper abdomen) or high (extended from the pelvic cavity to the upper
abdomen). An adjusted HR (aHR) for progression-free survival (PFS) and OS was cal-
culated by a multivariate Cox model that contained variables with p< 0.05 in the uni-
variate analysis to reduce imbalance between both treatments.

Results: Among 305 patients, 201 (PTX/PTXþRam, 115/86) and 104 patients (PTX/
PTXþRam, 63/41) were classified into the low and high ascites groups, respectively.
There were no significant differences in the baseline characteristics between PTX and
PTXþRam in either group, excepting the proportion of patients with PS of 2 (PTX/
PTXþRam, 18/9% and 24/10% in the low and high groups, respectively) and high ALP
levels (PTX/PTXþRam, 36/23% in the low group). The median PFS in PTX/
PTXþRam was 3.0/5.2 months (m) (HR 0.56, 95%CI 0.42–0.75, p< 0.0001; aHR 0.59,
95%CI 0.44–0.79, p¼ 0.0004) in the low group and 2.2/3.5 m (HR 0.61, 95%CI 0.40–
0.92, p¼ 0.02; aHR 0.57, 95%CI 0.42–0.77, p¼ 0.0003) in the high group, and the
median OS was 6.9/10.6 m (HR 0.67, 95%CI 0.48–0.93, p¼ 0.02; aHR 0.69, 95%CI
0.49–0.97, p¼ 0.03) in the low group and 4.8/6.2 m (HR 0.57, 95%CI 0.37–0.88,
p¼ 0.01; aHR 0.64, 95%CI 0.40–0.99, p¼ 0.046) in the high group. The incidence of
febrile neutropenia was not different between PTX (3%) and PTXþRam (3%) in the
low group but was higher in PTXþRam (12%) than in PTX (3%) in the high group.

Conclusions: Our study suggests that adding Ram to PTX may prolong survival in
patients with AGC, regardless of the level of ascites. However, there is a risk of febrile
neutropenia when administering PTXþRam to patients with a high level of ascites.

Legal entity responsible for the study: Shigenori Kadowaki.

Funding: Has not received any funding.

Disclosure: T. Masuishi, N. Boku, K. Muro: Honoraria: Lilly S. Kadowaki: Research
funding: Lilly. All other authors have declared no conflicts of interest.
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gastric cancer: Data derived from a real-world study
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Background: A prospective, multicenter, non-intervention registered study of apatinib
is being conducted in advanced gastric cancer patients (pts). The result of interim anal-
ysis on efficacy and safety was released in ESMO 2017 Congress (695P). Herein, we
mainly aimed to identify pts who benefit from apatinib treatment.

Methods: Pts with advanced or metastatic adenocarcinoma of stomach or gastro-
esophageal junction who received apatinib administration were included in this real
world study. The subgroup analyses were stratified by numbers of metastatic sites,
ECOG PS, dosage of apatinib, and occurrence of adverse events (AEs).

Results: As of January 2018, data on 321 pts were available for final analysis. The
median progression free survival (mPFS) and median overall survival (mOS) were 4.0
mos and 8.2 mos, respectively. 239 pts (74.5%) reported AEs. Main AEs were proteinu-
ria (17.1%), hypertension (15.9%), and hand-foot syndrome (8.7%). As in table, the
mPFS and mOS of pts with�2 metastatic sites were longer than those of pts with>2
metastatic sites (mPFS: p¼ 0.0087, mOS: p¼ 0.0006). For pts with ECOG PS 0, 1, and
�2, the differences among groups were significant (mPFS, p< 0.001; mOS,
p¼ 0.0316). Among different dose groups, dose�500 mg got longer mPFS (p< 0.001)
and mOS (p¼ 0.0059). What’s more, pts who reported proteinuria, hypertension,
hand-foot syndrome, or leukopenia had longer mPFS (ps< 0.05) and mOS (ps< 0.05)
compared with those who didn’t.

Table: 682P Prognostic factors associated with apatinib treatment
n mPFS, mos p mOS, mos p

Metastatic site �2 199 5.0 0.0087 9.1 0.0006

>2 67 4.0 6.6

ECOG PS 0 80 5.7 <0.001 8.7 0.0316

1 168 4.3 8.2

�2 73 3.0 6.6

Dosage, mg 250 111 3.4 <0.001 7.7 0.0059

500 187 4.5 9.5

>500 23 5.0 11.8

Proteinuria No 266 3.6 0.0003 8.0 0.0035

Yes 55 5.6 9.2

Hypertension No 270 3.6 <0.001 8.0 0.0212

Yes 51 6.0 8.8

Hand-foot syndrome No 293 3.8 0.0015 8.0 <0.001

Yes 28 6.2 11.3

Leukopenia No 261 3.5 <0.001 7.7 <0.001

Yes 60 7.3 9.6

Conclusions: The real world study confirms that apatinib is safe and effective for
advanced gastric cancer pts. Factors associated with better prognosis were�2 meta-
static sites, ECOG PS 0/1, dose�500 mg, and occurrence of proteinuria, hypertension,
hand-foot syndrome, or leukopenia.

Clinical trial identification: ChiCTR-OPN-15006601, release date June 11, 2015.

Legal entity responsible for the study: Jiangsu Cancer Hospital.
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