
Gastrointestinal Malignancies 265

3519 POSTER
Cost of treating advanced gastric cancer (AGC) with
capecitabine/cisplatin vs. 5-FU/cisplatin regimens: An economic
evaluation from an Italian perspective

G. Giuliani1, A. Falcone2, A. Cirrincione3, L. Garrison4. 1Roche S.p.A.,
Health Economics, Milan, Italy; 2Azienda USL6 of Livorno and University
of Pisa, Oncology, Livorno, Italy; 3F. Hoffmann-La Roche AG, Pharma
Business, Basel, Switzerland; 4University of Washington, Pharmacy,
Seattle, USA

Background: A recent randomised phase III trial of capecitabine/cisplatin
(XP) vs. continuous infusion of 5-FU/cisplatin (FP) as first-line therapy in
patients with AGC met its primary endpoint of non-inferior progression-
free survival (PFS) [Kang et al. ESMO 2006]. There was a trend toward
superior efficacy with XP in terms of both PFS (median 5.6 months for
XP vs. 5.0 months for FP) and response rates. An economic evaluation
was conducted to compare the costs of the two regimens from an Italian
perspective.
Materials and Methods: Direct medical costs during the study period were
estimated from the perspective of the Italian health system. The costs of
the two regimens were estimated based on the trial results on actual dose
and the number of administrations, and unit costs in an Italian setting. The
adverse event (AE) profiles were used to estimate the costs of treating AEs.
An expert panel estimated typical treatment patterns and costs of treating
major AEs. Indirect costs for time and travel for study drug administration
were estimated.
Results: Patients in the XP arm received 5.2 cycles of therapy vs. 4.6
cycles for patients receiving FP. The replacement of infusional 5-FU with
oral capecitabine reduced the number of hospital clinic visits by 17.6
(22.8 for FP vs. 5.2 for XP). Chemotherapy drug costs were estimated
to be €1200 higher in the XP arm, but drug administration costs were
€2900 lower, yielding a net cost saving with XP of €1700 per patient.
The AE profiles were similar: associated costs to treat major (grade 3/4)
AEs were less than €170 per patient and were lower in the XP arm. As a
result of the additional 17.6 visits for infusion of 5-FU, FP patients incurred
substantially greater indirect costs in terms of lost time and travel expenses.
Conclusion: Oral capecitabine benefits AGC patients by reducing the
number of infusion visits and time spent receiving treatment, and would
produce significant direct medical cost savings in an Italian setting. AE
costs are similar with the 2 regimens. Given the trend to superior efficacy,
the projected direct and indirect cost savings, and the convenience of
oral treatment, XP would be considered a dominant (less costly and
more effective) regimen for AGC from both a health system and societal
perspective.
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Background: The REGATE (REgistry of GAstric cancer Treatment
Evaluation) registry is a multicentre, observational study involving >300
investigators in 20 countries, designed to describe the pattern of care in
patients (pts) with newly diagnosed gastric cancer (GC) worldwide from
2004 to 2008.
Materials and Methods: Study centres were selected by two-level
sampling, according to locally available data. Subjects aged �18 years
with newly diagnosed primary GC were enrolled. Data were collected at
the time of diagnosis and 8–10 months after the initial visit.
Results: Present results are based on first visit data from 3118 pts
in 19 countries (cut-off December 2006). End of study data are
available for 1893 pts (Eastern Asia, 28.1%; Latin America, 16.3%;
Middle East/Africa/Indian Peninsula, 22.1%; Russia, 25.0%; Europe, 8.6%).
Diagnosis was by endoscopic examination in 94.0% of pts. Primary tumour

was located in the antrum in 39.7% of pts and in the gastric body in
36.7% of pts. Distribution according AJCC stage I/II, III and IV was 41.6%,
18.1% and 40.3%, respectively, based on the pts’ latest available data.
A lower percentage of stage IV disease was observed in Eastern Asia
(36.5%) and a higher percentage in the Middle East/Africa/Indian Peninsula
(54.2%). Curative surgery was planned for 67.4% of pts but actually took
place in 61.8%. Among pts who did not receive curative surgery, 78.3%
were AJCC stage IV. Most of these pts received palliative/non-curative
therapies only (62.2%) or were not treated (31.6%). Among all pts treated
with surgery ± chemotherapy, surgical interventions were: distal subtotal
gastrectomy (43.2%), total gastrectomy (38.2%), pancreas-preserving
splenectomy (5.6%), proximal subtotal gastrectomy (5.2%) and hemi-
pancreas splenectomy (2.4%). Curative surgery without chemotherapy
was more commonly used in Russia and Eastern Asia than in other
countries, irrespective of AJCC stage (stage I/II, 78.5% and 74.5% vs
27.0%; stage III, 71.2% and 31.5% vs 16.8%; stage IV, 29.2% and 19.6%
vs 4.0%, respectively).
Conclusions: These data indicate that, while surgery is the main
curative strategy for GC worldwide, there are large geographical variations.
In contrast to Europe, surgery alone without adjuvant or neoadjuvant
chemotherapy is common in Russia, regardless of disease stage. In
Eastern Asia, stage I/II disease is generally treated using surgery alone,
with the addition of chemotherapy for stage III disease.
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Prolongation of survival and improvement of performance status (PS)
by chemotherapy in gastrointestinal cancer patients with poor PS
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Background: The prognosis of advanced gastrointestinal cancer patients,
especially those with poor PS, is generally dismal. Needless to say, such
patients are ineligible for participation in clinical studies. However, there are
many patients with poor PS who wish to receive chemotherapy.
Materials and Methods: From June 2000 to February 2007, a total of
559 patients with advanced cancer, including 335 gastrointestinal cancer
patients, were treated by chemotherapy in our hospital. Of these, 116
gastrointestinal cancer patients (gastric 37, colorectal 32, pancreatic 27,
biliary tract 11, esophageal 9) had poor PS (ECOG PS 3: 73 patients, PS 4:
43 patients). Retrospective analysis of these 116 patients was performed.
Results: In 107 patients with at least one measurable lesion, a partial
response according to RECIST criteria was obtained in 15 patients (14.0%).
In 65 patients with ascites (52 patients), pleural effusion (26 patients),
or both (13 patients), 12 of the patients (18.5%) achieved decreased
fluid accumulation. A decline in tumor markers (>25%) was observed in
30 patients. As a result, 38 patients (32.7%, including 10 patients with
PS 4) achieved a tumor response, a decrease in accumulated fluid, or a
decline in tumor markers, which resulted in a survival benefit compared to
the other 78 patients without effect (6.9 months vs. 2.2 months, p < 0.001).
Improvement in PS was seen in 16 patients (13.8%). Alleviation of some
symptoms was observed in 31 out of 104 symptomatic patients (29.8%). A
better response and/or a decline in tumor markers significantly correlated
with alleviation of symptoms and improvement of PS (p < 0.001). One
treatment related death was seen (0.8%).
Conclusions: With regard to response rate, chemotherapy was rarely
effective for patients with advanced gastrointestinal cancer with poor PS.
However, more than a few patients gained a certain survival benefit,
improvement in PS and alleviation of symptoms. Thus, chemotherapy may
be warranted in cases of patients with advanced gastrointestinal cancer
who wish to receive chemotherapy despite the low possibility of response.
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Background: Upper gastrointestinal tract cancers are associated with
increased incidence of TED. Chemotherapy increases this risk however,
the incidence and significance of TED associated with chemotherapy in
this group of malignancies is unclear. We therefore conducted this audit
to determine the incidence of symptomatic and asymptomatic TED in a
population of patients with gastroesophageal cancers.
Method: Data was collected from 283 sequential patients with gastroe-
sophageal carcinoma treated in the Northern Ireland Cancer Centre over a
3 year period (2003–2005). TED was defined as arterial [cerebrovascular
accident (CVA), myocardial infarction (MI), peripheral ischaemia] or venous
[deep venous thrombosis (DVT), pulmonary embolism (PE)]. Diagnosis of
TED was confirmed by appropriate clinical investigation.


