ESPAE! Trial

The study is a two arm opefabel, phase llI,
multi-centre randomised control trial.
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The aim of this trial is to compare survival
following resection and either adjuvant
gemcitabine plus capecitabine or gemcit-
abine alone in patients with pancreatic duc-

tal adenocarcinoma.

Treatment

Arm 18 Gemcitabine alone

Gemcitabine 1000mg/n? is given as an i.v. in-
fusion over 30 mins, the lyophilized powder be-
ing diluted in normal saline, will be adminis-

GEM_EITABINE
1000mg/m 3 weeks out of 4
weeks (one cycle) for six cycles
i.e. 24 weeks.

1080 patientswith histologically
proven pancreaticductal
adencarcinomahaving undergone
'curative' resection within 8-10 weeks
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RANDOMISATION
at Liverpool Cancer
Trials Unit
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GEMCITABINE 1000mg/m
day 1, 8 and 15

or six cycles

& CAPECITAQINE
1660mg/m /day

21 days 7 days rest
i.e. 24 weeks
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3- MONTHLY FOLLOW-UP
FROM RANDOMISATION
TO DEATH
Quality of LIFE

tered once a week for three weeks out of every

four weeks (one cycle) for six cycles i.e. 24

weeks.

Time Schedule

Arm 206 Gemcitabine and Capecitabine Therapy
Gemcitabine 1000mg/n®? is given as an i.v. in-
fusion over 30 mins, the lyophilized powder be-
ing diluted in normal saline, This will be admin-
istered on day 1, 8 and 15. Capecitabine
1660mg/m 2/day in two divided doses adminis-
tered orally for 21 day
Treatment will be repeated every 4 weeks for a
total of 24 weeks.

Planned recruitment/finish dates for the trial
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Statistical Considerations

Patients with resected pancreatic ductal adeno-
carcinoma will be randomised between the two

chemotherapy arms.

1080 patients will permit 90% power to detect at
least a 10% absolute improvement in survival

rate at 2 years in the combination group

The primary outcome measure is overall survival
from randomisation.

The secondary outcome measures are:
1. Toxicity;
2. Quality of Life
3. Survival rate at 2 years;

4. Survival rates at 5 years
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I eE3hA@ hopes to recruit globally in a similar way

to ESPAG.
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The LCTU

The Liverpool Cancer Trials Unit works
closely withCancer Research Uk the clini-
cal research of new and existing products for
the treatment of cancer, easing suffering

and improving the quality of life for cancer
patients.

Further Information

Trial Ceordinator:
Charlotte Rawcliffe
c.rawcliffe@liverpool.ac.uk

For more information about pancreatic
cancer or current trials running within the
Liverpool Cancer Trials Uniplease email:

Ictu@liverpool.ac.uk
Or visit the LCTU website:

www.|ctu.org.uk
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EUROPEAN STUDY
GROUP FOR PANCREATIC
CANCERTRIAL 4.

Combination versus
single agent
chemotherapy in
resectable pancreatic
cancer




