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Trials closed to recruitment

ESPAG3(v2)

Professor Neoptolemos and the European Study Group for Pancreatic Cancer (ESPAC) have submittedhe ESPAG
3(v2) two year ductal patient survival analysis as a 'late breaking abstract’' to ASCO 2009. The ESPAG(v2)
study has been running for 9 years with the aim of providing improved survival for patients with resected pan-
creatic cancer. ESPAE3 (v2) compares 5FU/FA vs Gemcitabine to identify if either adjuvant chemotherapy regi-
men was associated with a significantly better survival. It is the largest adjuvant trial ever conducted for pan-
creatic ductal adenocarcinoma.

The 2 year follow -up data lock was on the 10th March 2009 and the analysis was carried out by Deborah Stocken
at the Birmingham Cancer trials unit. The updated abstract including the survival analysis was submitted to
ASCO on the 27th March. The abstract has been provisionally accepted for presentation and we are waiting con-
firmation after submitting the updated abstract. The ASCO conference is to be held in Orlando Florida for 29th
May - 2nd June 2009. Many thanks to all ESPAE3(v2) research sites for all their help and cooperation during the
data collection and data query process prior to the data lock.

The study still has of lot of work still to do and the focus is now to concentrate on collecting patient follow -up
and Quality of Life data ready for the 5 year analysis.

There is a Trial Working Group meeting planned for 14 ™ May, in Frankfurt, with ESPAC members attending the
ASGBI Conference in Glasgow able to join us via teleconference. The agenda for the meeting will be sent out
shortly.

GEMCAP

GEMCAP was a phase lll multicentre randomised clinical trial comparing gemcitabine alone or in combination
with capecitabine for the treatment of patients with advanced pancreatic cancer. The main objective of the
study was to find out if the addition of capecitabine to gemcitabine improved the
survival or quality of life of patients with advanced pancreatic cancer with a primary
endpoint of one-year survival.

GEMCAP was one of the first LCTU trials in pancreatic cancer. This trial is now
closed and the analysis has been carried out. The manuscript has been written and
submitted to the New England Journal of Medicine. We are currently awaiting the
outcome of this review.
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TeloVac Update EUROPAC2
We are delighted to announce that we are about to open our 50 ™ site in EUROPAC2 is a
the TeloVac study and have, so far, recruited 373 subjects into the trial multi -centre,
which represents 33% of total required. This is a tremendous achieve- double blind,
ment and means that the trial is now on target to hit all its key mile- randomised con-
stones. Interim analysis of the trial is due later in the year and feedback trolled trial to
will follow. investigate  the
efficacy of
Monitors are still visiting sites as most of you will know and we are de- ANOTX (vers) 1.2
lighted with the dedication that research staff are applying to the docu- and MGCT (Magnesiocard®) compared to
mentation in the study. placebo in the treatment of pain in pa-
tients with hereditary pancreatitis and
The TeloVac team has been enhanced recently by the arrival of two new idiopathic chronic pancreatitis.
Data Managers; Elisa Salvi and Tony Coffey have joined the
TeloVac team in the last few weeks and will be allocated This trial aims to recruit 240 patients aged
their own sites within the study soon. between 5 -65 years old that have been
diagnosed with HP or ICP. We have cur-
Immunomonitoring has been rolled out to most participating rently recruited 12 Patients within the UK,
sites within the ECMC network. Invitations are open to any taking total recruitment across Europe to
sites not currently involved in the immunomonitoring part of 72. The LCTU is currently looking to open
TeloVac to contact the team should they wish to partici- more centres within the UK, if your hospi-
pate. tal is interested in taking part in the trial
please contact the trials unit for more in-
Once again, thanks to everyone involved in TeloVac for their formation.

time and commitment to the study.

ESPAG4 Update

ESPAE&4 has opened to recruitment at the Royal Liverpool and Broadgreen University Hospital, Yeovil
District Hospital and Clattterbridge Centre for Oncology and the first patient was randomised on the
10" November 2008 and the trial currently has a total of five patients recruited. The Trial Coordinator
would like to thank all the research site staff for the hard work that has gone into setting up the study and
we expect to open many new centres in the coming months. Currently 25 UK sites have ethical approval and
we are waiting on Research Site Agreement and | ocal
cruitment.

ESPAC is an international collaboration and we are working with our international colleagues to open the study across
Europe and worldwide. Professor Lind and his colleagues in Sweden organised and attended a successful ESPA@ study
launch meeting at the Swedish Medical Society, Stockholm, in early February this year and we are planning to open sites
there in the next few weeks. We will also be promoting the study across Europe and the rest of the world seeking new
Investigators to join the ESPAC collaboration. Congratulations to Professor Markus Biichler who has been awarded a grant
from the German Government to con duct the ESPAC 4 trial in Germany.

If you would like more information or would like to take part in ESPAC -4 please contact the Senior Trial Coordinator,
Charlotte Rawcliffe, on +44 (0) 151 794 8932 or by email c.rawcliffe@liv.ac.uk .
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HOPON

HOPON is a two year study looking at hyperbaric oxygen in the prevention of osteoradionecrosis following at risk surgical
procedures on irradiated mandibles in comparison with standard management involving antibiotics and mouthwashes.

There are now 11 patients recruited out of the target number of 50. HOPON is open to recruitment at University Hospital
Aintree, the Royal Liverpool Dental Hospital, Aberdeen Royal Infirmary, Leeds, Yeovil Hospital, Musgrove Park hospital,
Derriford Hospital, University Hospital Birmingham. Research Site Agreements are now being developed between the
Sponsors and other participating sites which will hopefully open to recruitment shortly including North
Manchester General, Manchester Royal I nfirmary, Gl
mouth and London.

For more information contact the Trial Co -ordinator Matthew Bickerstaff on +44 (0) 151 794 8934 or by

email oasis@liv.ac.uk
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