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& NEWSLETTER LCTU

Liverpool Cancer Trials Unit
of LIVERPOOL 1st Edition December 2006

MERRY CHRISTMAS FROM LIVERPOOL CANCER TRIALS UNIT

Welcome to the first edition of the LCTU newsletter,
This edition introduces the new staff as well as providing up to date information on the
latest trials the LCTU is running

THANKS FROM THE LcTU

GemCap

Just a little message to say thank you to all the sites involved for the extra work
contributed to the retrospective monitoring of GEMCAP. This s a very challeng-
ing but important part of the process. This data will be presented in a high im-

pact academic journal and your continued commitment is veny much appreci- *;L, 1;’ ,r ?,a i
ated. ‘e understand this is wery labour intensive but hopefully with yvour sup- i IE
port this process will be over by the end of January, ﬁ

i, Espac-3 (V2)

“‘;E{f_‘-ﬂ@ This is the highest recruiting international trial into adjuvant chemotherapy in pancre-
. A= atic cancer in the world, Thank you to all the sites who have entered patients onto
{_}i"..,.-fz?i /ﬂvﬂu the Espac-3 trial. The trial has entered a staggering 1488 patients and has reached its
G gkl target. This has been a wonderful effort by each of the participating sites and Emily
i wiould like to thank each of you personally,

TeloVYac r(‘%{ 5
Thanks to everyone involved in the Telovac trial for all the interest and hard T
work wou have putin so far, The study is in final stages of set-up and will be EZnl .o Lf:ffl't\g 5
ready to recruit at the end of January 2007, The enthusiasm ALL have shown o g /;{"- -

ndi

[y

take part in this challenging and potentially ground-breaking trial has been an
inspiration. Enjoy the Christmas break and very best wishes,
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“The priority of the LCTU
is to protect the rights, Bottom Row [L-R]:
safety and well being of all ~ Pau! Thampsan,

: &lison Bates, Emily
| '
cancer PEtlEI‘ItS. Owen, Steve Still,

michelle Mossa

Desizned by Fanl Thompson
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LATEST LCTU TRIAL INFORMATION

GemCap Study

ISRTCHN: 11513444

Opened: July 2002

Closed to recruitment: Jan 2005
Patients recruited: 553

Trial Details

A phase Il multi-centre randomised
clinical trial comparing Gemcitabine
alone ar in combination with Capecit-
abine for the treatment of patients
with advanced pancreatic cancer.

The GEMCAP trial has stopped re-
cruiting and is in the process of ret-
rospective monitoring. Ye're hoping
to hawve complete data lock by the
26™ of  January 2007. The current
state of the monitoring is 189 CRFs.

Espac-3 (v2) Study

Espac-3 Recruitment
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Ductal Closed to recruitment: Dec 2004
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Ampullary: DMC make recommendations Jan ‘07

Patients recruited: 1493
Study Coordinator: Emily Cwen

2006

Ofus & M

The ESPAC-3(w2] trial design evolved from the final analysis of the ESPAC-1
study, and is an Phase |1l clinical trial comparing 5FU and D-L Folinic Acid v
Gemcitabine in resectable Pancreatic Cancer [Ductal]. The Ampullarg/other
arm compares observation v Gemcitabine v 5F U and D-L Folinic Acid

OCzech Rep.

Special Thanks from the
Espac-3 Coordinator Emily
Owren

“Thark wou to Germany,
Lustralia, Mew Zealand and
Canada for being the highest
recruiting international
counfries.

Thank you ta the Christie
Hospital, dManchester; Queen
Elizabeth Hospital, Birming-
ham and the Addenbrookes
hospital Cambridge for being
the highest recruiting cen-
tres in the UK.

&lso, a big thank you to all
the other countries and sites
who haven taken partin the
trial for their valuable con-
tributions and in making this
the highest recruiting inter-
national trial into adjuvant
chernotherapy in pancreatic
cancer in the warld®

Centrally coordinated from the LCTU, this trial has recruited in excess of 1400 patients from more than 150
centres in 17 countries throughout Europe, Australia, Canada, Japan and New Zealand, Accruing more than 30
patients per month, ESPAC-3[v2] reached the target of 1030 patients with Ductal adenocarcinoma on 13th

Cecember 2004,

will continue to be recruited until the next IDSMC meeting in January 2007,

Following recommendations from the IDSMC, patients with Ampullary + other tumour types
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LATEST LCTU TRIAL INFORMATION (Cont...)

TeloVac Study
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Humber of patients
ISRTCHN: 43452138 1.  Gemcitabine and Capecitabine.

Opened: dus to open January 2007
Expected patient recruitment: 1110
Study Coordinator: Julia Yast

This is study is designed as a prospective, phase
I, controlled, open-label, multi-centre, ran-
domised clinical trial comparing, combination
Gemcitabing and Capecitabineg therapy with
concurrent and sequential immunotherapy using
the telomerase vaccine GV 1001 in locally ad-
vanced and metastatic pancreatic cancer.

Patients will be treated until disease progression
and will be subject to follow-up until death.

Europac-2 Study

Due to open: January 2007

Expected Recruitment: 240 [across

2. Gemcitabine and Capecitabine then
sequential GV1001 folowed by further
Gemcitabine for patients where no
progressive disease [PD] was demonstrated
upon the week 8 CT.

3. Concurrent administration of Gemcitabine
and Capecitabing and GY1001,

Target recruitment is 1110 patients [370 within
gach amm).

The Capecitabing will be fully funded by Roche
Pharmaceuticals and will be distributed free of
charge. see BIC paper—for phase I/ full paper
fref: CTN 1-2000 BIC paper.pdf}.

240 patients,
Treatment period: 12 months

roup | Group I Group
UK & Genmany ANTOH oy 1.2 Magnesium Placeho Magnesium
Trial Coordinator: Gemmaelsh Placehbo Magnesium Flaceho ANTOX Placebo ANTOX

EURCPAC 2 iz a multi-centre,
randomised phase |[ll, double blind,
placebo controlled, paralel group,
outpatient study in patients aged

H Oragios

<4 E;

200 F)

5-40 with hereditary Pancreatitis and |diopathic Chronic Pancreatitis and |diopathic Chronic Pan-

creatitis.




Page 4

LCTU STAFF AND CONTACT INFORMATION

LCTU 5taff Structure

Diractar

Frofedsar . MNeoatalernos

4{ Ukt Mamgnr'

Statistics
brE Satrein Tedor-Smit & Susie Dodd

Tral Ca-prdinaters
Ermily Owens Julia West Gemma Welsh

(] O

"

Mz Poula haneh

Ag=aclate Sireatar

-..l.|'||r_+|el la mnssa. —1

Laire Yarst

IT Programmer

Trial Mantars
Carl Henry + 3 TBA

Lata Mamagers

Lata Clerks

Steve Still Alison Bates Phillpa

Wendy Scragg Paul Thampson

Cavay + 2 TRA

Clinical Reszarch Officarz and Resea~ch Practitione-s
Seeme Chauhan and Cetherine Whit tmore

Contact Information

Init Manager— Michelle Moz=a (M. c.mossa@ liverpool, ac, uk)
Ezpac-3ivZ) Coordinator—Emily Cwenle, owen@liverpool ac, uk)
Europac-2 Coordinator—Gemma Welsh{gwelzh@lverpool.ac. uk)

TeloVac Coordinator—Julia West (to be announced)

TeloWac Monitor—Carl Henrylcmbenriigliverpool, ac, uk)
Databaze Developer — Laura Marshil. marsh@liverpoanl.ac.uk)

Data Manager—Stephen Still{ztillz@liverpool ac, uk)
Data Manager—Alison Bates (Alizon, bates@liverpool ac, uk
Data Manager—Phillipa Davey phillipa.davevi@liverpool.ac.uk)

Data Clerk=Wendy ScraggiWendy, s;oragg@liverpool ac, uk)
Data Clerk—Paul Thompzon{Paul thompzon@biverpool,ac,uk)

Clinical Rezsearch Officer—5%eema Chauhan (seema. chauhani@ iverpool. ac.uk)
Rezearch Practitioner—Catherine Whittmore—(THBC)

Semior Statistician—Catrn Tudur-5mith (cat1@bverpoolac.uk]
Trial Statistician—>5uzie Dodd (s.r.dodd@liverpool, ac, uk)

New LCTU Website & Email

Website, wanw . lctu.org. Uk
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Director of LCTU
Professor John Meoptolermos, Division
of Surgery and Oncology, RLUH.

Associate Director of LCTU

ks Paula Ghaneh ,Senior Lecturer in
surgery, Division of Surgery and On-
cology, RLUH.

hssociated Staff

Dr Peter Clark, Consultant in sedical
oncology, Clatterbridge Centre for
oncology, Director of the MCCRN,
Clatterbridze Cancer Research Trust,

Professor of
University of

Professor John Field,
daolecular  Oncology,
Liverpoal.

Mr lain Stinson, Head of Computing
Services Department, University of
Liwverpoal,

Professor Paula ‘Williamson, Directaor
of the Centre for Medical Statistics
and Health Evaluation, The Univer-
sity of Liverpoal,

Consumer lnvolvement

We are looking for people who can
get involved with our cancer research
and the way that our trials are run. If
you have suffered from cancer ar
know of someone that has, and you
waould like to get inwolved please
contact us using the details below,
Wa would be delighted to hear from
yau,

LCTU ADDRESS AND LOCATION

LCTU Address & Tel Mo

Imdus

~ Liverpoal Cancer Trials Unit
% Cancer Research Centre
200 London Road

Liverpoal

L3 9TA

Hospital

Tel. +44 (0] 151 794—8938/ 8937
- Fax. +44 [0] 151 794 - 8930/ 5931





