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Welcome to this special Trials issue of
Outlook.
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As you probably know, all of the
research undertaken by Professor
Dagleish's team is informed by his
clinical work. Clinical trials are a vital
stage in the development of our
laboratory work into new treatments
for patients and if a drug or treatment is unsuccessful at this stage that is
the end of the road. Not surprisingly, clinical trials are incredibly
expensive, so at the ICVI we tend to run good academic Phase I trials only.
If we can demonstrate that the work could become a viable treatment,
then pharmaceutical companies will be encouraged to fund larger trials,
the cost of which will run to many millions of pounds.
In this issue we look at some of the work we are doing on trials, and
introduce you to some of the team involved in their design and
administration. We also meet Shelley Blewett, a patient of Professor
Dalgleish who has enjoyed 12 cancer free years following her
participation on a clinical trial. Shelley was originally given only weeks to
live.
We have calculated that it costs £2,000 per year per patient to take part in
a Phase I trial. As we receive no funds from statutory sources this money
comes entirely from charitable trusts and you our generous supporters.
Thank you, and if you would like to do some fundraising for us we'd love to
hear from you.
Harry Cotterell OBE
Chair of Trustees
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TRIALS SPECIAL
TRIAL OVERVIEW FROM ICVI'S NEWLY APPOINTED SENIOR
LECTURER/CONSULTANT MEDICAL ONCOLOGIST
Hello I am Dr Alberto Fusi, a qualiﬁed medical oncologist, who trained
in Italy at the Istituto Nazionale Tumori in Milan. Thereafter I worked
for 5 years at the Charite` University Hospital in Berlin both as medical
oncologist and lab team leader and at the Christie Hospital in
Manchester as Clinical Fellow. As a clinician I developed a special
interest in cutaneous (relating to the skin) and uveal (relating to the
eye) melanoma . I was involved in the care of the patients and in
national and international clinical trials. As leader of a translational
research lab, I mainly focused my research on the discovery of new
tumour biomarkers with a particular interest in circulating tumour
cells.
My research is at the moment focused on new treatments for
melanoma for patients who did not beneﬁt from standard of care and
on identiﬁcation of new biomarkers for treatment/patient selection in
order to reduce toxicity and maximize clinical beneﬁts.
I have recently been writing a trial protocol aiming to evaluate the
efﬁcacy of the combination of two different immunotherapy drugs,
IMM-101 and Pembrolizumab. These two therapies may work well
when combined and with low toxicity.
Another trial will focus on the possible beneﬁt of IMM-101 in
combination with anti-PD1 in patients not responsive to single agent
immunotherapy. This is a very interesting population of patients as
unfortunately around half of the patients do not beneﬁt from the best
available immunotherapy we have at the moment. It is important to
overcome this intrinsic resistance and to explore other therapeutic

options in this setting.
I am delighted to be receiving funding from the ICVI and am hopeful
that my experience in translational research will be of great beneﬁt to
Prof Dalgleish's team and that I can help to expand the trial portfolio at
the site.

UPDATE ON OUR PROSTATE CANCER TRIAL – THE FIRST YEAR
Prostate cancer is diagnosed in 40,000 men in
the UK each year. Surgery and radiotherapy
are good treatments but can cause problems
with urine leakage and sexual function. In
some men, prostate cancer is found when it is
very small and not aggressive. Such cancers
are often unlikely to cause harm during a
man's lifetime. Therefore, such men can be
managed by an “active surveillance”
approach, where they receive regular blood
tests, scans or biopsies and are treated only if
the cancer is likely to worsen.
Only certain prostate tumours worsen and
need treatment. In men on active surveillance,
it is possible that the body's immune system
could be boosted to destroy cancer cells. This
could stop the cancer from becoming
aggressive, so that men can avoid the side
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effects of surgery and radiotherapy. The
I n s t i t u t e fo r C a n c e r Va c c i n e s a n d
Immunotherapy, in collaboration with the
University College London and University
College Hospital (UCL/UCLH) Prostate
Research Group, will try to determine for the
ﬁrst time if Mycobacterium obuense
injections could beneﬁt patients on active
surveillance for early prostate cancer. This
bacterium, similar to the one causing
tuberculosis, is ﬁrst inactivated and then
injected through the skin in order to stimulate
the immune system.
Testing this new treatment in men with
prostate cancer requires a series of clinical
trials. The ﬁrst step would be to perform a pilot
study in a small number of patients. The
protocol for such a study in 12 men was
devised by the UCL group and was recently
a p p ro v e d b y t h e U C L H S u r g i c a l a n d
Interventional Trials Unit (SITU). This trial will
involve administrations of M. obuense
(otherwise known as IMM 101) as well as
regular blood tests, magnetic resonance
imaging (MRI) scans and a prostate biopsy. It
is hoped that men on active surveillance for
prostate cancer will tolerate the new
treatment and that the tests will conﬁrm that
their immune system has changed and
protects the body against cancer. The trial will
have to be further approved by an ethics
committee before patient recruitment begins.
If it is successful, it will lead to a larger
randomized controlled study that will conﬁrm
IMM 101's efﬁcacy. This could mean that IMM
101 could delay the progression of cancer in

men on active surveillance, thus deferring the
need for more traditional treatments and their
complications.
My name is Vasilis Stavrinides and I have been
working with the UCL group over the last year
with funding from the Institute for Cancer
Vaccines and Immunotherapy. Under the
supervision of Prof Mark Emberton and Miss
Caroline Moore both consultant academic
urologists at UCL and UCLH who are leading
the project and Dr Hayley Whitaker, Head of
the UCL Centre for Molecular Intervention in
Prostate Cancer, I have been working for the
past year to get to the stage of the trial
beginning. I have worked on the design of the
trial, interpreted MRI scans in active
surveillance, and looked at prostate biopsies
and laboratory techniques that will be used to
analyse patient samples during the study. In
addition, I have begun work on prostate biopsy
samples obtained through the UCLH Biobank,
aiming to determine how the immune system
differs from one prostate cancer to the next.
This work will increase our knowledge of how
prostate cancer and the immune system
interact and also help with the interpretation
of the trial ﬁndings. I have initiated the ethical
approval process and hope that the green light
for patient recruitment will begin in the near
future.
The contribution from the Institute for Cancer
Vaccines and Immunotherapy has been
instrumental in the development of this trial
and Professor Dalgleish and his team continue
to be involved in its progress.
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RESEARCH UPDATE FROM PROFESSOR DALGLEISH
EXCITING
TRIAL
RESULTS
PANCREATIC CANCER
We recently published a paper in the British Journal of
Cancer on the result of a pancreatic cancer trial using the
immune modulatory agent, IMM-101, with Gemcitabine.
Since publication there has been an intense interest in this
combination and how we can take this forward. For a long
time we have been aware that patients who have been on this
agent and then relapse tend to respond to other treatments
(including chemo and radio therapy) much better than
expected.
More recently with the advent of the newer, more speciﬁc
antibody therapies, known as the check point inhibitors, we
have seen some very impressive results. Interestingly results
are more dramatic with patients who have been preimmunised with IMM-101. We presented four of these
patients who had a complete response at a recent conference
in the US. There was a great deal of interest and we are

currently talking to two major pharma companies who are
looking at funding further trials. It is very clear that this
activity is not conﬁned to melanoma but extends across
several other tumour types and speciﬁc clinical trials are
now being set up to capture the efﬁcacy of the combinations,
better than either constituent alone.
With all this new activity it is therefore very timely that Dr
Alberto Fusi has been able to join us as a Senior
Lecturer/Consultant Medical Oncologist to be a Principal
Investigator and run these studies. We look forward to
commencing several of them as soon we are able. Obviously,
we will be getting colleagues at other hospitals involved to
obtain meaningful recruitment of patients in the shortest
time. Dr Fusi's post was funded by a very generous supporter
of the work of the ICVI. You can read Dr Fusi's initial report
elsewhere in this edition of Outlook.

GLIOMA (PRIMARY BRAIN CANCER)
For many years we have researched drugs that affect the
immune response, in addition to cancer vaccines. The most
dramatic and effective of these was Lenalidomide, based
around Thalidomide. This drug is now a standard treatment
for multiple myeloma, lymphomas and leukaemia. We are
now looking at other drugs that have similar effects on the
immune response and the environment around the tumour,
and these include low dose Naltrexone (LDN) and

cannabinoids (derived from the cannabis plant). Indeed, our
work on different cannabinoid preparations, which we
published three years ago, has led to a trial to combine it with
standard chemotherapy in patients with glioma. This has
given a positive result, with the ﬁrst of these agents, a drug
called Sativex, to be licensed, showing a better outcome and
survival when added into the standard chemotherapy. This
was only a small study, but justiﬁes further development.

It has become more and more clear that the future of successful treatment of cancer is in combinations and
getting the sequence of different agents in the right order. It is very satisfying that at last we are seeing this
come to fruition. We are also now in a position to be able to guide several new trials in a variety of different
tumour types over the next few years, subject to funding.
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TRIALS SPECIAL
TRIAL ADMINISTRATION
Mary Dunne is a Data Manager funded by
the ICVI to help Professor Dalgleish with
his clinical trial work.
Clinical and scientiﬁc research is highly
regulated for the protection of patients
and research done with human samples
or clinical trials has to go through a
rigorous system of regulatory approval.
Mary provides support for clinicians and
scientists who are involved in this work.
Her job principally involves making
applications for regulatory and ethics

approval and she is involved in preparing
post-approval amendments. She is
involved in trials run at St George's and
also in costing and coordinating
paperwork for larger, multi-centre
studies. Her role provides a single pointof-contact for external sponsors and she
liaises with the Joint Research Ofﬁce at
SGUL to provide paperwork when our
trials are inspected with the Medicines
and Health Regulatory Agency.

SHELLEY BLEWETT TRIAL SUCCESS CASE STUDY
One day in 2006 I felt a lump the size of
a grape on my right side. I knew it would
change everything.
It wasn't the ﬁrst time. Aged 26 I was
diagnosed with a melanoma. Thankfully,
the cancer hadn't spread and the mole
was removed. At each annual check-up I
began to relax. By the time I felt the
lump I'd been cancer free for ﬁfteen
years.
Later, scans showed that the cancer had
spread to my lips, throat, liver and lungs
and doctors told me I had weeks to live.
I had no future. I remember gazing at
my garden and thinking I would never
see it ﬂower again. Then doctors told me
they wanted to try something new.

Professor Dalgleish, whose research is
funded by ICVI, was trialling a then little
known treatment called
immunotherapy. First I was given
chemotherapy to reduce the tumours,
then he put me on a three month course
of immunotherapy where I was injected
three times a week. Miraculously, by
January 2007, scans showed that all the
cancer had gone.
Almost twelve years on I am still
monitored each year but am able to
make plans again and watch my garden
grow! I also got married recently. I am
so grateful to the research carried out by
the ICVI and give thanks every day for
my new life free from cancer.

SYMPOSIUM NEWS
We are working hard to organise our third
International Symposium on Immunotherapy at the
Royal Society on 12-13 May. The event is now gaining
momentum and becoming a popular event for both
researchers and clinicians to attend to learn about
developments in this exciting area of research.
If you know of anyone who might beneﬁt from
attending, please do pass on the website details –
www.icvis.org.uk . We are particularly keen to attract
clinicians to the event.
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FUNDRAISING NEWS
SUE'S CAR BOOT SUCCESS
One of our very loyal supporters, Sue Ellis held a
car boot sale and raised £160 for the ICVI. Sue
said “it was a pleasant experience in warm
sunshine and plenty of punters!”
Huge thanks to Sue. All funds raised go into Sue's
son Steve Ellis's Tribute Fund which is now just
over £39,000 – an amazing achievement.

CHRISTMAS APPEAL
Christmas appeal results: a whopping £27,358 has been raised
including Giftaid. Huge thanks to all who donated. This money will
go towards funding our research team's salaries.

LUCY SANDS TRIBUTE FUND TOPS £90,000!
On November 23rd a Christmas Fair was held at
Chillington Hall, Brewood in Staffordshire. This
beautiful Georgian country house is owned by
Mr & Mrs John Giffard and they very kindly
offered Mrs Liz Sands to run the rafﬂe and cake
stall for the ICVI.
There were thirty stall holders who each
generously donated a prize for the rafﬂe.
The total from the rafﬂe, Christmas cards and
cake stall made a total of £704.60p for the Lucy
Sands Tribute Fund for the ICVI.
Lucy's fund was also boosted by donations from
Carel Bouwens and John and George Matts to hit
£90,000.
What a wonderful achievement, testament to
the hard work of the Sands family, the Bouwens
family and all their friends who have fundraised
tirelessly in memory of Lucy.
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DONATING - PLEASE HELP US FIGHT CANCER TODAY
FundRaising

Standards Board

PERSONAL DETAILS
TITLE:

Ms

Mr

NAME:

Mrs

Other

WHERE DID YOU HEAR ABOUT US?

PLEASE PRINT

ADDRESS:

We would like to keep you in touch with our work. If
you prefer not to receive anything from us please tick
here:

POST CODE:
TELEPHONE/
MOBILE:
EMAIL:

DONATION
One hour of research undertaken by the whole of the research team costs £400 and £2,000 per patient per year for
a trial (this is an average cost, including salaries, consumables and supervision)

£400

£200

£100

£50

£
OTHER

ONE OFF PAYMENT

REGULAR PAYMENT

I enclose a cheque / CAF Voucher made payable to the ICVI

To donate online please go to www.icvi.org.uk
Please tick this box if you wish to receive an acknowledgement
of your donation

PLEASE PAY THE ICVI the amount ticked above yearly (1 payment
annually), each quarter(4 payments), monthly (12 payments)*
until further notice and debit my account:
*please delete as applicable

ACCOUNT NO:
SORT CODE:
STARTING:

IN MEMORY OF (optional):

please allow one
month from today

SIGNATURE(S)

Please treat all donations I make or have made to the ICVI as Gift Aid
donations until further notice

SIGNATURE(S)

DD / MM / YY

DATE

TO THE MANAGER (Bank name and adresss)

DATE

You must pay an amount of income tax and/or capital gains tax equal to the tax we reclaim on
your donations. Please notify us if your address or tax circumstances change and this in no
longer the case.

POST CODE

FOR ICVI USE ONLY
PLEASE COMPLETE AND SEND THIS FORM TO:
ICVI, Unit 15 Abbeville Mews
88 Clapham Park Road
LONDON, SW4 7BX

Recipient Bank details: Pay Barclays Bank plc.
Account Name: The ICVI Sort code: 20-47-34
Account Number: 10088145
Payment Reference:

