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Dear Sir/Madam

You have been invited to take part in a clinical trial.  The Doctor that will follow your progress throughout the 
trial is called the 'Principal Investigator'.  This clinical trial has been initiated by the Novartis Pharma 
pharmaceutical company, who are also sponsoring the trial.

Before deciding whether or not to participate in this trial (and before signing and dating the consent form) we 
ask you to carefully read this document.  It will give you all the necessary information about the different 
phases of the trial.  Please do not hesitate to ask the Principal Investigator any questions you may have – he/she 
is there to answer all your queries.  It is, after all, imperative that you fully understand the objectives of the trial 
and the potential benefits, risks and constraints you may experience.  Please take as much time as you need to 
decide whether or not you wish to take part.  You are also welcome to discuss it with you friends, family or GP 
before making your final decision.

CONTEXT / OBJECTIVES OF THE TRIAL

Gastrointestinal stromal tumours are the most common mesenchymal tumours of the digestive tract.  They can 
be found along the whole length of the digestive tract, although they are most common in the stomach and the 
small intestine.  Initial treatment consists of surgical intervention.  However surgery alone does not guarantee 
complete recovery as the risk of re-occurrence is as high as 50% within the first two years, and as high as 90% 
after additional surgery.

Imatinib (commercially known as Glivec) has greatly improved survival rates amongst patients with 
gastrointestinal stromal tumours.
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Nevertheless, the treatment of gastrointestinal stromal tumours still requires more research.  In patients that 
have seen the progression of the disease, despite treatment with the first-line drug Imatinib, or for those who 
demonstrate intolerance to this drug, Sunitinib is currently the only 2nd-line treatment available.  Other than in 
the United States, where a new drug (Regorafenib) has been authorised for use in patients with metatastic or 
advanced gastrointestinal stromal tumours, there is currently no other approved treatment available for the 
disease once treatment with Imatinib and Sunitinib have been shown to be unsuccessful.  There are, therefore, 
important medical reasons why patient profiles, similar to yours, are important for our research.

The objective of this clinical trial is to determine the feasibility of administering Imatinib together with 
BYL719 in patients with advanced gastrointestinal stromal tumours where first and second-line treatments have 
failed.  For patients in the expansion phase no more than three lines of treatment should have been attempted, 
which must have included Imatinib treatment, followed by treatment with Sunitibib.  This will allow researchers
to establish the maximum tolerated dosage and/or the recommended dosage for use in future studies.


