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Additional approved granted for lapatinib/capecitabine in 
EU: June 2008 
 
Cerebel was a specific Obligation measure required by CHMP 
 
 The study enrolled the first patient on 14 April 2009. 
 

 Based upon recommendations of the CEREBEL IDMC 
(convened on 6 June 2012), following analysis of the interim 
safety and efficacy data of 475 randomised patients, the study 
was terminated on 11 June 2012 (final analysis 540 pts).  

Milestones…….and the dates 



The protocol was subsequently amended to include 
an independent review of baseline and on-study CNS 

MRI scans to both confirm eligibility as well as 
recurrence, because 39 of the first 199 accrued 

patients showed abnormalities on their baseline MRI 
that could not be adjudicated.  

 

Anotherpoint…. 
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