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Supplement figure 1. Consort diagram 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1At	  least	  one	  complete	  cycle	  
2	  Two	  patients	  received	  FC	  cycles	  2-‐8,	  one	  FC	  on	  cycles	  2-‐6	  and	  one	  2-‐4	  
3All	  patients	  were	  included	  in	  the	  main	  intention	  to	  treat	  analysis.	  
A	   complete	   cycle	  was	   classified	  as	   a	   cycle	  which	   included	   at	   least	  one	  dose	  of	  
each	  drug.	  
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Received less than 4 complete cycles (n=35)  
 
Reasons: 

PD      5 
Death      2 
Toxicity     4 
Other Medical Conditions   1 
SD and PI advised change   1 
Phase II (reason not recorded)   14 
No response/lack of efficacy   2 

 
FC only after cycle 1 due to a reaction to R2   4 
R not given cycles 3 and 4 (no reason given) 1 
R only cycle 4 due to low blood counts  1 
 

   Received 4 or more complete cycles (n=146) 
 

 
 

Available for analysis 
(n=184)3 

Available for analysis 
(n=186)3 

Received less than 4 complete cycles (n=44) 
  
Reasons: 

PD     8 
Death     4 
Toxicity    14 
Other Medical Conditions  2 
Phase II (reason not recorded)  14 
Second primary tumour  1 

  Lack of efficacy/response  1 
 
Received 4 or more complete cycles (n=139) 

 
 

♦ Received allocated intervention1  (n=183) 
♦ Did not receive allocated intervention  (n=1) 

• 1 patient was withdrawn (patient’s decision) 

♦ Received allocated intervention1 (n=181) 
♦ Did not receive allocated intervention  (n=5) 

•  4 patients have missing treatment data.  
•  1 had FC (no R): 

 patient was not given R due to a raised 
 lymphocyte count in cycle 1 and stopped 
 treatment due to PD after the first cycle. 
 


