
Screened patients  
(n=218) 

Lipegfilgrastim 6 mg 
(n=101) 

Pegfilgrastim 6 mg 
(n=101) 

Randomized patients  
(n=202) 

Pegfilgrastim 6 mg 
(n=94) 

Withdrawn:                                  3 

• AE:                                             2 
• Consent withdrawn:                   1 

Withdrawn:                                6 

• AE:                                           1 
• Consent withdrawn:                 2 
• Death:                                      1 
• Disease progression:               1 
• Other:                                       1 

Major protocol violations: 7 

• ANC too low (<1.5 x 109/L) 5 
• Important variables  
   missing 2 
• Prohibited rescue  
 medication (G-CSF) 0 
• Too few ANC 
 measurements available 
 in cycle 1 (<6) 2 

Major protocol violations: 7 

• ANC too low (<1.5 x 109/L) 3 
• Important variables  
   missing 4 
• Prohibited rescue  
 medication (G-CSF) 1 
• Too few ANC 
 measurements available 
 in cycle 1 (<6) 4 

Lipegfilgrastim 6 mg 
(n=94) PP 

ITT & Safety 

PK sub-study 
(n=17) 

PK sub-study 
(n=24) PK 


