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Variable 

Number 

Variable Name Type Label Notes 

1 USI_PatientID character Patient ID 

2 Treatment character Randomized assignment 

3 strat_el_str character Stratum, pre-specified strata 

4 xover numeric Indicates cross over from Experimental to 

Standard Therapy, discontinue ganitumab: 

1 = yes, 0 = no 

Time-dependent 

covariate 

5 efstype numeric EFS event: 1 = any first progression, 2 = SMN, 

3 = Death, 0 = censored 

6 time0_efs numeric time interval start (0) event-free survival (days) 

7 time_efs numeric time interval end event-free survival (days) Corresponds to 

variable time_efs 

in the D1 data 

submission 


