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5.3.8.1 Primary Efficacy Measurements – Overall Success 
 
Overall Success at 24 months (with 36+ month retreatment and radiographic data) from 
Pivotal Study S01-01US/Extension Study 06-UPLF-01 
 
The primary efficacy endpoint is the Overall Success rate for the mITT population, in which 
missing data were imputed. Overall success is a composite endpoint consisting of radiographic 
success, improvement in Oswestry Disability Index, absence of retreatment, absence of 
neurological compromise, and absence of serious treatment-related adverse events. Success 
regarding the improvement of ODI, absence of neurological compromise, and absence of serious 
treatment-related adverse events is determined at 24 months from the data collected in the 
original pivotal study, S01-01US. Success regarding radiographic evidence of fusion (presence 
of bone by CT scan, angular motion success and translational movement success by plain films) 
is based on the 36+ months data collected in this study. Results for the primary endpoint of 
Overall Success and for the subcomponents of Overall Success are presented in Table 10. 
 

 
 
In this analysis using retreatment and radiographic data collected at the 36+ month interval 
(where presence of bone was assessed using CT scan rather than plain films), OP-1 Putty 
demonstrated non-inferiority to autograft with regard to the pre-specified primary composite 
endpoint Overall Success. OP-1 Putty achieved 47.2% success and autograft achieved 46.8% 
success (p=0.025). 
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