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5.3.10.1  Deaths 
 
A total of 11 patients died over the course of the Pivotal Study S01-01US, as described in 
clinical study report S01-01US (seven in OP-1 Putty group, and four in the autograft group). An 
additional five patients died after S01-01US (four from the OP-1 Putty group and one from the 
autograft group), and could not therefore be enrolled in extension study 06-UPLF-01. Anecdotal 
information regarding the causes of death for these 5 patients was collected during attempts to 
locate and enroll these patients for 06-UPLF-01, and this information has been presented in 
clinical study report 06-UPLF-01. Deaths that occurred during S01-01US or that were 
discovered during attempted enrollment for 06-UPLF-01 are presented by study interval in the 
patient accounting table (Table 6 in section 2), and are summarized in Table 37. No patterns of 
concern emerged with respect to etiology of death, or the time to occurrence post surgery. 
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