Report for SOLVED DSMB: Prepared Dec 2011

Part A: Number of Patients | ncluded and Excluded

There have been 140 patients enrolled in SOLVED as of Dec 1, 2011. Target enroliment is 160
patients. Figure 1 presents the overall study status. Figure 2 shows the cumulative enrollment of
patients by month. Table 1 presents the recruitment in the 22 centers who are participating in
SOLVED study, and a month-by-month picture of the recruitment each center has achieved.

Part B: Summary of patient randomization

Table 2 presents the number of patients by fracture type and treatment assignment. 74 patients
were randomized to Treatment A (52.86%) and 66 were randomized to Treatment B (47.14%).
There were 38 open fracturesin total. 18 were randomized to Treatment A (47.37%) and 20 to
Treatment B (52.63%). There were 102 closed fracturesin total. 56 were randomized to
Treatment A (54.9%) and 46 to Treatment B (45.1%).

Part C: Patientslost to follow-up, withdrew consent, in€ligible

Table 3 shows patients with early study exits. 20 of the 140 patients enrolled have exited the
study early (14.29%). 13 patients have been lost to follow-up, 4 subjects were withdrawn from
the study due to non-compliance to follow up and 3 subjects expired before completing the
study.

Part D: Summary of Adverse Events

Table 4a shows the event rates as of Dec 1, 2011. There have been 52 reported Adverse Events
in 35 patients resulting in a 24.32 percent AE rate in Treatment A (N=74), and a 25.75 percent
AE rate for Treatment B (N=66). 24events were definitely not related to the device, 2 were
probably not related, 6 were possibly related, and 20 were definitely related. Descriptions of the
reported Adverse Events are presented in Table 4b.
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