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This document describes the changes in the programs specified in the 408-C-1402 Part 2
statistical analysis plan (SAP) for sensitivity analyses using multiple imputation due to patient
number sparseness at sites. This document is prepared prior to unblinding of the clinical and
programing team and is considered to be a pre-specified, blinded modification algorithm in
case programs fail to execute after unblinding due to sparse data at some sites.

The SAS procedure PROC MI may fail to impute if some sites have too few patients. However, it
is possible that sparseness at site may lead to lack of convergence in other analyses. In the

event data by site is too sparse for a given analysis to execute, the following covariates will be
used in the order listed in place of site:

1. Region (USA/Non-USA) will be used instead of site.

2. If analyses will not execute with region (USA/Non-USA) then no covariates will be used
to replace site.

For pes cavus population, no site or region will be included because there are fewer patients
and few missing values.
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