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% SARs occurring during these periods should be
evaluated against the RSl in place at the time for
expedited reporting. However, for the subsequent
DSUR, all SARs in each time period should be re-
evaluated against the RSl in place for the DSUR.

For example, an SAR occurring at the start of the
DSUR #10 reporting period would be evaluated
using the RSl in IB v5 but the SUSAR would be re-
evaluated for DSUR #10 using the RSI in IB v6.

Figure 1. Diagram explaining which reference safety information (RSI) should be used in the Development Safety Update Report (DSUR). Please note SM refers to a

substantial modification.
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