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Dear Kim,

To follow-up in regard to your question we discussed via a telecon today, the definition of nin the
tables of the PI would depend on what n is being reported in each table. For example:

For Table 2, n=number of subjects who reported the adverse reaction listed.

For Table 3, n=number of subjects reporting tape irritation.

Please verify that the definitions for n and N are accurate.

Thank you, Betsy
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