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Addendum Summary

This is an addendum to the statistical review of STN 125549/17 by Dr. Barbara
Krasnicka dated November 20, 2015. Dr. Krasnicka retired in November 2015 and is not
able to revise her review. Therefore, this addendum is to address a change in
terminology for two Trumenba® dosing schedules referred to in Dr. Krasnicka’s review
as originally proposed by the applicant.

The following revisions of the terminology for the dosing regimens were decided and
finalized since Dr. Krasnicka’s review:
e 3-dose schedule (0, 1-2, and 6 months): referred to as the “accelerated” dosing
schedule in the sBLA and Dr. Krasnicka’s review

e 2-dose schedule (0 and 6 months): referred to as the “standard” dosing schedule
in the sBLA and Dr. Krasnicka’s review.

These revisions were made upon consideration that both schedules reflect 6-month
intervals and therefore were not appropriately referred to as “accelerated” or “standard.”
Thus, in order to be consistent with the current characterization of the schedules, all
references to “accelerated” and “standard” schedules in Dr. Krasnicka’s review should be
replaced with “3-dose” and “2-dose” schedules, respectively.



