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1. INTRODUCTION

This statistical analysis plan (SA P) addendum provides the additional efficacy analyses per the
Food and Drug Administration (FDA) comments on the SAPs of Studies GS-US-417-0301 and
GS-US-417-0303 dated 15 February 2019 (Reference ID: 4391728).

In addition, the following additional analysis through Week 52 will also be provided:

e Low disease activity (LDA) and Remission per Clinical Disease Activity Index (CDAI) and
Simplified Disease Activity Index (SDAI) criteria

e Boolean remission
e Lymphocyte subset counts (TBNK cells)
e Immunoglobulins (Ig) A, G, M, and total Ig level

The detailed statistical methods and data presentations are defined in the original SAP of this
study.
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