Additional Points for Study #2025-0096

1. Regional Classification for Aim #4
• The study will utilize data on the regions where the multicentric trials were conducted. To assess regional differences in healthcare while maintaining anonymity, the study will categorize these regions broadly by continent. The impact of regional variation on the efficacy and safety of medications in ulcerative colitis will be evaluated accordingly.
2. Primary Endpoints for Outcomes
• The study’s primary outcome endpoints will align with each trial’s respective definition of the induction phase endpoint (8 ± 2 weeks).
• Efficacy Outcomes: The study will use modified Mayo sub scores at the end of the induction phase to define treatment outcomes, as outlined in the protocol’s outcomes section.
• Safety Outcomes: The study will assess safety based on event descriptions related to infection or serious adverse events, without delving into the granularity or specifics of individual events.

