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Arthritis Advisory Committee (AAC) Meeting
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10903 New Hampshire Avenue, Silver Spring, Maryland
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DRAFT AGENDA

The committee will discuss supplemental new drug application (SNDA) 205832 for nintedanib capsules (drug name
OFEV), sponsored by Boehringer Ingelheim, for the treatment of systemic sclerosis-associated interstitial lung
disease (SSc-ILD). The focus of the discussion will be whether the application provides substantial evidence of
efficacy for the proposed indication.

8:30 a.m.

8:35a.m.

8:40 a.m.

8:50 a.m.

Call to Order and Introduction of
Committee

Conflict of Interest Statement

FDA Introductory Remarks

APPLICANT PRESENTATIONS

Introduction

Systemic Sclerosis-Associated Interstitial
Lung Disease (SSc-1LD) Background and
Unmet Medical Need

Clinical Development Rationale for SSc-ILD

Efficacy of Nintedanib for SSc-ILD

Safety of Nintedanib for SSc-ILD
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SPONSOR PRESENTATIONS (cont.)
Benefit/Risk of Nintedanib for SSc-1LD

Clinical Prospective

Clarifying Questions
BREAK
FDA PRESENTATIONS

Overview of Clinical Program

Statistical Review of Efficacy

Clinical Review of Safety and Benefit-Risk
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Open Public Hearing
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Discussion
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