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APPENDIX B: SUPPORTING DOCUMENT

Ths REMS Supporting Document should include the following listed sections 1 through 6. If
you are not proposing to include one of the listed elements, the REMS Supporting Document
should simply state that the element is not necessary. Include in section 4 the reason you believe
each of the potential elements you are proposing to include in the REMS is necessary to ensure
that the benefits of the drug outweigh the risks.

1. Table of Contents

2. Background

3. Goals

4. Supporting Inormation on Proposed REMS Elements

a. Additional Potential Elements

i. Medication Guide

ii. Patient Package Insert

iii. Communication Plan

b. Elements to Assure Safe Use, including a statement of how the elements to assure

safe use wil mitigate the observed safety risk

c. Implementation System

d. Timetable for Submission of Assessments of the REMS (for products approved

under an NDA or BLA)

5. REMS Assessment Plan (for products approved under a NDA or BLA)

6. Other Relevant Information




