APPENDIX C

List of Topics for Labeling
Highlights

Boxed warning

Table of contents

Indications and usage

Device description

Contraindications

Warnings and precautions

Adverse events or reactions

Instructions for use

Use in specific populations

Clinical studies

References

How supplied

Health professional training

Patient counseling and user training

Manufacturer contact information

Date of publication/revision

Dosage

Non-clinical toxicology

Waste disposal

