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Healthcare Provider Guide

This Healthcare Provider Guide describes the requirements of the NEXPLANON REMS and the responsibilities
of healthcare providers.

What Is the NEXPLANON REMS?

The NEXPLANON Risk Evaluation and Mitigation Strategy (REMS) is required by the U.S. Food and Drug
Administration (FDA) to ensure the benefits of NEXPLANON outweigh its risk of complications due to improper
insertion and removal.

What Are the Requirements of the NEXPLANON REMS for Healthcare Providers?

Note: Only healthcare providers certified in the NEXPLANON REMS can insert and remove NEXPLANON!

To Become Certified 1. Review the following:

o Prescribing Information, including the Instructions for Use
o Healthcare Provider Guide

2. Complete and submit the Healthcare Provider Knowledge
Assessment and the Healthcare Provider Enrollment Form online
at wWwWW.NEXPLANONREMS.com, or fax them to the REMS at
1-833-430-2807.

3. Successfully complete the Didactic Training.

4. Take the in-person practical training provided by Organon and
successfully complete the Competency Checklist.

After Insertion 1. Assess the patient for complications due to insertion and need for
removal of NEXPLANON.

2. Document and submit to the REMS using the Insertion and Removal-
Related Events Documentation Form for patients who experience
complications due to insertion.

After Removal’ 1. Assess the patient for complications due to insertion or removal of
NEXPLANON.

2. Document and submit to the REMS using the Insertion and Removal-
Related Events Documentation Form for patients who experience
complications due to insertion or removal.

At All Times 1. Do not transfer NEXPLANON except to certified healthcare providers.
2. Do not distribute, loan, or sell NEXPLANON.

3. Report complications due to insertion or removal of NEXPLANON
to the REMS using the Insertion and Removal-Related Events
Documentation Form.

To maintain certification to dispense for insertion after any three-year period of inactivity of performing
procedures with NEXPLANON, review the Healthcare Provider Guide and successfully complete the
Healthcare Provider Knowledge Assessment and submit it to the REMS.

See NEXPLANON REMS Resources on Page 2

! Healthcare providers removing NEXPLANON in emergency situations or because of a complicated removal requiring the involvement of a
surgical specialist can remove NEXPLANON regardless of HCP certification status.
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NEXPLANON REMS Resources
The resources below are available for download at www.NEXPLANONREMS.com.

Healthcare Providers

+ Prescribing Information

« Healthcare Provider Guide (this document)

« Healthcare Provider Knowledge Assessment
+ Healthcare Provider Enroliment Form

- Insertion and Removal-Related Events Documentation Form

The following resources will be available post registration on the REMS Website:

- Didactic Training
- In-person Training Slide Deck with Videos

« Competency Checklist

For more information, please visit Wwvw.NEXPLANONREMS.com or contact the NEXPLANON REMS
Coordinating Center at 1-833-NXP-REMS (1-833-697-7367).

Potential insertion and removal-related events (IRREs) must be reported immediately to the
NEXPLANON REMS using the Insertion and Removal-Related Events Documentation Form or by calling
1-833-NXP-REMS (1-833-697-7367).

You are encouraged to report all other adverse events of NEXPLANON to Organon at 1-844-674-3200 or
the FDA at www.fda.gov/medwatch or call 1-800-FDA-1088.

To review complete safety information about NEXPLANON, please refer to the Prescribing Information at
WWW.NEXPLANONREMS.com
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