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Policy Summary

This policy provides guideline for compliance with FDA approved risk evaluation and mitigation
strategies (REMS) program for Buprenorphine transmucosal products for opioid dependence (BTOD)
medication. This policy also covers medication safety processes to mitigate the risks of accidental
overdose, misuse, and abuse.

Responsibilities
All practitioners

Policy Text i
A. Before treatment initiation (first dose)

1. Use the most current version of FDA REMS, BTOD appropriate use checklist: induction section
or other means (e.g., electronic medical record) to document that the safe use conditions
listed have been completed.

2. If the FDA REMS, BOD appropriate use checklist is used, scan and file to the patient’s
electronic medical record post encounter.

B. During treatment; at the first visit following induction

1. Prescribe a limited amount of medication.

2. Use the most current version of FDA REMS, BTOD Appropriate use checklist: maintenance
section or other means (e.g., electronic medical record) to document that the safe use
conditions listed have been completed.

3. If the FDA REMS, BOD appropriate use checklist is used, scan and file to the patient’s
electronic medical record post encounter.

C. During treatment, at visits scheduled at intervals commensurate with patient stability
1. Use the most current version of FDA REMS, BTOD Appropriate use checklist: maintenance
section or other means (e.g., electronic medical record) to document that the safe use
conditions listed have been completed.
2. If the FDA REMS, BOD appropriate use checklist is used, scan and file to the patient’s
electronic medical record post encounter.
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. Forms/Instructions

Access the most current FDA REMS, BTOD appropriate use checklist weblink:
https://www.accessdata.fda.gov/scripts/cder/rems/index.cfim?event=RemsDetails.page&REMS=9

IV. Related Information
List of BTOD products covers under FDA REMS'i
e Subutex® (buprenorphine) sublingual tablets and generic equivalents.
e Suboxone® (buprenorphine and naloxone) sublingual tablets and sublingual films and generic
equivalents
e Zubsolv® (buprenorphine and naloxone) sublingual tablets
e Bunavail® (buprenorphine and naloxone) buccal films
e Cassipa® (buprenorphine and naloxone) sublingual films
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i FDA approved risk evaluation and mitigation strategies: BTOD summary, US Food and Drug Administration, 2022, May2 (cited
2022, September 7) https://www.accessdata.fda.gov/scripts/cder/rems/index.cfm?event=RemsDetails.page & REMS=9

i FDA approved risk evaluation and mitigation strategies: BTOD, US Food and Drug Administration, 2022, May3 ( cited 2022,
September 7) https://www.accessdata.fda.gov/drugsatfda_docs/rems/BTOD_ 2022 05 03 Prescriber Brochure.pdf
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