STEP THERAPY CRITERIA

DRUG CLASS MINOCYCLINE (ORAL) — ACNE ONLY
BRAND NAME
(generic)

MINOLIRA

(minocycline hydrochloride extended-release)

SOLODYN
(minocycline hydrochloride extended-release)

XIMINO
(minocycline hydrochloride extended-release)

Status: CVS Caremark® Criteria
Type: Initial Step Therapy; Post Step Therapy Prior Authorization

POLICY

FDA-APPROVED INDICATION

Minolira

Minolira is indicated to treat the inflammatory lesions of non-nodular moderate to severe acne vulgaris in patients 12 years
of age and older.

Limitations of Use

This formulation of minocycline has not been evaluated in the treatment of infections.

To reduce the development of drug-resistant bacteria as well as to maintain the effectiveness of other antibacterial drugs,
Minolira should be used only as indicated.

Solodyn
Solodyn is indicated to treat only inflammatory lesions of non-nodular moderate to severe acne vulgaris in patients 12
years of age and older.

Limitations of Use

Solodyn did not demonstrate any effect on non-inflammatory acne lesions. Safety of Solodyn has not been established
beyond 12 weeks of use. This formulation of minocycline has not been evaluated in treatment of infections.

To reduce the development of drug-resistant bacteria as well as to maintain the effectiveness of other antibacterial drugs,
Solodyn should be used only as indicated.

Ximino

Ximino is indicated to treat only inflammatory lesions of non-nodular moderate to severe acne vulgaris in patients 12 years
of age and older.

To reduce the development of drug-resistant bacteria as well as to maintain the effectiveness of other antibacterial drugs,
Ximino should be used only as indicated.

Limitations of Use
Ximino did not demonstrate any effect on non-inflammatory acne lesions. Safety of Ximino has not been established
beyond 12 weeks of use. This formulation of minocycline has not been evaluated in the treatment of infections.

Minolira, Solodyn, Ximino ST with Age, Post PA Policy UDR 04-2024.docx

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written
permission from CVS Caremark. This document contains references to brand-name prescription drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers not affiliated with CVS Caremark.

©2024 CVS Health and/or its affiliates. All rights reserved. 106-58428L 021423

1




INITIAL STEP THERAPY*
*Include Rx and OTC products unless otherwise stated.

If the patient is 12 years of age or older AND has filled a prescription for at least a 30-day supply of generic minocycline
immediate-release OR generic doxycycline (immediate-release or delayed-release, not including brand or generic Oracea
or Periostat) within the past 365 days a prescription benefit administered by CVS Caremark, then the requested drug will
be paid under that prescription benefit. If the patient does not meet the initial step therapy criteria, then the claim will reject
with a message indicating that a prior authorization (PA) is required. The prior authorization criteria would then be applied
to requests submitted for evaluation to the PA unit.

COVERAGE CRITERIA

Acne Vulgaris
Authorizat?on may be granted when the requested drug is being prescribed for the treatment of inflammatory lesions of
non-nodular moderate to severe acne vulgaris when ALL of the following criteria are met:
e The patient is 12 years of age or older
e The patient has experienced an intolerance to generic minocycline (immediate-release) due to an adverse event
(examples: rash, nausea, vomiting, anaphylaxis) that is thought to be due to an inactive ingredient and ONE of
the following criteria are met:
o The patient has experienced an inadequate treatment response to generic doxycycline (immediate-
release or delayed-release)
o The patient has experienced an intolerance to generic doxycycline (immediate-release or delayed-
release)

DURATION OF APPROVAL (DOA)
e 526-F: DOA: 12 months
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