Otezla (apremilast)/Otezla XR (apremilast extended-release)
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Overview
Otezla (apremilast) and Otezla XR (apremilast extended-release) is an inhibitor of phosphodiesterase 4 (PDE4)
indicated for the treatment of:

e Active psoriatic arthritis

e Plaque psoriasis

e Oral ulcers associated with Behcet’s Disease

Coverage Guidelines

Authorization may be granted for members new to the plan within the past 90 days who are currently receiving
treatment with the requested medication, excluding when the product is obtained as samples or via
manufacturer’s patient assistance programs.

OR

Authorization may be granted when all the following diagnosis-specific criteria have been met:

Plaque psoriasis
1. Diagnosis of plaque psoriasis
2. Member meets ONE of the following criteria:
a. Minimum duration of 4-week trial and failure, contraindication, or intolerance to ONE of the
following topical therapies
i. Corticosteroids (e.g., betamethasone, clobetasol)
ii. Vitamin D analogs (e.g., calcitriol, calcipotriene)
iii. Tazarotene
iv. Calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)
v. Anthralin
vi. Coaltar
b. Member has severe psoriasis that warrants a biologic DMARD as first-line therapy.

Active psoriatic arthritis (PsA)
1. Diagnosis of active psoriatic arthritis
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2. The member meets ONE of the following:

Actively inflamed joints

Dactylitis

Enthesitis

Axial disease

Active skin and/or nail involvement
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Oral ulcers associated with Behcet’s Disease

1.

Diagnosis of active oral ulcers associated with Bechet’s Disease

Continuation of Therapy

Requests for reauthorization for all diagnoses will be approved when the following criteria are met:

1. Documentation is submitted supporting improvement in member’s condition as evidenced by low
disease activity or improvement in signs and symptoms of the condition.
Limitations
1. Initial authorizations and reauthorizations will be granted for 24 months

2. The following quantity limits apply:

Drug Name Quantity Limit
Otezla tablet 2 tablets per day
Otezla XR tablet 1 tablet per day
Otezla starter pack 1 pack per 365 days
Otezla XR starter pack 1 pack per 365 days
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Review History

Reviewed: 02/23/15; 02/22/16 P&T Mtg

Revised: 02/27/17 (adopted SGM & Step); 2/26/18 P&T Mtg; 02/20/19; 9/18/19 (Added oral ulcers associated
with Behcet’s Disease as an indication)

09/16/20 — Reviewed at P&T

05/19/2021 — Reviewed and Updated for May P&T; started and stabilized statement updated for all indications
to say “Authorization may be granted for members new to The plan”; moderate to severe plaque psoriasis
conventional therapy requirements was changed from AND to OR. Effective 08/01/2021.

01/19/2022 — Reviewed and Updated for Jan P&T; Plaque psoriasis indication was expanded from moderate to
severe to all severities of plaque psoriasis. Updated BSA% from at least 5% to at least 3% to align with definition
mild disease as FDA has expanded indication. References updated. Effective 03/01/2022.

09/21/2022 - Reviewed and Updated for Sept P&T; Removed TNF requirement for psoriatic arthritis. Effective
11/01/2022.

7/12/2023 — Reviewed and Updated for July P&T; Removed Appendix B (examples of TNF inhibitors indicated for
PsA)

11/15/2023 — Reviewed and Updated for Nov P&T; Removed TB requirement. Removed Appendix. For Behcet’s
disease — removed requirement of oral colchicine or steroids. For Psoriatic arthritis — added examples of disease
and removed conventional therapy.

3/13/2024 — Reviewed and Updated for March P&T; removed BSA requirement for plaque psoriasis. Effective:
4/1/2024

10/09/2024 — Reviewed and updated for October P&T. Updated reauthorization criteria to align with other
immunomodulators. Effective 1/1/2025.

01/12/2026 — Reviewed and updated for January P&T. Added Otezla XR to the policy. Effective 02/01/2026.
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