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Description
Acitretin (Soriatane®) is an aromatic, synthetic retinoid.

FDA approved indication
Soriatane is indicated for the treatment of severe psoriasis in adults.

Policy/Criteria
Provider must submit documentation (which may include office chart notes and lab results)
supporting that member has met all approval criteria

It is the policy of Pennsylvania Health and Wellness ® that Soriatane is medically necessary
when the following criteria are met:

Initial Approval Criteria

A. Psoriasis (must meet all):
1. Diagnosis of psoriasis;
2. Prescribed by or in consultation with a dermatologist;
3. Member must meet one of the following (a or b):

a. Failure of > 8 week trial of phototherapy in combination with methotrexate or
cyclosporine;

b. If contraindication to methotrexate and cyclosporine, AND failure of > 8 weeks of
phototherapy in combination with any one of the following agents: a medium to
high potency steroid, tazarotene, or calcipotriene, unless contraindicated or
clinically significant adverse effects are experienced;

4. Dose does not exceed 50 mg/day (2 capsules/day).
Approval duration: 6 months

B. Other diagnoses/indications
1. Refer to CP.PMN.53 if diagnosis is NOT specifically listed under section 111
(Diagnoses/Indications for which coverage is NOT authorized).

Continued Therapy
A. Psoriasis (must meet all):
1. Currently receiving medication via Pennsylvania Health and Wellness benefit or
member has previously met initial approval criteria or the Continuity of Care policy
(see PA.LTSS.PHAR.01) applies;
2. Documentation of positive response to therapy;
3. If request is for a dose increase, new dose does not exceed 50 mg/day (2
capsules/day).
Approval duration: 12 months

B. Other diagnoses/indications (must meet 1 or 2):
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1. Currently receiving medication via Pennsylvania Health and Wellness benefit and
documentation supports positive response to therapy or the Continuity of Care policy
(see PA.LTSS.PHAR.01) applies.

Approval duration: Duration of request or 12 months (whichever is less); or

2. Refer to CP.PMN.53 if diagnosis is NOT specifically listed under section Il

(Diagnoses/Indications for which coverage is NOT authorized)

Diagnoses/Indications for which coverage is NOT authorized:

A. Non-FDA approved indications, which are not addressed in this policy, unless there is
sufficient documentation of efficacy and safety according to the off label use policy —
CP.PMN.53 or evidence of coverage documents

Appendices/General Information
Appendix A: Abbreviation/Acronym Key
FDA: Food and Drug Administration

Appendix B: Black Box Warning

Soriatane must not be used by females who are pregnant, or who intend to become pregnant
during therapy or at any time for at least 3 years following discontinuation of therapy.
Soriatane can cause hepatotoxicity, including abnormal liver function tests and inflammation
of the liver.

Dosage and Administration

Indication Dosing Regimen Maximum Dose
Severe psoriasis 25 mg to 50 mg per day 50 mg per day

Product Availability
Capsule: 10 mg, 17.5 mg, 25 mg
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Reviews, Revisions, and Approvals

pa health

/ &wellness.

P&T
Approval

Date

implementation 01-01-2020

4Q 2018 annual review: no significant changes; increased 08/18
continued approved from 6 to 12 months; references reviewed

and updated.

3Q 2019 annual review: No changes per Statewide PDL 07/17/19
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