WYCVS caremark’

Reference number(s)
5538-E

Initial Step Therapy with Quantity Limit;
Post Step Therapy Prior Authorization
with Quantity Limit
Zoryve

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name Dosage Form

Zoryve roflumilast cream

Zoryve roflumilast foam
Indications

FDA-approved Indications

Zoryve Cream

Plaque Psoriasis
Zoryve cream, 0.3%, is indicated for topical treatment of plaque psoriasis, including intertriginous areas, in
adult and pediatric patients 6 years of age and older.

Atopic Dermatitis
Zoryve cream, 0.15%, is indicated for topical treatment of mild to moderate atopic dermatitis in adult and
pediatric patients 6 years of age and older.
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Zoryve Foam

Seborrheic Dermatitis

Zoryve topical foam, 0.3%, is indicated for the treatment of seborrheic dermatitis in adult and pediatric
patients 9 years of age and older.

Plaque Psoriasis

Zoryve topical foam, 0.3%, is indicated for the treatment of plaque psoriasis of the scalp and body in adult
and pediatric patients 12 years of age and older.

Initial Step Therapy with Quantity Limit

Include Prescription (Rx) and Over-the-counter (OTC) products unless otherwise stated.

Initial Step Therapy For Zoryve (roflumilast) Cream 0.3%

If the patient has filled a prescription for at least a 30-day supply of a topical steroid within the past 180
days under 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.

Initial Step Therapy For Zoryve (roflumilast) Cream 0.15%:

If the patient has filled a prescription for at least a one day supply of a topical calcineurin inhibitor OR a
medium or higher potency topical corticosteroid within the past 180 days (see Table 1) under 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.

Initial Step Therapy For Zoryve (roflumilast) Foam

If the patient has filled a prescription for at least a 30-day supply of a topical ketoconazole (i.e., 2%
shampoo, 2% cream, 2% foam, 2% gel) or a topical ciclopirox (i.e., 0.77% gel, 1% shampoo) product OR a
topical steroid within the past 180 days under 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.
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If the patient meets the initial step therapy criteria, then the initial limit criteria will apply. If the patient is
requesting more than the initial quantity limit the claim will reject with a message indicating that a PA is

required.

Initial Limit Criteria

Limits do not accumulate together; patient is allowed the maximum limit for each drug and strength.

The duration of 25 days is used for a 30-day fill period and 75 days is used for a 90-day fill period to allow

time for refill processing.

Drug 1 Month Limit 3 Month Limit
Zoryve (roflumilast) 0.15%, 0.3% Cream 60 grams / 25 days 180 grams / 75 days
Zoryve (roflumilast) 0.3% Foam 60 grams / 25 days 180 grams / 75 days

Table 1: Examples of Topical Corticosteroids for

Treatment of a Atopic Dermatitis™ %1

Potency

Examples

Medium Potency

¢ betamethasone dipropionate lotion, spray 0.05%

e betamethasone valerate cream/lotion 0.1%/foam 0.12%
¢ clocortolone pivalate cream 0.1%

¢ desonide lotion, ointment 0.05%

e desoximetasone cream 0.05%

¢ fluocinolone acetonide cream/ointment/kit 0.025%

¢ flurandrenolide cream/lotion 0.05%

o fluticasone propionate cream/lotion 0.05%/ointment

0.005%

¢ hydrocortisone valerate cream/ointment 0.2%

¢ mometasone furoate cream/solution 0.1%

¢ prednicarbate cream/ointment 0.1%

e triamcinolone acetonide cream/kit/lotion/ointment 0.1%
¢ triamcinolone acetonide cream/lotion/ointment 0.025%

High Potency

¢ amcinonide cream/ointment/lotion 0.1%
e betamethasone dipropionate cream/ointment 0.05%
e betamethasone dipropionate augmented cream/lotion

0.05%
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Potency Examples

e betamethasone valerate ointment 0.1%

¢ desoximetasone cream/ointment/spray
0.25%/gel/ointment 0.05%

¢ diflorasone diacetate cream 0.05%fluocinonide
cream/emulsified cream/ointment/gel/solution 0.05%

¢ halcinonide cream/solution 0.1%

e mometasone furoate ointment 0.1%

e triamcinolone acetonide aerosol solution 0.147 mg/g

e triamcinolone acetonide cream/ointment 0.5%

Very High Potency ¢ betamethasone dipropionate augmented ointment/gel

0.05%

¢ clobetasol propionate
cream/foam/gel/lotion/ointment/shampoo/solution/spray
0.05%/cream 0.025%

¢ diflorasone diacetate ointment 0.05%

e fluocinonide cream 0.1%

e flurandrenolide tape 4 mcg/cm2

¢ halobetasol propionate cream/kit/lotion/ointment 0.05%

Coverage Criteria

Atopic Dermatitis

Authorization may be granted when the requested drug is being prescribed for the topical treatment of
mild to moderate atopic dermatitis when ALL of the following criteria are met:

The request is for Zoryve (roflumilast) CREAM 0.15%.

The patient is 6 years of age or older.

The patient has experienced an inadequate treatment response, intolerance, or
contraindication to a topical calcineurin inhibitor OR a medium or higher potency topical
corticosteroid.

If additional quantities are being requested, then the requested drug is being prescribed to treat
a body surface area that requires more than 60 grams per month.

Plaque Psoriasis

Authorization may be granted when the requested drug is being prescribed for the topical treatment of
plaque psoriasis when ONE of the following criteria is met:
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e Therequestis for Zoryve (roflumilast) CREAM 0.3% and the patient meets ALL of the following
criteria:
» The patient is 6 years of age or older.
* The patient meets ONE of the following:
¢ The patient has experienced an inadequate treatment response, intolerance, or
contraindication to a topical steroid.
¢ The requested drug will be used on sensitive skin areas (e.g., face, genitals or
skin folds).
» |f additional quantities are being requested, then the requested drug is being prescribed
to treat a body surface area that requires more than 60 grams per month.
e Therequestis for Zoryve (roflumilast) FOAM and the patient meets ALL of the following criteria:
» The patient is 12 years of age or older.
*» The requested drug will be used on the scalp or body.
* The patient meets ONE of the following:
o The patient has experienced an inadequate treatment response, intolerance, or
contraindication to a topical steroid.
e The requested drug will be used on sensitive skin areas (e.g., face, genitals, or
skin folds).
» |f additional quantities are being requested, then the requested drug is being prescribed
to treat a body surface area that requires more than 60 grams per month.

Seborrheic Dermatitis

Authorization may be granted when the requested drug is being prescribed for the topical treatment of
seborrheic dermatitis when ALL of the following criteria are met:

e Therequestis for Zoryve (roflumilast) FOAM.
e The patient is 9 years of age or older.
e The patient meets ONE of the following:

*» The patient is less than 16 years of age.

» The patient has experienced an inadequate treatment response, intolerance, or
contraindication to a topical ketoconazole (i.e., 2% shampoo, 2% cream, 2% foam, 2%
gel) OR a topical ciclopirox (i.e., 0.77% gel, 1% shampoo) product.

¢ |f additional quantities are being requested, then the requested drug is being prescribed to treat
a body surface area that requires more than 60 grams per month.
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Continuation of Therapy

Atopic Dermatitis

Authorization may be granted when the requested drug is being prescribed for the topical treatment of
mild to moderate atopic dermatitis when ALL of the following criteria are met:

e Therequestis for Zoryve (roflumilast) CREAM 0.15%.

e The patient is 6 years of age or older.

¢ The patient has achieved or maintained a positive clinical response as evidenced by
improvement [(e.g., improvement in or resolution of any of the following signs and symptoms:
erythema (redness), edema (swelling), xerosis (dry skin), erosions, excoriations (evidence of
scratching), oozing and crusting, lichenification (epidermal thickening), OR pruritus (itching)].

¢ |f additional quantities are being requested, then the requested drug is being prescribed to treat
a body surface area that requires more than 60 grams per month.

Plague Psoriasis

Authorization may be granted when the requested drug is being prescribed for the topical treatment of
plaque psoriasis when ONE of the following criteria is met:

e Therequestis for Zoryve (roflumilast) CREAM 0.3% and the patient meets ALL of the following
criteria:
*» The patient is 6 years of age or older.
» The patient has achieved or maintained a positive clinical response to the requested
drug (e.g., clear, or almost clear outcome, patient satisfaction, etc.).
» |f additional quantities are being requested, then the requested drug is being prescribed
to treat a body surface area that requires more than 60 grams per month.
e Therequest is for Zoryve (roflumilast) FOAM and the patient meets ALL of the following criteria:
» The patient is 12 years of age or older.
» The patient has achieved or maintained a positive clinical response to the requested
drug (e.g., clear, or almost clear outcome, patient satisfaction, etc.).
» |f additional quantities are being requested, then the requested drug is being prescribed
to treat a body surface area that requires more than 60 grams per month.

Seborrheic Dermatitis

Authorization may be granted when the requested drug is being prescribed for the topical treatment of
seborrheic dermatitis when ALL of the following criteria are met:

e The requestis for Zoryve (roflumilast) FOAM.

e The patient is 9 years of age or older.

e The patient has achieved or maintained a positive clinical response to the requested drug (e.g.,
clear, or almost clear outcome, improvement from baseline, etc.).
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e If additional quantities are being requested, then the requested drug is being prescribed to treat
a body surface area that requires more than 60 grams per month.

Quantity Limits Apply
60 grams per 25 days or 180 grams per 75 days

For body surface areas requiring more than 60 grams per month: 120 grams per 25 days or 360 grams per
75 days.

The duration of 25 days is used for a 30-day fill period and 75 days is used for a 90-day fill period to allow
time for refill processing.

Duration of Approval (DOA)

e 5538-E: Initial therapy DOA: 3 months; Continuation of therapy DOA: 12 months

References

Zoryve Cream [package insert]. Westlake Village, CA: Arcutis Biotherapeutics, Inc.; July 2024.
Zoryve Foam [package insert]. Westlake Village, CA: Arcutis Biotherapeutics, Inc.; May 2025.
Ciclopirox gel [package insert]. Mahwah, NJ: Glenmark Pharmaceuticals Inc., USA; January 2017.
Ciclopirox shampoo [package insert]. Parsippany, NY: Teva Pharmaceuticals; October 2023.
Ketoconazole cream [package insert]. Durham, NC: Encube Ethicals, Inc.; December 2023.
Ketoconazole foam [package insert]. Florham Park, NJ: Xiromed, LLC.; April 2020.

Ketoconazole shampoo [package insert]. South Plainfield, NJ: Cosette Pharmaceuticals, Inc.;

February 2025.

8. Lexicomp Online, AHFS DI (Adult and Pediatric) Online. Waltham, MA: UpToDate, Inc.; 2025.
https://online.lexi.com. Accessed June 3, 2025.

9. Micromedex® (electronic version). Merative, Ann Arbor, Michigan, USA. Available at:
https://www.micromedexsolutions.com/ (cited: 06/03/2025).

10. Elmets CA, Korman NJ, Prater EF, et al. Joint AAD-NPF Guidelines of care for the management and
treatment of psoriasis with topical therapy and alternative medicine modalities for psoriasis
severity measures. J Am Acad Dermatol. 2021; 84(2):432-470.

11. Menter A, Cordoro K, Davis D, et al. Guidelines of care for the management and treatment of
psoriasis in pediatric patients. J Am Acad Dermatol. 2020;82(1):161-201.

12. Eichenfield L, Tom W, Berger T, et al. Guidelines of care for the management of atopic dermatitis:

Section 2. Management and treatment of atopic dermatitis with topical therapies. J Am Acad

Dermatol. 2014;71 (1):116-132.

NoahrMwdb=

Zoryve ST with Limit, Post PA 5538-E PO7-2024 v2.docx © 2025 CVS Caremark. All rights reserved.

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 prescription brand name drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers that are not affiliated with CVS Caremark.

7



Reference number(s)

5538-E

13. U.S. Department of Health & Human Services. Burn Triage and Treatment — Thermal Injuries.
Chemical Hazards Emergency Medical Management. February 12, 2024. Available at:
https://chemm.hhs.gov/burns.htm. Accessed June 3, 2025.

14. Dall'Oglio F, Nasca MR, Gerbino C, et al. An Overview of the Diagnosis and Management of
Seborrheic Dermatitis. Clin Cosmet Investig Dermatol. 2022;15:1537-1548.

15. Desai S, McCormick E, Friedman A, An Up-to-Date Approach to the Management of Seborrheic
Dermatitis. J Drugs Dermatol. 2022;21(12):1373-1374.

16. Clark GW, Pope SM, Jaboori KA. Diagnosis and Treatment of Seborrheic Dermatitis. Am Fam
Physician. 2015;91(3):185-190.

Zoryve ST with Limit, Post PA 5538-E PO7-2024 v2.docx © 2025 CVS Caremark. All rights reserved.

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 prescription brand name drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers that are not affiliated with CVS Caremark.

8



	Initial Step Therapy with Quantity Limit; Post Step Therapy Prior Authorization with Quantity LimitZoryve
	Products Referenced by this Document
	Indications
	FDA-approved Indications
	Zoryve Cream
	Plaque Psoriasis
	Atopic Dermatitis

	Zoryve Foam
	Seborrheic Dermatitis
	Plaque Psoriasis



	Initial Step Therapy with Quantity Limit
	Initial Step Therapy For Zoryve (roflumilast) Cream 0.3%
	Initial Step Therapy For Zoryve (roflumilast) Cream 0.15%:
	Initial Step Therapy For Zoryve (roflumilast) Foam

	Initial Limit Criteria
	Table 1: Examples of Topical Corticosteroids for Treatment of a Atopic Dermatitis7,8,11
	Coverage Criteria
	Atopic Dermatitis
	Plaque Psoriasis
	Seborrheic Dermatitis

	Continuation of Therapy
	Atopic Dermatitis
	Plaque Psoriasis
	Seborrheic Dermatitis

	Quantity Limits Apply
	Duration of Approval (DOA)
	References


