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INSTRUCTIONS FOR USE

The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular

situation. Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for
treatment and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations.

NPF Medical Necessit

Drugs Affected
Finacea® foam (azelaic acid aerosol 15%)

Finacea® gel (azelaic acid 15%, generics)

MetroCream® (metronidazole cream 0.75%, generics)

MetroGel® (metronidazole gel 1%, generics)

MetroLotion® (metronidazole lotion 0.75%, generics)

Noritate® (metronidazole cream 1% — Valeant)

Rosadan® Kits (metronidazole 0.75% gel or 0.75% cream and Rehyla™ Wash)
Soolantra® (ivermectin cream 1%, generics)

Zilxi™ (minocycline foam 1.5%)

This program has been developed to encourage the use of a Step 1 Product prior to the use of a Step 2 Product.
If the Step Therapy rule is not met for a Step 2 Product at the point of service, coverage will be determined by
the Step Therapy criteria below. All approvals are provided for 1 year in duration.
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Step 1: azelaic acid gel 15%, ivermectin cream 1%, metronidazole cream 0.75%, metronidazole gel 0.75%,
metronidazole gel 1%, metronidazole lotion 0.75%, Rosadan cream, Rosadan gel

Step 2: Finacea foam, Finacea gel, MetroCream, MetroGel, MetroLotion, Noritate cream, Rosadan Cream
Kit, Rosadan Gel Kit, Soolantra, Zilxi

Cigna covers Step 2 agents as medically necessary when the following criteria are met:

1. If the individual has tried one Step 1 Product, approve a Step 2 Product.

Conditions Not Covered

Any other exception is considered not medically necessary.

Overview

Topical metronidazole, topical azelaic acid, topical ivermectin, and Zilxi are all indicated for the treatment of
inflammatory lesions of rosacea.'"'? The topical metronidazole products are available generically as 0.75%
cream, gel, and lotion and 1% gel; as brand Noritate® cream; and as a kit (Rosadan® cream or gel with a
Rehyla™ wash [moisturizing wash]).2® Noritate is also indicated for the treatment of erythema of rosacea.*
Topical azelaic acid 15% is available as a gel (Finacea gel, generics) and a foam (Finacea foam).%1° Topical
ivermectin is only available as a cream (Soolantra, generics) and Zilxi is only available as a foam.1.12

The metronidazole 0.75% products are to be applied twice daily (BID) [morning and evening] and the 1%
products are to be applied once daily (QD).1® Azelaic acid gel 15% and Finacea foam are to be applied BID and
ivermectin cream 1% and Zilxi are to be applied QD.%12

The most common adverse events (AEs) associated with these topical products are local skin-related AEs (e.g.,
skin burning/stinging/tingling, skin irritation, scaling/dry skin/xerosis, and pruritus).1-12

Guidelines/Recommendations

The American Acne & Rosacea Society (AARS) updated guidelines on the management of rosacea in 2019 (Zilxi
is not addressed in the guidelines).'314 A gentle skin care and photoprotection regimen is recommended for all
patients with rosacea. In patients with diffuse centrofacial erythema with papulopustular lesions, treatment
options are topical metronidazole, topical azelaic acid, topical ivermectin, oral tetracyclines, topical alpha
agonists, and oral isotretinoin.

The ROSacea COnsensus (ROSCO) international expert panel, consisting of 17 dermatologists and three
ophthalmologists, released their consensus recommendations in 2017.15 The panel notes first-line therapies for
patients with mild or moderate inflammatory papules/pustules are topical azelaic acid products, topical ivermectin
cream, topical metronidazole products, and oral doxycycline. Recommended therapies for patients with severe
inflammatory papules/pustules are ivermectin cream, oral doxycycline, and oral isotretinoin. Note the ROSCO
panel updated recommendations but there were no new recommendations on treatment options.6
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Type of Revision Summary of Changes Review Date

Annual Revision e Policy name changed from “Topical Products for Inflammatory 02/10/2021

Rosacea Step Therapy” to “Topical Medications for Inflammatory
Rosacea Step Therapy”.
* No criteria changes.

“Cigna Companies” refers to operating subsidiaries of Cigna Corporation. All products and services are provided exclusively by or through
such operating subsidiaries, including Cigna Health and Life Insurance Company, Connecticut General Life Insurance Company, Cigna
Behavioral Health, Inc., Cigna Health Management, Inc., QualCare, Inc., and HMO or service company subsidiaries of Cigna Health
Corporation. The Cigna name, logo, and other Cigna marks are owned by Cigna Intellectual Property, Inc. © 2021 Cigna
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