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Abbreviated Drug Review

Drug Product

Finacea® (azelaic acid) Foam 15% (topical) ‘ Indication not funded

Indications

e Topical treatment of inflammatory papules and pustules associated with mild to moderate rosacea

Dosage

e Adults: Apply thin layer twice daily to the entire facial area e Used continuously over 12 weeks

Background

e Rosacea is a common chronic dermatologic disorder characterized by erythematic inflammatory papules and pustules on the facial area
e Effective management includes topical, oral, and/or phototherapy depending on disease severity and adherence to treatment method
e Topical azelaic acid (AzA) is a plant-derived agent thought to modulate the inflammatory response in human keratinocytes through several signaling pathways

Efficacy

e Two double-blind, RCTs of 1362 adult patients with papulopustular rosacea

e Both Studies demonstrated statistically significant difference in the Investigator's Global
Assessment (IGA) score compared to vehicle control at 12 weeks:

Study 1 (n=401)
e |GA success rate 43.4% (AzA) vs. 32.5% (vehicle); p=0.017
e mean inflammatory lesion count (ILC) change: -3.9 (-13.4 AzA vs -9.5 vehicle; p<0.001)

Study 2 (n=961) “clear” or “minima
e |GA success rate 32.0% (AzA) vs. 23.5% (vehicle); odds ratio 1.6; 95% Cl 1.2-2.2, p<0.001
e mean inflammatory lesion count (ILC) change: -2.7 (95% Cl -3.8 to -1.6, p<0.001)

Endpoints:

1) Therapeutic success rate defined as at least a 2-step
improvement from baseline on a 5-point IGA scale (clear,
minimal, mild, moderate, or severe) resulting in score of

IH

2) Nominal change in inflammatory lesion count from
baseline to end of treatment

Safety

Common adverse reactions: Application site: pain (burning, stinging, Contraindications: None

paraesthesia, tenderness) 6.2%, pruritis (2.5%) Precautions: Hypersensitivity, rash and worsening of asthma reported from
postmarketing experience of azelaic acid-containing formulations.

Evidence Gaps/Limitations

No additional studies found to support evidence for use in the treatment of other Oregon Health Plan (OHP) funded conditions or co-morbidities.

Recommendation

Restrict use for OHP-funded conditions through Prior Authorization.
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