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NDA 21152/ S-004 (Cutivate (fluticasone propionate) lotion 0.05%)

1 Regulatory Background

NDA 21152 for Cutivate (fluticasone propionate) Lotion 0.05% was approved on
3/31/2005. The approved indication for Cutivate Lotion is for the relief of the
inflammatory and pruritic manifestations of atopic dermatitis in patients 1 year of age or
older. The approval letter included a postmarketing commitment to conduct a deferred
pediatric study under PREA in subjects aged 3 months to 1 year. The study was to
evaluate the safe th local and systemic, to include laboratory tests) and systemic
exposure. the applicant conducted a HPA

axis suppression study in 56 subjects a
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