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Safety and efficacy of tacrolimus 0.03% ointment in the treatment of
atopic dermatitis: a randomized, double-blind, placebo controlled

clinical trial
Fs’c1rr1vir.1| Ml_?nsour.i], MD' Background and Aim: Atopic dermatitis (AD) is a chronic,
Aﬁre?oGFirg(s)Cz)Ulr\l/lDz relapsing, pruritic skin disease more common in infancy and
Alireza Khatami, MD, MSPH? childhood. Emollients, topical corticosteroids, and avoidance
2 .. . . .
QZ?LQE?SEO%DMDQ of irritating factors are the mainstay of its treatment, but fear
Reza Chalangari, MD' of side effects has limited the use of topical corticosteroids.
Katalin Martits Cholonsgori, MD' The objective of this study was to evaluate the safety and
Faribroz Sadeghi. MD efficacy of topical tacrolimus 0.03% ointment in the treatment
of AD.

1. Department of Dermatology, Emam

Khomeini Hospital, Tehran University Methods: In this randomized, double-blind, clinical trial, 76
of Medical Sciences, Tehran, Iran.

2. Center for Research and Training in patients with AD older than 2 years were randomly allocated
Skin Diseases and Leprosy, Tehran in two groups and treated with either tacrolimus 0.03%
University of Medical Sciences, Tehran, . .

T, ointment (Abu-Rayhan Co., Iran) or placebo, twice a day for 6

3. Clinical Studies Section, Abu-Raihan weeks. Responses to treatment were compared every 2 weeks

Pharmacentical Co, Tehran, Iran.

using SCORAD.

Results: Twenty-nine patients in tacrolimus group and 26 in
placebo group completed the trial. The reduction in SCORAD
after 2 and 4 weeks in tacrolimus group was significantly
higher than placebo group (P<0/05). The frequency of
treatment-induced pruritus and burning sensation was similar
in both groups but erythema was more observed in the
placebo group (P<0/05).

Conclusion: Tacrolimus 0.03% ointment is more effective
than placebo in the treatment of AD.

Keywords: atopic dermatitis, treatment, corticosteroid,
calcineurin inhibitor
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