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An Open-Label, Single-Arm, Multicenter Trial of Tacrolimus Ointment 0.1% for the
Treatment of Atopic Dermatitis in the Head and Neck

Hyeong Ho Ryu, M.D., Young Lip Park, M.D.l, Kwang Ho Kim, M.D.z,
Jong Hee Lee, M.D.3, Jung Im Na, M.D.", Soyun Cho, M.D.

Department of Dermatology, Seoul National University Boramae Hospital, Seoul, College of Medicine, Soonchunhyang
Universityl, Bucheon, College of Medicine, Hallym University’, Anyang, Samsung Medical Center, Sungkyunkwan University
School of Medicine’, Seoul, Seoul National University Bundang Hospital’, Seongnam, Korea

Background: Atopic dermatitis (AD) is a chronic or chronically relapsing, inflammatory, pruritic skin disease.
Because tacrolimus ointment does not induce skin atrophy, it is especially indicated in delicate areas such as the
face, intertriginous areas and anogenital region.

Objective: With the aim of investigating the differences between the established clinical guidelines and actual
treatment response, an open-label, non-comparative, multicenter clinical observational study was undertaken.
Methods: One hundred and fifty-three patients with AD in the head and neck area were treated with topical
tacrolimus 0.1% twice daily. Clinical evaluations were conducted at baseline, week 4 and week 8. Efficacy was
assessed through the investigator’s evaluation of the patients’ individual signs (erythema, edema, oozing, excoriation,
scaling, lichenification and fissuring) and symptoms (burning, pruritus and telangiectasia) using a 4-point grading
system. The physician’s and patient’s global assessments and quality of sleep were also evaluated.

Results: Among 153 enrolled patients, 25 (16.3%) were lost to follow-up, and 6 (3.9%) dropped out due to adverse
events, leaving 79.7% of the population who completed the trial. Head and neck dermatitis was improved or cleared
in 93.6% (week 4) and 94.4% (week 8) by physicians and in 92.1% (week 4) and 90.8% (week 8) by patients.
Tacrolimus treatment improved the quality of sleep in head and neck dermatitis patients. Eighty-seven percent of the
subjects were compliant, applying it at least 3 days per week. Burning sensation was the most frequently reported
adverse event, followed by pruritus and aggravation of the lesion.

Conclusion: Tacrolimus ointment 0.1% is a safe and effective treatment option for atopic dermatitis of head and
neck including eyelids. (Korean J Dermatol 2013;51(11):851~ 857)
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Table 1. Rating scale for physician's and patient's global asse-
ssment of clinical response

Physician's and patient's %
global assessment improvement
1 Clearance of lesions 100
2 Greatly improved 70~99
3 Fairly improved 30~69
4 Not improved 0~29
5 Worse <0
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Table 2. Dermographic data of enrolled patients

Total number of enrolled patients, n 153

Sex, n (%)

Male 84 (54.9)
Female 69 (45.1)

Age, (years)

Mean +SD 20.7+£8.3
10~24, n (%) 116 (75.8)
25~35, n (%) 29 (18.9)
36~67, n (%) 8 (5.3)
Institution, n (%)

Hallym University Hospital 53 (34.6)
Seoul National University Boramae Hospital 49 (32.0)
Soonchunhyang University Hospital 30 (19.6)
Seoul National University Bundang Hospital 21 (13.6)
Duration of AD (years)

Mean = SD 129+94
Range 10~67
Medical history, n (%)

Asthma 11 (7.1)
Allergic rhinitis 46 (30.1)
Allergic conjunctivitis 4 (2.6)
Treatment within the last year, n (%)

Low potency topical steroids 66 (43.1)
Moderate potency topical steroids 46 (30.1)
High potency topical steroids 12 (7.8)
Oral cyclosporin 12 (7.8)
Herbal medicine 17 (11.2)
No treatment 31 (20.3)
Aggravating season, n (%)

Spring 20 (13.1)
Summer 46 (30.1)
Autumn 12 (7.8)
Winter 51 (33.3)
No seasonal variation 24 (15.7)
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Score
N
1

[ Baseline 1.84 0.96 0.61 0.79 1.27 1.18 0.46 7.12
] Week4 1.15 05 0.26 046 0.73 0.77 0.19 4.07
] Week8 0.87 0.28 0.21 05 041 05 0.13 28

Fig. 1. Investigator’s assessment of each clinical sign (O=absent,
1=mild, 2=moderate, 3=severe) and total score at baseline, 4
weeks and 8 weeks of treatment (*p<0.05)
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Fig. 4. Difference in the clinical response (>70% impro-
vement in physician’s global assessment) according to active
body skin lesion involvement at week 4
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Table 3. Loss during follow-up

Lost to follow-up Week 4 Week 8 Total
n (%) (n=12) (n=13) (n=25/16.3%)
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Table 4. Frequency of ointment application in patients with
residual lesion

Frequency of application Number (%)

Seoul National University 4 (82 482 8 (16.4)
Boramae Hospital

Soonchunhyang University
Hospital

Hallym University Hospital 5 (9.4) 4 (7.5) 9 (16.9)

Seoul National University 0 (0) 4 (19.0) 4 (19.0)

Bundang Hospital

3 (10.0) 1 (3.3) 4 (13.3)
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7 days/week 24 (22.6)
5~6 days/week 47 (44.3)
3~4 days/week 21 (19.8)
1~2 days/week 11 (10.3)
<1 day/week 3 (2.8)
Total 106 (100)
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Fig. 5. Physician’s and patient’s global assessment in 6 patients who complained of persistent buring sensation
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