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Efficacy and Safety of Fexofenadine in the Treatment of Pruritus Associated with Eczema

Young Hoon Kim, M.D.l, Joo Yoen Ko, M.D.l, Kee Chan Moon, M.D.Z, Young Min Park, M.D.3, Young Joon Seo,
M.D.4, Jae Hak Yoo, M.D.s, Kwang Hoon Lee, M.D.6, Seung Chul Lee, M.D.7, Ai Young Lee, M.D.s, Seong-Eon
Kim, M.D.}, Ho Sun Jang, M.D.’, Choong Lim Haw, M.D.", Young Suck Ro, M.D.'

Department of Dermatology, College of Medicine, Hanyang Universityl, Asan Medical Center, University of Ulsan
College of Medicine’, The Catholic University of Korea College of Medicine’, Seoul, Chunam National University
College of Medicine’, Daejeon, Kangbuk Samsung Medical Center, Sungkyunkwan University College of Medicine’,
Yonsei University College of Medicine’, Seoul, Chonnam National University College of Medicine’, Gwangju,
Eulji Universtiy College of Medicine®, Seoul, Pusan National University College of Medicine’, Busan,
Kyung Hee University College of Medicine'’, Seoul, Korea

Background: Fexofenadine (Allegra®) is a Hj-receptor selective antihistamine which exhibits consistent efficacy and
safety in the treatment of allergic diseases. We thought that fexofenadine may be useful in treatment of the pruritus
associated with eczema.

Objective: The purpose of this study was to evaluate the efficacy and safety of fexofenadine in the treatment of
pruritus associated with eczema.

Methods: In this study, patients with atopic and allergic contact dermatitis were divided into a group given
fexofenadine 180 mg once daily with topical prednicarbate treatment group or a topical prednicarbate treatment only
group, for 1 week. The primary efficacy parameter was the mean change from baseline in pruritus score, and the
secondary parameters were the mean change in the incidence of scratching, the mean change in visual analogue
scale (0~ 100 mm) of pruritus, and a comparison of patient satisfaction.

Results: 435 patients were included and the mean age was 32.9 years old. The mean pruritus score at baseline was
3.55 point in fexofenadine group and 3.51 point in the control group. Regarding the mean change in pruritus score,
fexofenadine significantly decreased the severity of pruritus compared with the control group (p <0.05). There were
no significant differences in the decrease in the incidence of scratching between the two groups. A decrease in
pruritus levels utilizing visual analogue scale was significant in the fexofenadine group (p<0.05) and patient
satisfaction was significantly higher in the fexofenadine group (p=0.0192). There was no significant difference in the
incidence of adverse events between two groups (p=0.6237).

Conclusion: Fexofenadine administered 180 mg once daily in combination with topical prednicarbate treatment was
effective and well tolerated in this study. (Korean J Dermatol 2008;46(2):151 ~159)

Key Words: Allergic contact dermatitis, Antihistamine, Atopic dermatitis, Eczema, Fexofenadine
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Table 1. Pruritus scores

Scores Pruritus state

4 Very severe, interfering with daily activities

3 Severe, very annoying, substantially interfering
with daily activities

2 Moderate, annoying and troublesome,
may interfere with daily activities

1 Mild, not annoying or troublesome

0 None
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Table 2. Demographic characteristics at baseline

Fexofenadine+ .
. Prednicar-
. . .. prednicarbate . Total

Variables  Statistic . bate oint.

oint. (n=214) (n=435)

(n=221) "

Age (yrs) Mean+SD 32.0+13.4 33.8+13.5 3294134
Sex (M) n (%) 72 (32.6) 86 (40.2) 158 (36.3)
Sex (F) n (%) 149 (67.4) 128 (59.8) 277 (63.7)
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Table 3. Concomitant diseases
Fexofenadine+ .
. Prednicar-
prednicarbate bate oint. Total
oint. (n=214)(%) (n=435)(%)
(n=221)(%)
Dermatologic diseases 36 (16.3) 34 (159) 70 (16.1)
Gastrointestinal diseases 10 (4.5) 11 (5.1) 21 (4.8)
Cardiovascular diseases 9 (4.1) 7 (3.3) 16 (3.7)
Otolaryngologic diseases 5 (2.3) 9 (4.2) 14 (3.2)
Musculoskeletal diseases 7 (3.2) 7 (3.3) 14 (3.2)
Neurologic diseases 2 (0.9) 6 (2.8) 8 (1.8)
Tumor 3 (1.4) 5 (2.3) 8 (1.8)
Endocrinologic diseases 5 (2.3) 2 (0.9) 7 (1.6)
Hemolymphatic diseases 5 (2.3) 2 (0.9) 7 (1.6)
Ophthalmologic diseases 2 (0.9) 2 (0.9) 4 (0.9)
Psychologic diseases 2 (0.9) 2 (0.9) 4 (0.9)
Female genital diseases 0 3 (1.4) 3 (0.7)
Urogenital diseases 1 (0.5) 2 (1) 3 (0.7)
Hereditary diseases 1 (0.5) 1 (0.5) 2 (0.5)
Respiratory diseases 1 (0.5) 1 (0.5) 2 (0.5)
Total 73 (33.0) 69 (322) 142 (32.6)
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Table 4. Concomitant medication

Fexofenadine+ .
Prednicar-

prednicarbate bate oint Total
oint. (n=214)(0/.) (n=435)(%)
(n=221)(%) ’
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Dermatologic drugs 23 (104) 23 (10.7) 46 (10.6) Aol & HolA gk
Gastroint§§tinal and 10 (45 11 (5.1) 21 (48) 5 1% S5M ®7}
hepatobiliary drugs
Cardiovascular drugs 11 (5.0) 7 (3.3) 18 (4.1) A7} e M SES 249 Ao uEl 0~43 0
Musculonervous 11 (5.0) 6 (2.8) 17 (3.9) 2 BE3ld #713L u ]U:‘LLQ Ao X8 A Bt
systemic drugs 3550014 A& F Wi 219902 BT 1367 #ad
AntlblO.UCS . 9 (41) 6 (28) 15 (34) E‘l’g, EH&ELA 7§T ]_;E_‘_ X—] éﬁ 3 1;(‘]01]7\1 Z]E :,5: ‘\—13
Endocrine systemic drugs 5 (2.3) 8 (3.7) 13 (3.0) F 241802 WF 1107 723rAcH Table 5, Fig. 1), A
Allergic and 4(1.8) 209 6 (1.4 et = fedt L AUE s apie >, g 1.
immunologic drugs
Hormones 1 (0.5) 5 (2.3) 6 (1.4) Table 5. Prurit
Respiratory drugs 2009 304 5L able . [Turrus seore
Urologic drugs 0 3(1.4) 3 (0.7) Visit
Vitamins and minerals 2 (0.9) 1 (0.5 3 (0.7) Treatment group n
Otolaryngologic drugs 2 (0.9) 1 (0.5) 3 (0.7) Day 0 Day 8 Change
Chen.lotherapeutlc agents 0 3 (1.4) 3 (0.7) Fexofenadine+ 138 355 290 136
Nutrients 0 1 (0.5) 1 (0.2) .
prednicarbate
Total 46 (20.8) 48 (22.4) 94 (21.6) Prednicarbate 194 3.51 2.41 -1.10
A B
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Fig. 1. Pruritus score (mean) (A) and mean changes in pruritus scores (B) from baseline
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Number of scratching
N
1

0
Day 1|Day 2|Day 3|Day 4 |Day 5|Day 6|Day 7

Fexofenadine| 6.81 | 6.39 | 5.16 | 4.46 | 4.24 | 3.52 | 3.32
Control 552 |6.34 | 567 | 496 | 434 | 3.8 | 3.61

Fig. 2. Number of scratching during day-time (mean)
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Table 6. Overall satisfaction

Table 7. Adverse events

Fexofenadine+

Overall prednicarbate Predn‘lcarbate Total
satisfaction oint. o_mt. (n=380)
(n=187) (n=193)
0 1 (0.5%) 1 (0.5%) 2 (0.5%)
1 11 (5.9%) 23 (11.9%) 34 (9.0%)
2 44 (23.5%) 60 (31.1%) 104 (27.4%)
3 90 (43.1%) 36 (44.6%) 176 (46.3%)
4 41 (21.9%) 23 (11.9%) 64 (16.8%)

o Mo nls) 8 Al-dl VASTF o5k HAaEg e
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Fexofenadine+ Prednicarbate
Study drug . . .
relationshi prednicarbate oint. oint.
P (n=222) (n=211)
Possibly related Fatigue & dizziness (1)
None

Heartburn (1)

Not related Trauma due to accident (1) Urticaria (1)

Total 3/222 1/211
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