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The Therapeutic Efficacy of the Moisturizer APDDR-0801
for Patients with Atopic Dermatitis

Juhee Park, M.D., Kwang Hoon Lee, M.D.l, Jin Wou Kim, M.D.Z,
Young Suck Ro, M.D.3, Cheon Wook Park, M.D.4, Won-Seok Park, M.D.s,
Hyun-Ju Koh, M.D.S, Jeong-Hwan Kim, M.D.s, Seong Jun Seo, M.D.

Department of Dermatology, Chung-Ang University College of Medicine, Severance Hospital, Yonsei University
College of Medicine', Seoul, Uijeongbu St. Mary’s Hospital, The Catholic University of Korea College of Mediciné’,
Uijeongbu, Hanyang University College of Medicine’, Kangnam Sacred Heart Hospital, Hallym University
College of Medicine4, AmorePacific R&D CenterS, Seoul, Korea

Background: The patients with atopic dermatitis (AD) show a defective barrier function of the skin and symptoms
such as xerosis, pruritus and erythematous lesions with increased transepidermal water loss (TEWL). The choice of
topical moisturizer is very significant for AD patients because these symptoms could be relieved by a local
moisturizing agent that strengthens the epidermal barrier function.

Objective: This study was performed to evaluate the effects of the moisturizer APDDR-0801, which contains
physiologic lipid granules (DermaON®), for relieving the symptoms associated with AD.

Methods: 128 patients (17.8+12.1 years) who were suffering from mild to moderate AD topically applied the test
moisturizer twice daily for up to 4 weeks. The treatment efficacy was evaluated by the investigator global
assessment (IGA) score, the eczema area and severity index (EASI) score, the transepidermal water loss (TEWL),
the visual analogue scale (VAS) for pruritus and sleep disturbance, and the level of inflammatory cytokines in the
horny layer of the flexural areas.

Results: The test moisturizer was well-tolerated and 58.6% of the patients achieved clinical improvements (over
moderate) after the application of the test moisturizer for 4 weeks. The significant relief of AD symptoms was
observed from 2 week to 4 week in a time-dependent manner. Significant improvements in the signs and symptoms
of AD were observed at 4 week, such as the EASI score (37.8% improvement), the TEWL (20.3% improvement in
the antecubital fossa lesion), the VAS score for pruritus (26.2% improvement), and VAS score for insomnia (39.7%
improvement).

Conclusion: The moisturizer  APDDR-0801 (Atobarrier Cream®, which contains physiologic lipid granules,
effectively relieved the symptoms associated with AD. (Korean J Dermatol 2010;48(2):93 ~100)
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H<A APDDR-0801 (Atobarrier Cream®, AmorePacific)
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Table 1. Rating grade for investigator global assessment of
clinical response

Investigator global assessment Grade

Worsened greatly
Worsened moderately
Worsened slightly
No change

Improved slightly
Improved moderately
Improved greatly
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(1) Investigator global assessment (IGA): A3
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Table 2. Eczema area and severity index: calculation for
patients 8 years of age and older™

Body region EASI score ™ T

Head/Neck (H) (E4+I14+Ex+L)XAreax0.1

Upper limbs (UL) (E4+I+Ex+L)XAreax0.2
Trunk (T) (E+I+Ex+L)XAreax0.3
Lower limbs (LL) (E+I+Ex+L)XAreax0.4
EASI= Sum of the above 4 body region scores

*For children aged O~7 years, proportionate areas were
head/neck, 20%; upper limbs, 20%; trunk, 30%; and lower
limbs, 30%, TE: erythema; [ induration/population; Ex: ex-
coriation; L: lichenification, TWhere area is defined on a
7-point ordinal scale: O=no eruption; 1=<10%; 2=10~29%;
3=30~49%; 4=50~69%; 5=70~89%; 6=90~ 100%.
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Table 3. Groups for cytokine analysis

Group EASI score No. of patient
1 5~59 49
2 6~6.9 38
3 7~79 11
4 8~8.9 9
5 9~10 19
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1) Investigator global assessment (IGA)
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AR a3E BYEY. X8 A 6.59+0.142] EASI score’}
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(Fig. 1).
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Table 4. Investigator global assessment after application of
Atobarrier® cream

Investigator global

Grade Patients %
assessment

Worsened greatly 1 0 0
Worsened moderately 2 2 1.6
Worsened slightly 3 6 4.7
No change 4 11 8.6
Improved slightly 5 34 26.6
Improved moderately 6 61 47.7
Improved greatly 7 14 10.9
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Fig. 1. Changes of EASI scores. Results presented are the
means + standard error. *p<0.001 vs 0 week and i p<0.001 vs
2 week with paired t-test

TEWL (g/m’/hr)

Owk 2wk 4wk|Owk 2wk 4wk|0Owk 2wk 4wk
Other site

Antecubital fossa| Popliteal fossa

Fig. 2. Changes of transepidermal water loss (TEWL). Results
presented are the means=standard error. *p<0.05, T p<0.01,
Tp<0.001 vs 0 week and §p<0.05, Hp<0.001 vs 2 week
with paired t-test

= Z7F 19.95+1.11, 27.92+3.22, 25.93+5.132 20.3% (p
<0.001), 192% (p<0.05), 16.4%] ML BAE 4 g
ATHFig. 2).

4) EXp FEN A2 U IO CHst VAS JHM

A7 FRHACE e A% 2 FEee A7
T2 243 A 2U%7S BEA ALE 25 4F 5 747
12.6%, 262% BAFHAIL(p<0001), A= 27z}
33.0%, 39.7%7} EHEHJTHp<0.001). wetA, BHG AlF
AFEoZ BA} zkalo] e gte] Ho] fAEE RoR
2= A (Fig. 3).
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Pruritus
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Fig. 3. Changes of visual analogue scale (VAS) on pruritus
and sleep loss. Results presented are the means=standard error.
*p<0.001 vs 0 week and i p<0.001 vs 2 week with Wilcoxon
singed ranks test

E711(IL-1 @, TNF- @ )3} Th-2 W9H-S-(IL-4, IL-5, IL-6,
IL-13) 2 v A=A 9 QAEH IEN- y & At 7
A5 NETI level S ZA ) B HE-9} vl 3] A
%719 7} EASI 2392 2/ 1FNA 47F4 <] Th-2
Y32 uf7fE Interleukino] S7FE AL #&EE 4 9l
Rom, IL-4, IL-62] 3% AA TFNA HEA AL F
o] 22 7.7% (p<0.05), 32.4% (p<0.00)Z oA 7+
2893, IL-59 ASE 3 2T fo5tA 7Aas)
AL, IL-139 Aol F23F 2pol7t AFE A L)
Pro-inflammatory A|E7}Q1 2.2 TNF-«¢ o ¢ I59H=E
= HEERL {3 o5 YRR FAAT, HG
A AR AFE AA TFANM 6.5% (p<0.01) Ak
SAAeRE Fostd o, IL-1a 9 A$E A 1FIA
BEA AHE Fo 33% (p<0.001) FrAske] R 244
=9 NEF £E3 vuE e Fo3 2xS BF
b= ol 8219 A Fe 95 5ol AuEAY
ST FEoloM THAEZ AeidM ®o] wAHE
N-7 = HIHHEESe} 2fol7} gllon, Al A A
& FAgToz ey HEHA LATHTable 5).

off

Hob g ofN

o &

QA ohEAR RS ARE 2Hzo|mAY Fa
R ol AHEE Qou, sdzol=e] 47 A
o te AAY, FAH BAEos Qs L AHEol
24 AFHolck olsh 3 Aol Aol A
%91 calcineurin inhibitorsE A}E3}7| % sy HE oA A
o A8 /14 4 A1 ALE A Y Az AT T
& R4 2 1540 AVIHUA, A2 01 AF
O FEH A (FDA) I A 24| ©]3te] 4, folE o=

I oo



up3=3] ¢): olEN IR $Ale A APDDR-0801 R A|F9 X5 &5 97
Table 5. Changes of cytokine level
0 week 4 week
Cytokine (pg/ml) Group p values
Mean SE Mean SE
IL-1a 1 556.90 40.39 330.56 28.51 0.00
2 511.82 79.74 402.53 114.92 0.0986
3 447.38 5.41 301.36 10.29 0.0301
4 266.58 98.02 117.07 17.45 0.1650
5 383.58 101.94 217.93 35.07 0.1553
Total 482.87 34,98 312.44 0.00 0.00
Non-lesion 295.54 0.00
IL-6 1 0.48 0.05 0.33 0.04 0.0289
2 1.35 0.21 0.94 0.19 0.0911
3 0.31 0.05 0.24 0.00 0.5000
4 0.71 0.13 0.34 0.06 0.0363
5 0.84 0.23 0.20 0.03 0.2437
Total 0.80 0.09 0.49 0.07 0.0009
Non-lesion 0.24 0.00
1IL-4 1 8.77 1.20 7.26 0.28 0.1259
2 7.35 0.31 6.74 0.08 0.0739
3 7.33 0.24 6.58 0.17 0.0337
4 6.29 0.00 6.16 0.09 0.5000
5 7.24 0.26 6.68 0.36 0.0054
Total 7.85 0.49 6.89 0.13 0.0179
Non-lesion 6.55 0.00
TNF- @ 1 2.26 0.05 223 0.05 0.602
2 2.61 0.14 2.24 0.05 0.042
3 243 0.10 2.34 0.05 0.373
4 2.51 0.16 2.50 0.10 0.993
5 3.03 0.35 2.35 0.04 0.091
Total 2.52 0.08 2.29 0.03 0.008
Non-lesion 2.09 0.04
IL-5 1 6.60 0.02 6.70 0.09 0.271
2 6.61 0.02 6.62 0.02 0.614
3 6.62 0.03 6.59 0.03 0.391
4 6.59 0.03 6.62 0.03 0.638
5 6.66 0.02 6.56 0.03 0.045
Total 6.601 0.01 6.64 0.03 0.472
Non-lesion 6.56 0.00
IL-13 1 6.58 0.02 6.56 0.05 0.775
2 6.80 0.18 6.86 0.21 0.439
3 6.59 0.08 6.55 0.13 0.730
4 6.55 0.13 6.52 0.10 0.796
5 6.58 0.08 6.67 0.05 0.465
Total 6.64 0.06 6.66 0.07 0.650
Non-lesion 6.53 0.09
IFN- 7y 1 4.69 0.08 4.62 0.07 0.580
2 461 0.06 4.40 0.06 0.053
3 4.65 0.12 4.65 0.21 0.994
4 4.33 0.11 422 0.12 0.638
5 433 0.13 443 0.11 0.566
Total 4.57 0.05 4.49 0.05 0.227
Non-lesion 4.72 0.14

Total: Group 1~5, Group 1: EASI score 5~5.9, Group 2: EASI score 6~6.9, Group 3: EASI score 7~7.9, Group 4: EASI score
8~8.9, Group 5: EASI score 9~ 10, SE: standard error.
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