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Radix, Aurantii Immaturus Fructus, Schizonepetae Spica, Forsyrhia fructus and
Portulacea Herba Extract on Atopic Dermatitis
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Dept, of Oriental Ophthalmology, Otolaryngology & Dermatology, College of Oriental Medicine, Daejeon University

Abstract

Objectives @ The purpose of this study is to investigate the efficacy of external preparation containing herbal
extract(Sophorae Radix, Aurantii Immaturus Fructus, Schizonepetae Spica, Forsythia fiuctus and Portulacea Herba) on
atopic dermatitis patients,

Methods : A total of 33 patients who visited the Dept, of Ophthalmology, Otolaryngology & Dermatology of Korean
Medicine of Korean Medical hospital of Daejeon university from February 2012 to February 2013 were engaged in this
study, Patients who corresponded the requirements were enrolled in the study. This study shows symptom comparisons
before and after the use of this product, Effectiveness was evaluated through SCORAD(SCORing Atopic Dermatitis) Index,
and the quality of life scale was conducted through Skindex-29.

Results : 1. Comparison of the general changes through SCORAD Index indicated that the experimental group showed
more statistically significant declines than the placebo group after the two-week use,

2. Comparison of changes in intensity criteria(Erythema, Edema, Oozing, Excoriation) through SCORAD Index

indicated that the experimental group showed more statistically significant declines than the placebo group

after the two-week use.
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3. Comparison of changes in subjective symptoms through SCORAD Index indicated that the experimental

group showed no statistically remarkable changes.
4, Comparison of changes in the body parts(Upperlimb) through SCORAD Index indicated the

experimental group showed statistically significant changes after the two-week use.

5. Comparison of the general changes in quality of life through Skindex-29 indicated that the total score

from experimental group showed statistically significant changes after the four-week use,
Conclusions: This study, evaluated through SCORAD Index, indicated that the treatment with the external preparation

containing herbal extract has a statistically marginal significance of efficacy on atopic dermatitis patients in the short term,

Key words ; Atopic dermatitis; External application; SCORAD index; Sophorae Radix; Aurantii Immaturus Fructus;

Schizonepetae Spica; Forsythia fiuctus; Portulacea Herba,
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Table 1. The Ingredient of the External Preparation

Base material(INCI) Content

emulsifier suitable amount

oil-based moisturizer suitable amount

water-based moisturizer(glycerine etc,) suitable amount

ceramide suitable amount

washing ingredient suitable amount

slightly acid soap base suitable amount

citric acid suitable amount

polymer suitable amount

Hexane diol suitable amount
Aurantii Immaturus Fructus extract suitable amount Experiment inclusion
Portulacea Herba extract suitable amount Experiment inclusion
Sophorae Radix extract suitable amount Experiment inclusion
Schizonepetae Spica extract suitable amount Experiment inclusion
Forsythia fructus extract suitable amount Experiment inclusion

flavoring suitable amount

purified water suitable amount

oil suitable amount

stearine suitable amount

preserved agent suitable amount

neutralizing agent suitable amount

Table 2. Process of Clinical Study

Period Screening Treatment
. 1st 2nd 3rd
Visit )
Baseline 2 week 4 week
Subject agreement ¢
Basic information o
research
Examination of
i . O
disease history
Physical examination o
Decision of inclusion / o
exclusion criteria
Visual evaluation 0 0 )
SCORAD index, o o
Skindex-29 assessment
Examination of
O (0] O

adverse event
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Table 3. SCORAD Index

A, Extent Criteria : AREA=SPREAD:-+/100
B. Intensity Criteria

Erythema

: Stage 1/2/3

Edema/papulation : stagel/2/3

Oozing

Excoriation :

: Stage 1/2/3

Stage 1/2/3

Lichenification : Stage 1/2/3

Dryness

: remote area, Stage 1/2/3

C. Subjective symptoms : during the previous days

Pruritus
Insomnia

©0-10
2 0-10

SCORAD Calculation : A/5 + 3.5B + C

Table 4. The Korean Version of Skindex—29
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(p=0.0372), AE 4F IZorE= AF
-1.1240.86  (p(.0001)2] #AE, tixTo

= -0,5610,81 (p=0.0145) o] A4S HJ3 F
g 257 BoME AFEe]  -0,6510.61 T Z+e] AR AT frelde Boltt
(p=0.0004)2] ZAE, tZzTo] -0.1910.54 (p=0.0808)(Table 7).

(p=0.1881) &} 742 WYL F F 7+ A @ gy

A5 27, 45 Folld Algwol 242} 0,59+

Table 5. The Distribution of Sex and Age, SCORAD Index

Control group Experimental group

P-value
n N=16 n N=17
Male, % 2 12,50 9 52,94 .
Sex 0.0138
Female, % 14 87.50 8 47.06
Mean®SD 18 20.81+6,40 17 21.29%10.56 ;
Age 0.8761
Min, Max 18 8, 34 17 9, 51
SCORAD Mean®SD 18 50.88t17.55 17 55.41£17.82 .
0.4672
Index Min, Max 18 24,75 17 21, 87
SCORAD over 40 , % 4 25.00 3 17.65 .
0.6056
Index under 40, % 12 75.00 14 82.35
* t P-value by Chi-square test
t: P-value by independent t-test
Table 6. Change of SCORAD Index
Control Experiment
N=16 N=17 p-value’
Mean®SD
Baseline 50.88%17.55 55.41%17.82
After 2 week 43 81%17.16 40,94%19.08
Difference -7.06+13.65 -14.47+10.49 0.0513
SCORAD +
all 1 1
Index p-value 0.056 {.000
After 4 week 33.88%19.10 30.24%14.93
Difference’ -17.0021.58 -25.18£15,47 0.1765
p-value” 0.0066 {0001

* 1 Compared between groups : p-value by Wilcoxon Rank Sums test

T: After 2 week - baseline

F: Compared within groups : p-value by paired t-test

§ : After 4 week - baseline
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Table 7. Change of SCORAD Index in Intensity Criteria
Bulion o T e
MeantSD Mean£SD
Baseline 1.6310.62 1.8840.86
After 2 week 1.50%0.73 1.24+0.97
Difference 20,1310.72 -0,6510,61 0.0480
Erythema p-value ¥ 0.4973 0.0004
After 4 week 1.19+0.83 0.9410,66
Difference’ -0,4410.89 -0,94+0.75 0.0997
p-value” 0.0686 {.0001
Baseline 1.560.89 1.9410.83
After 2 week 1.3120.79 1.2910.85
Difference -0.2510,58 0.6510.61 0.0809
Edema p-value” 0.1038 0.0004
After 4 week 1.00+0.73 0,7130.69
Difference’ -0,5630.89 -1.2440.83 0.0369
p-value ¥ 0.0235 {,0001
Baseline 1.6940.79 1.94%0.90
After 2 week 1,501+0.82 1.29+0.85
Difference 0,190,54 0,6510.61 0.0372
Oozing p-value™ 0.1881 0.0004
After 4 week 1.1310.89 0.8210.64
Difference’ -0,560,81 -1,1240.86 0.0808
p-value” 0.0145 {.0001
Baseline 1.6940.79 1.7140,77
After 2 week 1.56%0.81 1.12+0.70
Difference -0,1310.50 -0.5940.62 0.0312
Excoriation p-value” 0.3332 0.0012
After 4 week 1.1340.81 0.9410.66
Difference’ -0,5620.73 -0,76+0,90 0.5653
pvalue” 0.0074 0.0030
Baseline 1.88+1.09 1.7140.99
After 2 week 1.75+1.06 1.59+1.00
Difference 20,1310.34 0,1240.49 10000
Lichenification p-value ¥ 0.1639 0.3322
After 4 week 1.44%1.03 1.12+0.78
Difference’ -0,4410,73 -0.59+0.71 0.6464
p-value” 0.0295 0.0036
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Table 7. 7%

Bulution o T e
MeantSD Mean£SD
Baseline 2,500.63 2531051
After 2 week 2.1340.81 2.1240.86
Difference " -0,3810,50 -0,4120,62 1,0000
Dryness p-value ¥ 0.0090 0.0144
After 4 week 1,69£0.87 1.8810.86
Difference’ -0.8140.75 -0.6540.79 0.4948
p-value” 0.0006 0.0037
Baseline 10,9414.01 11,713,992
After 2 week 9.75+4.31 8.65+4.49
Difference’ -1.1942.64 -3.06+2,70 0.0675
Total score p-value” 0.0920 0.0003
After 4 week 7.56+4.52 6.41%3.10
Difference’ -3.3814.15 -5.2913.69 0.1316
pvalue” 0.0053 {.0001
* @ Compared between groups : p-value by Wilcoxon Rank Sums test
T After 2 week - baseline
F: Compared within groups @ p-value by paired t-test
§ : After 4 week - baseline
0.62 (p=0.0012), -0,7610.90 (p=0.0030)2] 7 ) 1=

26

25, Yz 0.1310.50 (p=0.3332),
-0,5610.73 (p=0.0074)2] 745 B F
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A2 BHTHp=0.0312), X8 45 Fori=
T Z FARSE frefgk Alolrt gigit

(Table 7).
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o] 0.4410.73 (p=0.0295)2] THAS X
T gl BAHSE frejgt alelrt
8190tk Table 7).

e

@

A7 27, 47 Folx] Aol A7 041+
0.62 (p=0.0144), -0.6510.79 (p=0.0037)2] 7
25, tz] 47t -0.3810.50 (p=0.0090),
-0.8140.75 (p=0.0006)2] 7122 Hoy F
T Frol| BAESE frefdk Abolrt ek
(Table 7).
o] et Aw

SCORAD Index % 4k, 58, 4=, 24 4
P, "ixs 2Elal Az S e Are
23k B3 Ay} 2|8 253 o= A|EF
o] -3.06+2.70 (p=0.0003)9] A, thzro]
-1,1912.64 (p=0.0920)9] 7HAE B F
ke AR AT freds Bt
(p=0.0675). A5 47 Folrf= Aol -5.29+



W 9 19l

3.69(p(.0001)e] TIAE, thETolM = -3.38E
4.15 (p=0.0053) o] FAE Hov F+ & 7t
o] AN FAKCE frolgk Atol7t gllet
(Table 7).

3) F43& ZA}9] SCORAD Index #7}
T S Vhee, B, 28a Y S

o] FAE olg3tel Eajsleict

(D

)

3)

4)

7hehe

A7 27 ForMe AlFTol -0.94E1.09
(p=0.002602] FAE, tizro] -1.1312.36
(p=0.0762)%] A5 HJo F & Thol|
ofgt Aoz} ISt A\ 47 Fo o=
AT 22591235 (p=0,0003), THET-
-1.7543,15 (p=0.0422)08 RF o=

Tr"]“ﬂ' 7LA._ Eod 01/].
o]7} §IITHTable 8).
il
AR 27, 45 T Aol 77t 1291
1.49 (p=0,0025), -2.352.89 (p=0,0040)2] 72
= B9y thEro] 27} -1.384+2,00 (p=0.0147),
-2,4473.12 (p=0.0069)2] 7HAE Hou; F
T Zbel| frefgk akel7t glitHTable 8).
THA 23] T
A7 27, 47 Folr] Aol A7 2,24+
2.31 (p=0.0010), -4.9414.75 (p=0,0006)2] 7+
A5, tze] 47 -2,5013.97 (p=0,0235),
-4,1915,98 (p=0.0134)2] 7HAE Hov; +
T Zl frejgh atel7} §IITH Table 8).

2 2o 938 4

Hol SCORAD Index 37}

pople) vshe W EHas,

o))

2]

A7 27, 47 Fol Aol 27 -0.24E
0.70 (p=0.1798), -0.36£1.04 (p=0.1759)2]
PAs, T 9 0301131 (p=0.3819),

H1-=)

o

= 4

WA HDE, 0 Sl 3R] I3 918A1Y ofEs] wiRel thet R

)

©)

(4)

A WS G I

-0.45%1.63 (p=0.2883)=
oJ&HA] e¥gtal, F 7P°ﬂ 4?{ 2ol 7} gl
THTable 9).
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Az 27, 47 Folx] Aol A7 -2.86+
7.02 (p=0,1759), -1,5416,31 (p=0,3310)%] 7+

25, YERoA -1.07£2.63  (p=0.1254),
-1.8917.07 (p=0,3021) 9] 742 WA &

SJ3kA] AL, 7 < bl Fofdt Afol7} gid
TKTable 9).

A

As 27 iow Algro]  -1,96+2,32
(p=0.0031)¢] FAE, tix=ro] -0,38+1.40
(p=0.2989)] % é% Boln F o 7k A
o ATl Folgk s HSH
(p=0.0240), A5 47 FolA= Aldwat iz

o] Zkzt -2,92%2 81(p=0.0000), -1.22+2.25
(p=0.0469)9] 745 Hlov} T 7| Afol=
§9J31A] QQITHTable 9).

A

A7 27, 45 Folld AN 247 3,23+
5.19 (p=0,0207), -4.2417.21 (p=0,0276)2] 7+

25, YR -2.8455.20 (p=0.0457),
-3.3146,16 (p=0.0484) ] A5 HGOU

T 7H Aol §-908HA] 99t Table 9).

5) 4l 2 W7t

aro] Ao % 297)) Falo g olEojHa o] = =
A Awrt 7i2s), 71 Awrt 1289, 74 A
F 108802 o]FojA .
) S
A& 27, 47 Foll] AlgelA 247 -1.06+
4,41 (p=0.3368), -2.9414.97 (p=0,0267)] 7
A2E, YR 22065557 (p=0.1591),

4,1915.29 (p=0,0064) o] 7+AS HYo} &
ko] ol 8-9J51A] kK Table 10),

27
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zTolA -3.25+4.85  (p=0,0171),
-6.4419 .47 (p=0.0158) o] 7HAE HYoL}
7+e] AJol= foJahA] YQItHTable 10),

4)

5.62 (p=0.4245), -3.29+8,69 (p=0.1378)] 7+

22, T 4135695 (p=0.0313),
-6.94£10.34(p=0.0170) &] 745 HYo

2he] Aok ol3h) ke Table 10)
Fgh
AR 27, 47 FoI AFTIN 242t 3,94

(3) A= 13.11 (p=0.2330), -11,06+21,18 (p=0,0469)]
AR 27, 45 Folil AFToIN 22t -112¢ 2, ozl 94441543 (p=0.0272),
Table 8, Change of SCORAD Index in Subjective Symptoms
Control Experiment
E;ertj;(;n N=16 N=17 p-value
MeantSD
Baseline 4.6312.31 5.4132.74
After 2 week 3.5041,97 4.47%2.53
Difference " -1.1312,36 -0.94+1.09 0.6146
Pruritus p-value” 0.0762 0.0026
After 4 week 2.88+2.28 2.82+1.98
Defference’ -1.7543.15 -2,50%2.35 0.4194
p-value” 0.0422 0.0003
Baseline 5.0612.05 42913 02
After 2 week 3.0911,54 3.0012.83
Difference " -1,38+2,00 -1,29%1.49 1.0000
Insomnia p-value” 0.0147 0.0025
After 4 week 2.6312.19 1.9411.95
Difference’ 2.441312 2.35+2.89 1.0000
p-value” 0.0069 0.0040
Baseline 9.6913.94 9.71%5.32
After 2 week 7.1912.79 7.4714.99
Difference " -2.50%3.97 2.24+2.31 0.9710
Total p-value” 0.0235 0.0010
After 4 week 5.50+4.10 47613 .54
Difference’ 4.19+5 .98 4,94+4.75 0.6385
p-value” 0.0134 0.0006

* 1 Compared between groups @ p-value by Wilcoxon Rank Sums test
t: After 2 week - baseline

F: Compared within groups

: p-value by paired t-test

§ : After 4 week - baseline

28
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-19.13422,67 (p=0.0042) 2
T g AR A7 2550l freg

Table 9. Change of SCORAD Index in the Body Parts

o] 191« R, MUK, ik, s Wil 20 X3 gAY ofEs] spRdel the

A1

Hl-=

Ao} G A 47

a4 PNE S

25 HtKp=0.0366)(Table 10).

i Control Experiment
Evaluation N=16 N=17 value'
Variable prvaiu
Mean®SD
Baseline 0,76*1.57 0.9740.99
After 2 week 0.4610.76 0.7310,98
Difference " 0.30+1.31 -0,24+0,70 0,5444
Head pvalue” 0.3819 0.1798
After 4 week 0.3140.73 0.61+1.13
Difference’ 0,45+1.63 0.361,04 0.5348
p-value” 0.2883 0.1759
Baseline 5.01£7.73 8.15+10.44
After 2 week 3.94+6.08 5.2018.11
Difference -1.074+2.63 -2.86£7.02 0.9044
Body pvalue” 0.1254 0.1124
After 4 week 3.1244.86 6.6218.27
Difference’ 1.89%7.07 1544631 0.7620
p-value™ 0.3021 0.3310
Baseline 3.07+3.42 5.24%3.36
After 2 week 2.702.77 3.2813.00
Difference ' 0.38+1.40 1.96+2.32 0.0240
Upperlimb p-value™ 0.2989 0.0031
After 4 week 1.8612.04 2.3242.93
Difference’ 1.2242.25 2.9242.81 0.0649
p-value™ 0.0469 0.0006
Baseline 6.7518.29 9.0519,62
After 2 week 3.9215.42 5.82+7.89
Difference 2,84%5.20 -3,23+5.19 0.5815
Lowerlimb p-value” 0.0457 0.0207
After 4 week 3 4415 (7 4,82148 41
Difference’ 3.3146.16 4244721 0.5119
pvalue” 0.0484 0.0276

* 1 Compared between groups :

T After 2 week - baseline

F: Compared within groups @ p-value by paired t-test

§ : After 4 week - baseline

p-value by Wilcoxon Rank Sums test
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Table 10. Change of Skindex—29

Control Experiment
E;ﬁ:ﬁzn N=16 N=17 p-value’
Mean®SD
Baseline 16.6915.11 15.18%7.09
After 2 week 14,63%7.20 14,1246.85
Difference " -2.06£5.57 -1.06+4.41 0.6776
Symptom p-value” 0.1591 0.3368
After 4 week 12,50%7.22 12,24+6,34
Difference’ 4,19%5.29 -2.94+4.97 0.3566
p-value” 0.0064 0.0267
Baseline 15,50%9.80 13.59412.35
After 2 week 12,2519.48 11.82+13.79
Difference -3.2514.85 -1.76+5.13 0.3568
Function pvalue” 0.0171 0.1753
After 4 week 9.06+7.57 8.7619.76
Difference’ 64449 47 4824913 0.0627
p-valu& 0.0158 0.0447
Baseline 19,5618, 44 15.82+11.95
After 2 week 15.44%8.92 14,71£12.27
Difference 4,13+6,95 1124562 0.1983
Emotion p-value”™ 0.0313 0.4245
After 4 week 12.63%8.97 12.53%10.30
Difference’ -6.94+10,34 -3.2948,69 0.1121
p-value” 0.0170 0.1378
Baseline 51.75%20.29 44,59129.63
After 2 week 42.31422.70 40.65131.73
Difference’ 9.44+15.43 -3.94£13.11 0.3041
Total p-value™ 0.2330 0.2330
After 4 week 33.53125.17 33.53%25.17
Difference’ -11.06+21.18 11,06+21.18 0.0366
p—value* 0.0469 0.0469

F: Compared within groups @ p-value by paired t-test
: After 4 week - baseline

* o

T After 2 week - baseline

30

: Compared between groups : p-value by Wilcoxon Rank Sums test
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