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Evaluate efficacy of fermented soybean(Bio-Peptone)cream in pruritus :
Randomized, double-blinded, placebo-controlled, parallel-group dlinical experiment study
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Abstract

Objectives : The authors conducted randomized, Double-blinded, and placebo-controlled parallel-group clinical
experiment study to evaluate efficacy of fermented soybean(Bio-Peptone)cream in pruritus.

Methods : The research had been conducted for 4 months from the date of IRB approval(May 26 in 2017) to
Sept 2017. The experiment started by randomly distributing 25 subjects with pruritus into experimental group
and control group, respectively. The experimental group applied fermented soybean(Bio-Peptone)cream twice a
day, in the morning and evening, for one week on itchy area. The effect of the product was evaluated by
comparing the PSS(Patient subjective score), moisture level by measuring skin moisture content(Corneometer) and
transepidermal water loss(Tewameter), and the Korean version of Skindex-29(index of quality of life
improvement) before applying the cream, after applying the cream for one week and after stop applying the
cream for one week. The control group conducted identical experiment with the experimental group, except the
control group applied placebo instead of the fermented soybean(Bio-Peptone)cream.

Results : Pruritus, criterion of the first validation testing, indicates fermented soybean(Bio-Peptone)cream tend
to reduce pruritus compare to placebo, although the result is not statistically noticeable. Significant difference in
reduction of prutitus, the second validation test was not discovered in both groups. Corneometer and life quality
tend to be improved with soy cream than placebo, but not statistically effective and both groups did not show
any difference in terms of Tewameter measurement.
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Conclusions : The result of clinical experiment didn't prove that the fermented soybean(Bio-Peptone)cream is

more effective in reducing pruritus than placebo, statistically. The clinical use of soybean product for pruritus

requires further studies to be verified.

Key words : Pruritus, Clinical experiment, Soy, Placebo, Randomize
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Table 1. The composition of Soy cream and Placebo controlled cream

Material placebo controlled cream(%) soy cream(%)

Water 55.5 - 853 45.5-84.3
Plant Oil 10 - 20 10 - 20
Cetearyl Olivate 2-5 2-5
Sorbitan  Olivate 1-3 1-3
Cetearyl Alcohol 1-5 1-5

Glycerin 0.5-10 05 -10
1,2-Hexanediol 01-1 01-1

Caprylyl Glycol 0.1-05 0.1-05
Bio-Peptone(soy peptide) - 1-10
Total 100.0 100.0
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1) 7154 37}t

K& AaE(Bio-Peptone)Zd AHldt 9okad
A 39 =X Al H S 7|-X]9] WAl
Aole EAHOE AHal7] Folol T-testS ALgalod
594 492 ANt

PSS9} Corneometer, Tewameter, Skindex-299]
BE ol F 2 o] BAH0R $253t Ao} ¢
AtHTable 4).

2) KE ¥aE(Bio-Peptone)dH AT+

KE HaE(Bio-Peptone)ZH A+ 2429 |4
3 BrhasEd] tishA T 15 7, BX FE 15

b5 S BRI AR 2tk 5 237104 71A3] ZFe A3t BAsEKwithin-
Table 3. General characteristic of subject
Soy cream group Placebo cream group p-value
Male 9 11 0.564
Gender
Female 16 14 0.564
19-29 15 14 0.774
Age 30-39 6 0.123
40-49 2 0.0657
50 1 0.297
p<0.05 *

a) Chi-Square test
b) Computed only for a 2x2 table
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group difference)& 74510 Paired T-testE A
SHICh
PSS, Skindex-29 total Skindex-29
conversion score’} baseline 8] & 15 & T3E
T 15 FoA &2 02 FORE ae] WslE W
Fofst

score,

11, Corneometer(2parthe =X 15 o9k
A Z71HTable 5).

Table 4. Analysis of Homogeneity at baseline

3) AFad A+

ek d At Z47te] fa4 B7pHSE] HisiA
TX 15 & BX S 15 3 SHG0IA 71AA] g
< ARt Yl within-group difference)& &7
5] Paired T-testS AAlHTE

PSS,  Skindex-29 Skindex-29

conversion score’} baseline tH] X 15 & EX

total  score,

Variable Soy cream group Placebo cream group p-value
PSS 4.92+0.909 492+1.222 0.675
Corneometer(1part) 52.58+18.301 45.47+20.567 0.731
Corneometer(2part) 50.67+20.757 44.97+20.177 0.850
Tewameter(1 part) 11.48+9.398 10.65+8.052 0.557
Tewameter(2part) 11.43+9.775 11.16£8.539 0.643
Skindex-29 total score 57.20+£13.185 62.40+18.428 0.102
Skindex-29 conversion score 3.93+0.909 4.30+1.2691 0.117
p<0.05*
a) T-test
b) Data expressed as mean + SD
Table 5. Within—-group comparisons for Soy cream group
) Within-group difference(mean, 95% CI) p-value
Variable Visit2 Visit3 Visit2  Visit3
PSS 0.88 (4.92 to 4.04) 1.13 (4.92 to 3.79) 0.001* 0.000*
Corneometer(1 part) -2.45 (52.12 to 54.57) 4.16 (52.12 to 47.96) 0.451 0.104
Corneometer(2part) -7.13 (49.55 to 56.68) -1.49 (49.55 to 51.05) 0.025* 0.585
Tewameter(1part) 2.19 (11.66 to 9.47) 2.35 (11.66 to 9.31) 0.223 0.207
Tewameter(2part) -0.07 (11.04 to 11.11) 1.66 (11.04 to 9.38) 0.959 0.415
Skindex-29 total score 6.21 (57.21 to 51.00) 9.96 (57.21 to 47.25) 0.000* 0.000*
Skindex-29 conversion score 0.41 (3.93 to 3.52) 0.68 (3.93 to 3.25 0.000* 0.000*
p<0.05*
a) Paired T-test
Table 6. Within—group comparisons for Placebo cream group
. Within-group difference(mean, 95% CI) p-value
Variable Visit2 Visit3 Visiz  Visit3
PSS 0.64 (4.92 to 4.28) 0.88 (4.92 to 4.04) 0.020* 0.006*
Corneometer(1part) 1.11 (45.47 to 44.37) 6.17 (45.47 to 39.31) 0.668 0.051
Corneometer(2part) -0.95 (44.97 to 45.92) 3.30 (44.97 to 41.67) 0.670 0.150
Tewameter(1 part) -2.30 (10.65 to 12.95) -1.83 (10.65 to 12.48) 0.174 0.179
Tewameter(2part) -0.78 (11.16 to 11.94) -0.76 (11.16 to 11.92) 0.649 0.639
Skindex-29 total score 5.60 (62.40 to 56.80) 9.04 (62.40 to 53.36) 0.019* 0.002*
Skindex-29 conversion score 0.38 (4.30 to 3.92) 0.62 (4.30 to 3.68) 0.019* 0.002*
p<0.05*

a) Paired T-test
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Table 7. Between—group comparisons at each visit

7F4e30] tigt A HEE(Bio-Peptone) TS| 184 F7}

5) < ¥l

@ PSS9 Al & A4 sk
@ Visitl, Visit2, Visit3o] tfgh £4
PSS ol gt Brleld KE HEE
(Bio-Peptone)Z¥ A=t ek A
L5 BAM R ROt w9 Afo|7t ATt
(Table 8).
@ Visitl, Visit2o] thet 24
PSS Ao ot WUl kE dEs
(Bio-Peptone)A8 Al BAKCE {9
ot Bl Zol7k WAL flofaE AR
BARCE RolokA] UdtKTable 9).
Visit2, Visit3o] thgh &4
PSS Feoll ot W7l kE das
(Bio-Peptone)8 A2 BAKOZE 79
St A=o| o7} WL Pk At
SAACE Folsh] ettiTable 10).

Within-group difference(mean, 95% CI) p-value
Variable
Visitl Visit2 Visit3 Visitl  Visit2  Visit3
PSS 0.04 (4.94 to 4.90) -0.20 (4.06 to 4.20) -0.24 (3.80 to 404 0910 0.626 0.536
Corneometer(1part) 7.10 (52.35 to 45.25)  10.51 (54.73 to 44.22)  9.12 (48.20 to 39.08) 0.203 0.027* 0.066
Corneometer(2part) 4.32 (49.42 to0 45.10)  10.46 (56.53 to 46.07) 8.84 (50.77 to 41.93) 0.330 0.072 0.108
Tewameter(1part) 0.95 (11.63 to 10.68)  -3.64 (9.39 to 1.303)  -3.32 (9.24 to 12.55) 0.741 0.182 0.159
Tewameter(2part) -0.05 (11.07 to 11.13) -0.76 (11.14 to 11.91)  -2.65 (9.32 to 11.97) 0.918 0.817 0.297
Skindex-29 total score  -4.72 (57.45 to 62.17) -5.05 (51.38 to 56.43) -5.22 (47.70 t0 52.92) 0.257 0.247 0.243
Skindex-29 conversion score  -0.34 (3.95 10 428)  -0.35 3.54 10 3.89)  -0.36 3.29 t0 3.65)  0.237 0.245 0.239
p<0.05*
a) Analysis of Covariance
Table 8. General change in PSS(Visit1, Visit2, Visit3)
N Visitl Visit2 Visit3 p-value
PSS Soy cream group 25 4.9240.909 4.08+1.152 3.84+1.179 0.000*
Placebo cream group 25 4.9241.222 4.28+1.621 4.04+1.457 0.003*
p<0.05*

a) Repeated Measures ANOVA
b) Data expressed as mean * SD
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@ ATd =7 A(15 ) PSS A5t 20148 Fadh=
Al A Bl
PSS H57t 2014 Z4sk= Al A vl
2 KE YEEBio-Peptone)TH A7 79
(28.0%), 91k A2t 6'8(24.0%) 0= et

Table 9. General change in PSS(Visit1, Visit2)

= NG
Aok Agt9] PSS

2| UK Table 11).

s
oA

3 E(Bio-Peptone)1H A=t

1S gopt

N Visitl Visit2 p-value
PSS Soy cream group 25 4.92+0.909 4.08+1.152 0.001*
Placebo cream group 25 4.92+1.222 4.28+1.621 0.056
p<0.05*
a) T-test
b) Data expressed as mean + SD
Table 10. General change in PSS(Visit2, Visit3)
N Visit2 Visit3 p-value
PSS Soy cream group 25 4.08+1.152 3.84+1.179 0.020*
Placebo cream group 25 4.28+1.621 4.04+1.457 0.207
p<0.05*
a) T-test

b) Data expressed as mean + SD

Table 11. Proportion of the subject with more than 2 PSS evaluation point reduction after the

experiment
proportion of subject with more than 2 PSS point 20]
reduction after the experiment(%) %] p-value
S 28.0
0y cream group 0747
Placebo cream group 24.0
p<0.05*
a) Chi-Squared test
b) Computed only for a 2x2 table
Table 12. General change measured by Corneometer(Visit1, Visit2, Visit3)
N Visitl Visit2 Visit3 p-value
) Soy cream group 25  52.58+18.301 54.92+11.891  48.58+14.040 0.048*
art
P Placebo cream group 25 4547420567  44.37+19.004  39.31+£19.389 0.098
poart Soy cream group 25  50.67+20.757 57.52+£18.135  52.10£16.900 0.053
ar
P Placebo cream group 25 4497420177  45.92421.130  41.67421.062 0.138
p<0.05*

a) Repeated Measures ANOVA
b) Data expressed as mean * SD
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(3 WEIALESGFO] AY H 4|9 Hs}
@b Visitl, Visit2, Visit3°] thgh 24

KE EE(Bio-Peptone)TH AT mH
HPEOR B7PolA 1590k A8
Frofgt Ao Ao} HAEF O 25-9joflA
SARCE RoolA] it 91k A
9] B7IA 179} 259 HF SAHCE
FOl5HA] AoktKTable 12).

fr h R

@ Visitl, Visit2o] thet 24

NREESESGF BIA kT RS

(Bio-Peptone)3¥ A} 15904 Zjol7}
SARCE [OJoHA] fdgtont 259lollA= At
o7} BAKoZ ol YERFAL Yerad A
22 15919} 259] BF Ko7}t BAHoR
FofoHA] eRtKTable 13).

@ Visit2, Visit3°] thgh 24

IRREHEERRY WA KE EaE
(Bio-Peptone)3E HejF- 15904 EAA
07 ROJRE Aoz} WA O} 28-Sl A}
o7t BAHCZ folstA] ook, okaE A

Table 12. General change measured by Corneometer(Visit1, Visit2, Visit3)

N Visitl Visit2 Visit3 p-value
Ipart Soy cream group 25 52.58+18.301 54.92+11.891 48.58+14.040 0.048*
Placebo cream group 25  45.47+20.567 44.37+19.004 39.31+19.389 0.098
Joart Soy cream group 25  50.67+20.757 57.52+18.135 52.10£16.900 0.053
Placebo cream group 25 44.97+20.177 45.92421.130 41.67+21.062 0.138
p<0.05*
a) Repeated Measures ANOVA
b) Data expressed as mean + SD
Table 13. General change measured by Corneometer(Visit1, Visit2)
N Visitl Visit2 p-value
Soy cream group 25 52.58+18.301 54.92+11.891 0.451
part 1 Placebo cream group 25 45.47+20.567 44.37+19.004 0.668
Soy cream group 25 50.67+20.757 57.52+18.135 0.025*
part 2 Placebo cream group 25 44.97+20.177 45.92+21.130 0.670
p<0.05*
a) T-test
b) Data expressed as mean * SD
Table 14. General change measured by Corneometer(Visit2, Visit3)
Soy cream group 25 54.92+11.891 48.58+14.040 0.005*
part 1 Placebo cream group 25 44.37+19.004 39.314£19.389 0.143
Soy cream group 25 57.52+18.135 52.10+16.900 0.102
part 2 Placebo cream group 25 45.92421.130 41.67+21.062 0.061
p<0.05*
a) T-test

b) Data expressed as mean + SD
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2 15919} 259] BE o7} FAHCR
FrolokA] LAtKTable 14).

@ AuSEEAge] Ay E 5479 st

@ Visitl, Visit2, Visit3o] tigt 24
AueEedy Bl R dEE
(Bio-Peptone)2¥ A} ity Aot
2 15919} 259] BRoA o7t BAHOR
Fol5kA] EoktKTable 15).

@ Visitl, Visit2o] tigt 24
A FREAT BrloA AE YaEBIo-

Peptone)38 A2l 9k A2 15
fle} 279] HFolA o7t FAFCRE Fojst
| It Table 16).

® Visit2, Visit3o] thet 24
BoedEdY Wk RE daE
(Bio-Peptone)Z¥ A=jaat flek=d A
< 1599} 2579 oA Aot FAH R
FoJ5kA] EottKTable 17).

Table 15. General change measured by Tewameter(Visit1, Visit2, Visit3)

N Visitl Visit2 Visit3 p-value
1 part Soy cream group 25 11.48+9.398 9.38+6.475 9.22+5.198 0.929
Placebo cream group 25 10.65%8.052 12.95+11.330 12.4849.995 0.321
2 part Soy cream group 25 11.43£9.775 11.50+12.269 9.84+6.661 0.515
Placebo cream group 25 11.16%8.539 11.94+10.193 11.92+10.433 0.852
p<0.05*
a) Repeated Measures ANOVA
b) Data expressed as mean + SD
Table 16. General change measured by Tewameter(Visit1, Visit2)
N Visitl Visit2 p-value
Soy cream group 25 11.4849.398 9.38+6.475 0.223
part 1 Placebo cream group 25 10.65+8.052 12.95+11.330 0.174
Soy cream group 25 11.43£9.775 11.50+12.269 0.959
part 2 Placebo cream group 25 11.16+8.539 11.94+10.193 0.649
p<0.05*
a) T-test
b) Data expressed as mean * SD
Table 17. General change measured by Tewameter(Visit2, Visit3)
N Visit2 Visit3 p-value
Soy cream group 25 9.38+6.475 9.22+5.198 0.881
part 1 Placebo cream group 25 12.95£11.330 12.48+9.995 0.796
Soy cream group 25 11.50+12.269 9.84+6.661 0.504
part 2 Placebo cream group 25 11.94£10.193 11.92410.433 0.989
p<0.05*
a) T-test

b) Data expressed as mean + SD
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® Skindex-29 gl=roluo] Al ¥ 4=0] W3t @ Skindex-29 &49] Visitl, Visit20] thgt £4]

@ Skindex-29 ¥} TAFHSY] Visitl, Visit2, Skindex-29%3e] thet BlolA KE HaE
Visit3°] Tt #4] (Bio-Peptone)Z¥ A2kt oAy A
Skindex-29 &80l gt B7lolA AE aE BE FAXOE FO5A A4 Table 19).
(Bio-Peptone)Zd AzZa} JFa3 AL @ Skindex-29 &89 Visit2, Visit3°] tist &4
LE BAMCR ROt Zlo7h LEKTh ELE Skindex-29%e] thet BlolA KE HaE
Skindex-29 SHiFso]| gt HrloflA KE & (Bio-Peptone)Z¥ At oAy A
8E(Bio-Peptone)3H A2 Yok=d A L5 o7t BAHCE [OlokA] Pt Table
g B BARCE Rolgt Alol7t yehyith 20).
(Table 18).

Table 17. General change measured by Tewameter(Visit2, Visit3)

N Visit2 Visit3 p-value
part 1 Soy cream group 25 9.38+6.475 9.22£5.198 0.881
Placebo cream group 25 12.95+11.330 12.4849.995 0.796
Soy cream group 25 11.50+12.269 9.84+6.661 0.504
part 2 Placebo cream group 25 11.94+10.193 11.92410.433 0.989
p<0.05*
a) T-test

b) Data expressed as mean + SD

Table 18. General change measured by Korean version of Skindex-29 total score and conversion
point(Visit1, Visit2, Visit3)

N Visitl Visit2 Visit3 p-value
Skindex-29 Soy cream group 25 57.20+13.185  51.24+12.830 47.64+14.335  0.000*
total score Placebo cream group 25  62.40+18.428  56.80%£17.668  53.36+17.708  0.001*
Skindex-29 Soy cream group 25 3.93+0.909 3.53+0.882  3.28+0.985 0.000*
conversion score  Placebo cream group 25 4.30+1.261 3.92+1.213 3.68+1.229 0.001*
p<0.05*

a) Repeated Measures ANOVA
b) Data expressed as mean + SD

Table 19. General change measured by Korean version of Skindex-29 total score(Visit1, Visit2)

N Visitl Visit2 p-value
Skindex-29 Soy cream group 25 57.20£13.185 51.24+12.830 0.000*
total score Placebo cream group 25 62.40+18.428 56.80%17.668 0.019*
p<0.05*

a) T-test
b) Data expressed as mean * SD
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@ Skindex-29 THFE] Visitl, Visit20] thgt @ Skindex-29 BHARO] Visit2, Visit3o] thgt

2y

Skindex-29%HiH<of] Higt F7loflA KE &
FE(Bio-Peptone)ZH A} AF=aH A
ST SARCE [oRt g Aadtt
(Table 21).

B

Skindex-292H:Hlof| Higt BrloflA AE &
BE(Bio-Peptone)TH ATtdt JFTH A
SERE Aol EAHCR felo Ukt
(Table 22).

Table 19. General change measured by Korean version of Skindex-29 total score(Visit1, Visit2)

N Visitl Visit2 p-value
Skindex-29 Soy cream group 25 57.20+13.185 51.24+12.830 0.000*
total score Placebo cream group 25 62.40+18.428 56.80+17.668 0.019*
p<0.05*
a) T-test

b) Data expressed as mean + SD

Table 20. General change measured by Korean version of Skindex-29 total score(Visit2, Visit3)

N Visit2 Visit3 p-value
Skindex-29 Soy cream group 25 51.24+12.830 47.64+14.335 0.061
total score Placebo cream group 25 56.80%17.668 53.36+17.708 0.064
p<0.05*
a) T-test

b) Data expressed as mean + SD

Table 21. General change measured by Korean version of Skindex-29 conversion score(Visit1, Visit2)

N Visitl Visit2 p-value

Skindex-29 Soy cream group 25 3.93+0.909 3.53+0.882 0.000*

conversion score Placebo cream group 25 4.30£1.261 3.92%1.213 0.019*
p<0.05*

a) T-test
b) Data expressed as mean * SD

Table 22. General change measured by Korean version of Skindex-29 conversion score(Visit2, Visit3)

N Visit2 Visit3 p-value
Skindex-29 Soy cream group 25 3.53+0.882 3.28+0.985 0.058
conversion score Placebo cream group 25 3.92+1.213 3.68+1.229 0.071
p<0.05*

a) T-test
b) Data expressed as mean * SD
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genistein, phenolic  acids,
tocopherol, phytic acid, trypsin inhibitor, Amino
acids, peptide 5°| P4}t 83E Uell= Z0=
BET U

woh qiFCkR)e] Bt =l ATRE ° e
ARl H 6% tHe= 257k AlSSRE AAollA
Soy bean FE&< o83t A Mask Packo] mF
e SE%hE B3R AH @4 sk |
IS Yeploitky Bugch. A0S AYFTS 7154
S o= AR 71sRHA] ofE Yolr| fIsh
20tholM 50ti717] 3678 o= B2 AT uhe-
tIE "o g ghso] g2l Fxsk= Aldke 105701 2
A ARSI Hgte, o, w5, B3|, Wil
A, FELEH7E M= a2 ERIFIE E thRCR
B)9} 713850 Bt 29| ALEE Matsuda 52
18 58 7lHe=® 3k 9RERl ImmuBalance®
miceol] 257 TS o Clinical skin severity
scores?t mice’} = W2 W4Tt At B
3t

2 AR LAt {84 B7F w4l PSS A
e Halo] et B7lA Alzte] sk Aol
H|gsle] AT LEE(Bio-Peptone)dH Hlwo] Y

oF Y AdEt SARE= ANE Aoy F
H oA AN Fold gigitkTable 5-8). 1
U X A A, B2 15 39| PSS FS- WSkt B2
13 & =X F 15 39 PSS 4 #ig} BrlofA
KE BaE(Bio-Peptone) 2 AHewollAl= R-oJuls)
A Ao FaE Helolds sk 2ttt
(Table 9,10). WebA K& YEE(Bio- Peptone)TH
Aelto] YA Aol Hlsi] ¥R THRSS
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o] ot FAKCE FOoHA| %2 ERIsINrh
o2} §8/4 W7t ¥ige] Wl Al F= A5
) PSS A7} 200 Aot Al ddAbe] HlgS
K& BHaE(Bio-Peptone)2d Alwd} k2 A
2t RomRt Ko7t gigk=T, olE Bot] AE
8E(Bio-Peptone)T¥ A2 T Aol
Hlsto] B i 71 E5S GAH AaAPIAlE £
SOl Table 11). TN -EHSESGTF 2979 3
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Table 22. General change measured by Korean version of Skindex-29 conversion score(Visit2, Visit3)

Visit2 Visit3 p-value
Skindex-29 Soy cream group 3.53+0.882 3.28+0.985 0.058
conversion score Placebo cream group 3.92+1.213 3.68+1.229 0.071
p<0.05*

a) T-test
b) Data expressed as mean + SD
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(Table 5,14).

ZAu)GEEAT 5209 Wt Brlold KT HaE
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