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Abstract

Objectives : The purpose of this study is to evaluate the efficacy and safety of hair Ampoules with Malva Verticill
ata Seed Extract in alopecia patients.

Methods : This 24-week clinical study enrolled 70 patients with Alopecia. A series of clinical examinations,
subjects were evaluated at 0, 8, 16 and 24-week, counting
of the number of hairs on the crown, and subject survey after using the Ampoules.

Results : The clinical evaluation showed a significantly difference (p<0.05) after 24 weeks of product use
compared to the baseline in the change in hair count in the treatment group compared to the control group within
and between groups. It showed greater improvement in the treatment group than in the control group in hair
count, hair thickness, and hair loss symptoms in the top of the head and forehead. No severe adverse events were

observed during the clinical trial.
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Counclusions : This suggests that this hair ampoules containing Malva Verticillata Seed Extract could help preven

t hair loss in alopecia patients without inducing side effects.

Key words : Clinical trial; Hair loss; Malva Verticillata seed extract; Alopecia; Functional cosmetics
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Test Product

Control Product

Shampoo

Water, Alcohol, Bis-Ethoxydiglycol
cyclohexane 1,4-dicarboxylate,
Arginine, Ammonium
acryloyldimethyltaurate/VP
copolymer, 1,2-Hexanediol,
Octyldodeceth-16,
Hydroxyacetophenone, Fragrance,
Pentylene glycol, Malva verticillata
seed extract, Disodium EDTA

Water, Alcohol, Bis-Ethoxydiglycol
cyclohexane 1,4-dicarboxylate,
Arginine, Ammonium
acryloyldimethyltaurate/ VP
copolymer, 1,2-Hexanediol,
Octyldodeceth-16,
Hydroxyacetophenone, Fragrance,
Pentylene glycol, Disodium EDTA

Water, Sodium C14-16 olefin
sulfonate, Disodium laureth
sulfosuccinate, Sodium chloride,
Lauryl hydroxysultaine,
Tetradecene, Cassia
hydroxytrimonium chloride,
Caprylhydroxamic acid, Citric
acid, Hexadecene,
Polyquaternium-22, Fragrance,
Disodium EDTA

41



FgtoMIsm R ta]R] A37H A22(20249 59)

BA|, FAUR A 5

3) Spironolactone, cimetidine, diazoxide, cyclosp
orine, ketoconazole AA]

4) oFE9] F, HiAL ol FFE A o A
&, S=2E9H

5) HE, g, &1 FHow B8k do Ad7e
4%

0) 2§ FEE|Fol=(cf: wi AE|Ro|=]), HE|

Ol=(cf: o=F A=A, v, HER=(xF A3}

A B= A FFE S A7l o2

FFEA|, Lol YAV ook, mlebd e A

o, AR wdo]| we AT Al AESE Fofr

£ AA SR AR/AQ7 180 S Al A

BAIES Fgsigitt. B3 JAFEAI™ 717t 5 A

T= GAE] BHo® HEFA 9 Aol Ia

7Afole A} wdsto] 24 7Rs5leS SH9iH

A OFE W& Al AAAEAT S FHolES SteloH,

AT A& o= ATAL ol EES Si9it e

o] ofzo]| thsiA= SEI715A12] rEx|E} Hjo]R|o o]

o FAste] AAS] 715513

7

~
==

o

(

I

ol

H

Table 2. Hair Growth Related Drugs

6. HZ AME 4H, 28 % =3k

D) AF AR B
AZE AR 2 T g 7IECR UE e
=

RS ApSte] TR R ANGEHES: SIS,

N
N
)
1S
=
fo

)
b
o
e
M=)

]

il

N
L
ol
2
>,

=

C

_\3
o
i
o
e
ol
[
o
H1
J
_?L
A
v}
H
=
ALl = o

2 PR A8 AFSIk ofF APAE E
PEAEL 19 18] o] A9 12 o B e
£71242 0|8 afo] upApjskzo] Slo] Fule] 43| &
SHEE S

2) ¥4

A9 7|7k Fol WEI(ATEY WD), B205), %
F3(8F+79), WE4(165+79), HHE5024F+7DS
egotoict. W E IAI drE HA 92 245
(1684 7Yl SAE 7 HE YHS 2dol] e
A7 A4 DAH(161L-175Y)0] BA| HEEs}

=5 SH3{tHTable 3).

Dutasteride Avodart
Finasteride

Minoxidil

Tretinoin
Dexamethasone
Desoxymethasone
Prednicarbate
Betamethasone valerate
Fluocinonide

Hydrocortisone

Triamcinolone

Ledercort Tab.

Propecia Tab., Monad Tab., Finated Tab.

Moxidil Solution, Mydil Solution, Nanoxidil Solution
Stieva-A Solution

Dexamethasone Tab., Dexamethasone Inj.

Deoxon Gel, Metapasone gel, Esperson Gel
Dermatop Cream, Dermisolone Lotion

Emol Solution, Cecoron-G Cream

XL1-gel, Lidex Cream

Lacticort Cream, Lactison HC Suspension, Efficort Cream
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Baseline thH] 8—r 165 9 24%F 5 gt HQjojA

Period Screening Treatment Period Follow-up

visit Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 £

L e s e s sy
Informed consent o)
Demographics ]
Vital Signs 0 ) 0 0 0 0
Medical history 0
Ei'é(()jrlc actci);forrﬁtant or ongoing 0 0 0 o 0 0
Diabetes examination O 0 0 0 0
Diagnostic criteria for alopecia O
Eligibility Assessments 0
Shaving & Tattoo @) 0 0 0 0
Randomization 0
Product distribution 0 0 0
Photographing of hair loss areas 0 0 O @)
Phototrichogram 0 0 O 0
Subject evaluation 0 0 0
Investigator evaluation O 0 O
Adverse event 0] ] @) 0]
Product Return/ o o o

Compliance assessment
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)| AR 71€(Phototrichogram)&
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2) 22 7154 B7KSecondary endpoint)
(1) AR o83t AAF 8%k B7t
271 71573 71E S8 74 2900] Baseline
0% o] 85 & 165 & 9 245 T ARS
olgsto] mt JHIE =<t BIFsI AR
A A4S E) T F4E|(00%) F91E Al 71kt
B LT Ao} 2siolA s, A+
A} 2%10] =¥ ZHo|1 AT o7 Prlsigict. &
A2 TTT(intention-to-treat) w3 PP(per-pro
tocol) O Uro] EASIIT}. dtAt Bt
B2 AEHER dEo] Qlof vl FAR
etk EA1Z0] WrRE T} 7128 el 7
TtKTable 4).

Table 4. Investigator Evaluation ltems and Criteria

1. Do the symptoms of hair loss improve?

2. Is the hair density increasing on the top of the
head?

3. Is the hair density increasing on the forehead?

4. Is the hair thicker?

-3 Very Deteriorated
-2 Deteriorated

-1 Slightly Deteriorated
0 No Change

+1 Slightly Improved
+2 Improved

+3 Very Improved

(2) = §iglo] oigh it AE Bt
Al x4 AlE ARS8 F, 165 &
9 245 % 57FR] o] oigt s BWrkE A
AISIAIL, oF Wl BASI: tVdA B71
B2 AEHERE JE0] Qlof Bl BAE A
Fotoict. FAARl BrFRE Vee vt 2
tKTable 5).
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Table 5. Subject Survey Evaluation Items and
Criteria

1. Do you think your hair loss symptoms have
improved?

2. Is the hair density increasing on the top of
the head?

3. Is the hair density increasing on the
forehead?

4. Do you think the number of hair dropping
out per day has decreased?

5. Do you think your hair has become thicker?

-3 Very Deteriorated
-2 Deteriorated

-1 Slightly Deteriorated
0 No Change

+1 Slightly Improved
+2 Improved

+3 Very Improved

8. ey Eut

HA=el EHE9E AE AR HO0HFE 2T
AFE(245) AA7KA) w7t AAnet 24619k

2) A U AR olERS WAkER k)

At 9 AT opuks KN ek 8
F 165 245 2 A0 ArRE sl 7
A 2530 SR HEE 7155H sl 0% o
TA= Ta]9] 891A RS E5) A3k A=2S
TRt AR BRES 7Ee et 2t
(Table 6).

o,

0. HYRF 4 2 57 24 wy

=<
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(effect size)= Cohen'" #i15}0] 271 Aw9] F}
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7] Y&l Shapiro-Wilk 59| WhHo & A4
Sgo10] B B s v WS
Sfgith. ZE dlolH At FARAS
4.2.1, SPSS 26.0& olgsto] o= 0.05
7)z08 A=siock

mt =g o

oX,

HAZ A5 2w AF WA 5, B,
THAE AL, o 2F AJolof thet BAA &
9142 Independent t-test(tF= Mann-Whitn
ey tes) 2 At WHFE A= B9 ¥l
oF vl AAfSHL, o 7t Alelof| Higt A4
9482 Chi-square test(tE= Fisher's exact

testZ HoFck

H

@ ZAAA(longitudinal) S7ollA thAdRte] BHE. 3t

A= FH (correlated) ¥ES TS 47] o
2ol Age 1ol Row BA omiE o
Aot He 22 AT AR vhE TR
A= o] Ucorrelated)& 27 5A7]
Hog BAgof 5lHE E il uE =y
BEAEARM ANOVA; Repeated Measures
ANOVA)Z X3stict.

Table 6. Evaluation of Scalp Safety

No. Item N(%I)le Very(l\;(/ eak %;gig) Moderate(3) Sif:;é) Stlenrgy(S)
Subjective irritation - Subject
1 Itching oo 01 02 O3 04 )
2 Prickling oo 01 02 03 04 0s5
3 Burning oo 01 02 03 04 0s5
4 Stinging oo O1 02 O3 04 a5
5 etc. oo 01 0?2 03 04 05
Objective irritation - Investigator
1 Erythema oo 01 02 03 04 )
2 Edema oo a1 02 03 04 05
3 Papule oo 01 02 03 04 0s5
4 Scale oo 01 a2 O3 04 05
5 etc. ao 01 a2 O3 04 05
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YA = FAZ T 1 oo B7IAlo|
ofgh At Aol A =(HFG)S Bl 9
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coefficient)& o83}t

© AP 01§ AT K9t K= WIS A
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® VAt A Bk B7RE0] AEAE(-3 ¢
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Table 7. Distribution Chart of Subjects

=0 Qlof Bl SAR AFSHT.

@ P Tg7ke Al diE=te] Ajolof Hish 3

o ¥ BEHAE Aok, o 7F Aol tigt &
A& 59142 Independent t-test(tF= Mann-
Whitney test)S Z3¥ol4ct.

AAHEAIFE] IAZRE dojd A= A
A TT 24517 PP 2499] = 7] ez &
Asoith. ITT AT J|4agk gF Holzke A
AAES ARES AERE Qo A=E &
T 2A0]| Z3sioict. ofdf of| Aol A%
A7 WAL AAA-GAIH0] S=E]7] Hof
AL Eebold 7Hg 2ol 2 A=E vt
A] o AloflA ofrl AAY A= 242 A
Al(Last Observation Carried Forward Analys
is)ote W o2 EASIgItE QIAIA-EAIA A
= ITT B4& 5 B40= ol PP 24 HE
= AASH] ITT +4] Zxe} Alol7} 9= 3
7Fst3ict.

Control Treatment

Group Group Total

Random Assignment 35 35 70
ITT population

inclusion 35 35 70

exclusion 0 0 0
PP population

inclusion 29 33 62

exclusion 6 2 8

Inclusion/Exclusion Criteria Violation 5 1 6

Withdrawal of Consent 0 0 0

Adverse Events 0 0 0

Follow-up Failure 1 0 1

Protocol Violation 0 0 0

Two consecutive instances of compliance below 80% 0 1 1

Etc. 0 0 0
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FoQiTh ERE ASS AEst 66789 ARt 5 AL
21 o]-83F AL 82t Bl Al 7IRE B9 A
AR meEy 9 A %‘”’6‘}71] FABHA] S5t
TR HET 478)= HIE AT iﬁ}mﬂ‘ﬂﬁ
/AI)71E SEEO R ITT fﬂoﬂ% ESA|HIL PP £4
o= AQsilet. L Axt AldTellA 2, tiEtol
A 60] FEEHsEl] F 2HAETE 33, HRE
297)0] lelﬁoﬂ w2} QIAEEAIE S 2E A=A
tHTable 7).
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Table 8. Subject Homogeneity Verification Result in the ITT Population

Control Group(n=35)

Treatment Group(n=35) 2 ;. 4

Item p—wvalue
n(%) Mean+SD n(%) Mean+SD or Z
Mal 4(11.4% 9(25.7%
Gender® de 41149 @5.7%) 2362 0124
Female 31(88.6%) 26(74.3%)
No 32(91.4%) 34(97.1%)
Drug history* 1.061 0.30
eSO vs 38.6%) 12.9%) 303
No 32(91.4%) 34(97.1%)
Medical history* 1.061 0.30
cdCal SO vs 38.6%) 12.9%) 303
Ageb 42.571+3.704 42.657+4311 -0.089  0.929
No. of hair® 104.829+18.939 108.057+21.12 -0.673 0.503

a: Chi-square test
b: Independent two-sample t-test

" p<0.05, 7 p€0.01, ™ p<0.001

Table 9. Subject Homogeneity Verification Result in the PP Population

Control Group(n=29)

Treatment Group(n=33) v2 or t

Item p—wvalue
n(%) Mean+SD n(%) Mean+SD or Z
Male 4(13.8%) 9(27.3%)
Gender® 1.692 0.1
P Female  2586.2%) 24(72.7%) ? %
No 26(89.7%) 33(100%)
D hi 4 .58 0.058
rug history Ves 3(10.3% 00%) 3.587 5
No 26(89.7%) 33(100%)
Medical hi 4 .58 0.058
edical history Ves 3(10.3% 00%) 3.587 5
Age® 42.759+3.934 42.848+4.221  -0.086 0.931
No. of hair® 101.69+17.96 107.424+21.603 -1.127 0.264

a: Chi-square test
b: Independent two-sample t-test

" p<0.05, 7 p<0.01, ™ p<0.001
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e Z(Basehne 0_,_)9} el 3(8—7—) B 4(16—.—) u}
£ 52479tz Algte] 2R Fofoll S A
A 7]%(Phototrichogram)2 53 ERlE)= & myt
S8 It Q% 715 W7 BARA] A
At BREEIA] B 18] Shapiro-Wilk test
S SR A3 &+ BE A 73S S5k A
2 YeRITHTable 10).

1)+ W 2 4 Wt

ITT <9 &4 Z27%s Audy, gz
Baseline(059)2} H]aslo] 245 9o BAHCRE {9
3 $3(p(0.05) 02 B 7t AL, AldT-S
Baseline(05)3} Hlnslo] 8F & 1657 &, 245 &

Table 10. Normality Test in the ITT and PP Populations

o AR R FoRt +E(p(0.05) 08 =
5}t Table 11).

PP 9] B4 AE AW EH, )22 Baseline(0
) Hlwsle] 245 Fo] BAHCE [Odt =
(X0.0502 W& 7 FAsa, AR
Baseline(05)} v|Wslo] 85 & 163 &, 245 39
BARCE RO £(<0.05) 282 B 7} Ffs}
GHTable 12).

G737t

2) & 7+ 7 4 Ws)
ITT :Lﬂ By aﬂ% ArEd, AgE g2

(p40.05)7F ‘/}E}‘XA@(Table 11).
PP 29| &4 ZJE AlmHE, A]T'ﬂ

wote] AE ARE 245 & FAKCE [FOgE Ao
(p€0.05)7F YAt Table 12).
4. 2kt 7158 "ot
1) 74 1, 27 AF=(CC) ¥4

AR} H7 = AR} 2910] A9g5}193a, ICC(Intrac
lass correlation)?] 7122 o}#je} o] A A0S

Zarsto] Aot
Cicchetti (1994) gives the following often

quoted guidelines for interpretation for kappa or

ITT Normality PP Normality
Group
Statistic df p—wvalue Statistic df p—wvalue

Control 0.975 35 0.583 0.972 29 0.604

Baseline
Treatment 0.983 35 0.859 0.982 33 0.839
8 weeks Control 0.976 34 0.656 0.985 29 0.949
after use Treatment 0.981 35 0.797 0.976 33 0.673
16 weeks afer  Control 0.968 34 0.412 0.968 29 0.495
use Treatment 0.979 35 0.726 0.972 33 0.547
24 weeks after  Control 0.977 34 0.684 0.983 29 0.914
use Treatment 0.977 33 0.687 0.977 33 0.687
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Table 11. Hair Number Change Analysis in the ITT Population

ABe B 3 ¢t /154 L FRYS W] ek A o

Ttem Visit Control Treatment
group(n=35) group(n=35)

Baseline 104.829+18.939 108.057+£21.12

8 weeks after use 103.853+19.807 110.343+21.734

Number of hair

16 weeks after use
24 weeks after use

103.588+20.147
101.176+18.963

111.371420.824
111.545+21.474

Baseline - after 8 weeks of use -0.624+2.987 2.183+3.947
Imp;‘;):/ee;ent Baseline - after 16 weeks of use -0.919+3.103 3.37+4.925
Baseline - after 24 weeks of use -3.109+3.017 4.081+3.829
Baseline - after 8 weeks of use 1.000™ 0.013™
izizgag;izgi Baseline - after 16 weeks of use 0.985‘**“*b 0.00Ifffb
Baseline - after 24 weeks of use 0.000"™ 0.000™™
whole period 0.000™2
Comparison 8 weeks after use 0.244
between groups 16 weeks after use 0.132
24 weeks after use 0.040"
" p<0.05, " p0.01, " p<0.001

% Improvement rate (%)=[(average value after n weeks of use—average value before use) / average value before

use] x 100

a: Repeated measures ANOVA, Group X Time interaction

b: Repeated measures ANOVA, post hoc Bonferroni correction

Table 12. Hair Number Change Analysis in the PP Population

Ttem Visit Control Treatment
group(n=29) group(n=33)
Baseline 101.69+17.96 107.424+21.603

Number of hair

8 weeks after use

101.103+18.604

109.909+22.323

16 weeks after use 100.759+19.173 111.152421.445
24 weeks after use 08.241+17.404 111.545+21.474
Baseline - after 8 weeks of use -0.677+2.938 2.366%3.971
Imp;‘;):/ee;ent Baseline - after 16 weeks of use -1.077+3.313 3.753+4.808
Baseline - after 24 weeks of use -3.359+3.154 4.081+3.829
Baseline - after 8 weeks of use 1.000™ 0.002
izizgag;izgi Baseline - after 16 weeks of use 1‘000’:*’:b O.OOOWjb
Baseline - after 24 weeks of use 0.000™® 0.000"™
whole period 0.000™
Comparison 8 weeks after use 0.099
between groups 16 weeks after use 0.050
24 weeks after use 0.010"
" p<0.05, " p0.01, " p<0.001

% Improvement rate (%)=[(average value after n weeks of use—average value before use) / average value before

use] x 100

a: Repeated measures ANOVA, Group X Time interaction

b: Repeated measures ANOVA, post hoc Bonferroni correction
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Table 13. Reliability Analysis between Investigators 1 and 2 in the ITT Population

Item ICC Value df1 df2  p—walue
Hair Loss Symptom Improvement 0.935 15.341 68 68 0.000
Hair Density Increase on the Top 0.902 10.146 68 68 0.000
of the Head
8 weeks Hair Density 1 b
air ensn.y ncrease on the 0.945 17.957 68 68 0.000
Forehead Line
Hair Thickness Improvement 0.909 10.903 68 68 0.000
Hair Loss Symptom Improvement 0.941 17.060 68 68 0.000
Hair Density Increase on the Top 1.000 _ 68 _ 0.000
of the Head
16 weeks Hair Density 1 b
alr Densty ‘ncrease on the 0.945 18.758 8 68 0.000
Forehead Line
Hair Thickness Improvement 0.912 11.311 68 68 0.000
Hair Loss Symptom Improvement 0.979 46.910 66 66 0.000
Hair Density Increase on the Top 0.926 13.395 66 66 0.000
of the Head
24 weeks Hair Density 1 b
alr Density ncrease on the 0.966 29.149 6 66 0.000
Forehead Line
Hair Thickness Improvement 0.896 9.606 66 66 0.000
Table 14. Reliability Analysis between Investigators 1 and 2 in the PP Population
Item ICC Value df1 df2 p—value
Hair Loss Symptom Improvement 0.929 14.000 61 61 0.000
Hair Density Increase on the Top 0.922 12.871 61 61 0.000
of the Head
8 weeks Hair Density 1 B
air ens1t.y ncrease on the 0.972 35.623 61 61 0.000
Forehead Line
Hair Thickness Improvement 0.897 9.735 61 61 0.000
Hair Loss Symptom Improvement 0.939 16.362 61 61 0.000
Hair Density Increase on the Top 1.000 _ 61 _ _
of the Head
16 weeks Hair Density 1 b
air Density tncrease on the 0.942 17.181 61 6l 0.000
Forehead Line
Hair Thickness Improvement 0.902 10.168 61 61 0.000
Hair Loss Symptom Improvement 0.978 45.710 61 61 0.000
Hair Density Increase on the Top 0.934 15.177 61 61 0.000
of the Head
24 weeks . .
Hair Densn.y Increase on the 0.981 52.279 61 61 0.000
Forehead Line
Hair Thickness Improvement 0.896 9.574 61 61 0.000
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ICC inter-rater agreement measures:
Less than 0.40—poor.
Between 0.40 and 0.59—fair.
Between 0.60 and 0.74—good.
Between 0.75 and 1.00—excellent.

AR 7+ DA= 24 A, ICC gl ITT <3 PP
= FolA 0.896 oo A=} HiY- wotouR
2789] AAPT B7IRE Btk ol8sto] 7 7ol A
d, 29 I HEkE BA6ItTable 13, 14).

N

2) AR o] g3t AR 83t Bt

ITT <9] £4 235 Ao, tizato] v Al
o] O2R F4 7 FEolAl= Baseline(05) Hf®
ARE ARG 165 F, 245 T, @A 1
A= Baseline(0F) oY) AE AR 1653 &, 245 &
o, @=e] #7] EollA= Baseline(0F) thH] A&
AR 245 FolA BARECE [t Ao)({0.05)7}
Aom, thRFETH AR et =A e
(Table 15).

PP 9] £4] AE AuHH, tizlo] vlsf Alg:
o] R 34 7HA FEolAE= Baseline(0F) HiH] Al
F AR 243 30, eoimEd 2 FEoA=
Baseline(0F) thH] ARE AR 245 o, @] &
7] @EolA= Baseline(0F) i8] ARE AR 245 39
A BARCE [OJRE Ao](X0.05)7F AL CH, tiE
Hoh ARE] 2917t #A Yeht(Table 16).

5
of,

3) B H3lo] tigh At AR H7t

ITT <3t PP 49| 4 Z7E AWEH, Ago]|
tfzstol Hls) @olsol Yok B 4= PEolA=
Baseline(05) t¥] A& AR 245 oA BAHCE
FOJgt 210)(X0.05)7F AR LM, AFLL] =7t iR
#ET £=7 YehgdtiTable 17, 18).

5. O™

- -

g &t

AAARE ARG O0F)FE 2E AR(245F) A7

597 9 921 : BT BN AHT 22BL 9ok T WB| gy 34 98} /A L QKIS W] Sfe W AT

W7k Al st dRte] S A9, @
Fke] 5 9 o] Ot A A5 34 5 Sl
orae WISt

ITT 23} PP 2 25 A1 7R 59 oo
A 9] ol AlE T B BAROE §
& Hol(p0.097} YTk

0] QRS W A3, AT it B
A 7k 59t AFeRte] 2 A3t el
2] Ao ek oot A|ge] A1§ Aol oF
Astea WISt

1

L

o
oX,

19

A, Rt 25 HHE BT, 1657, 245), A4
ARG 717t B Al 9 JFeIiar, Al 7IkE A
A =8 R0 HHE4(165) <6k 28] A%
80% HIFEO R FEEERE At 191 AlQlek
AT} 2T B 88% oo 2 £3EE HY

o},

V. 1

A

RS 5120] 0.35-0.4m HE AAsH] 3 ol 1
m 71F et 71E 3-8A7t A|&El0] A7) B
QF Wk OF 90en7HA] ARt 4= Qirt. 7t midwitt &
HARI 15 7H7] wioll GAlof grrt 471
ok mHk 9jx)of) whe} Hget Zolg fAgk) gl
< Bt 6-7919] B 7RI 10%7F A7) B
2 ofFo] 707 Ak AdAQ] g A7k Tk 1
op mio] getE grEg oAl 4 Iy,

HhE 54, S22 o), OFEEE, 1ot 59 99
E0] EHoR dQlo] Hof Azt A qlo
o, o2fgh g Sk QIR Qls) Fujel mlo] Aty
1 mo] GRopA|HA] mHro] kg K7l @Ado] LpERt
q_lS).

51



FgtoMIsm R ta]R] A37H A22(20249 59)

Table 15. Investigators™ Visual Evaluation using Photo Images in the ITT Population

Control Treatment
[tem Visit group(n=35) group(n=35) U p—value®
Mean Rank Mean Rank
8 weeks 34.32 35.66 572.000 0.755
Do t.he symptoms of hair 16 weeks 3035 39,51 437.000 0.023"
loss improve?
24 weeks 29.54 38.59 409.500 0.044"
Is the hair density 8 weeks 35.09 34.91 592.000 0.953
increasing on the top of 16 weeks 35.01 34.99 594.500 0.984
?
the head? 24 weeks 3482 33.15 533000 0.689
Is the hair density 8 weeks 35.56 34.46 576.000 0.720
increasing on the 16 weeks 31.25 38.64 467.500 0.038"
? «
forehead? 24 weeks 29.71 38.42 415.000 0.020
8 weeks 34.40 35.59 574.500 0.699
Is the hair thicker? 16 weeks 32.96 36.99 525.500 0.172
24 weeks 2897 39.18 300000 0.002°
after use

a: Mann-Whitney test

" p0.05, " p€0.01, ™ p<0.001

Table 16. Investigators’ Visual Evaluation using Photo Images in the PP Population

Control Treatment
[tem Visit group(n=29) group(n=33) U p—value?
Mean Rank Mean Rank
8 weeks 30.59 32.30 452.000 0.673
Do the symptoms of hair 5 o 27.48 35.03 362000 0.053
loss improve?
24 weeks 26.72 35.70 340.000 0.039°
Is the hair density 8 weeks 30.62 32.27 453.000 0.537
increasing on the top of 16 weeks 31.00 31.94 464.000 0.349
9
the head: 24 weeks 31.28 31.70 472.000 0.915
Is the hair density 8 weeks 31.78 31.26 470.500 0.860
increasing on the 16 weeks 28.16 34.44 381.500 0.068
o .
forehead? 24 weeks 27.48 35.03 362.000 0.034
8 weeks 31.55 31.45 477.000 0.974
Is the hair thicker? 16 weeks 30.12 32.71 438.500 0.356
24 weeks 2638 36.00 330000 0.003
after use

a: Mann-Whitney test
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Table 17. Self-Questionnaire evaluation of Hair Changes by Subject in the ITT Population

Control Treatment
[tem Visit group(n=35) group(n=35) U p—value®
Mean Rank Mean Rank

Do you think your hair 8 weeks 34.46 35.53 576.500 0.804
loss symptoms have 16 weeks 33.34 36.61 538.500 0.467
improved? 24 weeks 31.91 36.15 490.000 0.345
Is the hair density 8 weeks 3250 37.43 510.000 0.173
increasing on the top of 16 weeks 34.41 35.57 575.000 0.788
the head? 24 weeks 33.18 34.85 533.000 0.711
Is the hair density 8 weeks 35.91 34.11 564.000 0.635
increasing on the 16 weeks 36.96 33.10 528.500 0.386
forehead? 24 weeks 34.85 33.12 532.000 0.696
Do you think the number 8 weeks 3335 36.60 539.000 0470
of hair dropping out per 16 weeks 31.71 38.20 483.000 0.154
day has decreased? 24 weeks 29.59 38.55 411.000 0.049

8 weeks 35.50 34.51 578.000 0.776
Do you think your hair 16 weeks 34.94 35.06 593.000 0.979
has become thicker?

24 weeks 33.12 3491 531.000 0.675

after use

a: Mann-Whitney test

" p0.05, 7 p0.01, " p<0.001

Table 18. Self-Questionnaire evaluation of Hair Changes by Subject in the PP Population

Control Treatment
[tem Visit group(n=29) group(n=33) U p—value®

Mean Rank Mean Rank
Do you think your hair 8 weeks 31.09 31.86 466.500 0.852
loss symptoms have 16 weeks 29.69 33.09 426.000 0.432
improved? 24 weeks 28.60 34.05 394.500 0.210
Is the hair density 8 weeks 29.26 33.47 413.500 0218
increasing on the top of 16 weeks 30.12 32.71 438.500 0.521
the head? 24 weeks 29.78 33.02 428.500 0.454
Is the hair density 8 weeks 33.00 30.18 435.000 0.449
increasing on the 16 weeks 32.86 30.30 439.000 0.546
forehead? 24 weeks 31.88 31.17 467.500 0.867
Do you think the number 8 weeks 29.45 33.30 419.000 0.369
of hair dropping out per 16 weeks 29.28 33.45 414.000 0.332
day has decreased? 24 weeks 26.88 35.56 344.500 0.047
8 weeks 31.86 31.18 468.000 0.838
Do you think your hair 16 weeks 31.00 31.94 464.000 0.819
has become thicker! 2 eeks 30.16 32.68 439.500 0536

a: Mann-Whitney test

" p<0.05, " p€0.01, ™ p<0.001
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