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16) AIEXIt =

1) IPSS &

e 1Kt REd HIH

e 21t R4 H
SE4 Eot
1) &= PSA, Testosterone, DHT
2) zUl HHesS
3) &eE
4) IIEF 2t 9og =
1) olaets
eted HEOt 2) SaEelBA
3) s (W
SHEAH2 SAS® (Version 9.4, SAS Institute, Cary, North Carolina,
USA)E 0I5t =& otRALCH
S&4d ot
)1 REd EItHS
1Xt Rsd EIIE=0 IPSS S &F M= H3o = - d ¢=
20l et Paired t-test &= Wilcoxon signed rank testE & AISI 1,
2t ABUAS AIEZ 10 U2, A" 112 =2 2t9 Big d&e
ANCOVAS EA4d otxE 20 ek Two sample t-test L= Wilcoxon
SAEA rank sum testS & AIGI0 SHECZ KOst X010t UA=X EIIorALE.

21 R4 HItH Q2 €= PSA, Testosterone, DHT, =4 e,
Stz g, IIEF 2t S8 S8 & S3O EF d= Hao Bks=

da4 2E 20l 2k Paired t-test E£= Wilcoxon signed rank testS
AAIGHR D, 2 AMEUAS AlEx I =2, AlEx I == 249
#13t 5= ANCOVASR 4 o= 20 2t Two sample t-test &=
Wilcoxon rank sum testE &AAISIH SHE2=Z K28 X0t U=XK

B ILot UL
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2. otEd EHIL

1) O1&BtE
OO00000 OO0 OO0 Oooo Z2E 0olastE=2 MedDRA(Ver 22.0)0
et Coding otA2H, CHMEESAEE AS S0 = 2ds 2s
OlatbtSg T H3IS & YMEZ ASo0 EIISHCH 2 22t 0[&BHE0l
LMEt QIMAEZASEHAXS HES AHLGHR D, IH0IHESE E(Chi-square
test) L= LMHS HE2H(Fisher's exact test)2 0206t Hlu
kel BV B

2) SAHCIZA (EUSTH/HUSISIH AL, 5 HAL
gostd gl goHgety HAXIeE &0 A3 (Continuous type)kt=z2l
U Hue 374 = W20 Ot Paired t-test = Wilcoxon signed
rank testES &AIGIR LD, 2 AMEUAML AEZ 10 UEZ, ANEZ 112
e 2to] Bt 3k = Ex4 2= 620 et Two sample t-test £ =
Wilcoxon rank sum testE 4&AlotH SHE2=Z K& X0t A=K

BOIGHALH =@M ZRE F&M HIELE22 U0 McNemar testS
& AISIH 2L XHOIE HIwotRUCH

3) 2HZIS(2, WE, M=

222, WE), M= ZJAXI0 Ot &3 &0 =2 X0l0 st
oUW Hle E74 2EF 20 et Paired t-test &= Wilcoxon signed
rank testES &AIGIR L, 2+ AMEUAML AEZ 10 UEZ, ANEZ 112
= 2to Bigt 8k = Ex4 2= 620 et Two sample t-test £ =
Wilcoxon rank sum testE &AAISIH SHE2Z K28 X0t U=XK
B CH

- fR5d &Il

2 2 XMEZANEY REH HIH=2= IPSS &&, &5 PSA, Testosterone,
DHT, zItH tH==%, &=, IIEF 2 998 S48+ 2 SHO BsE 24
2 HIWGHH A&z I ot U=, AlEZ 112 =22t SHESZ K26t
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OO A= EItot ALt

IPSS &8 H3t&E=S PP =
6.70+£5.588 ZAotA 1, AEg=2 II= 3.75%5
0.08+6.79&

LIEISt 2 0(p<0.0001%, p<0.0001%), Al

=28t XH0IJt LIESCH(p=0.0479%, p=0.0049%).

IPSS &5 st ZH0IA

0.02+6.67& 2400 AET I 22t SAH

LIEFG © 04 (p<0.0001", 119}

I(p=0.0139*, p=0.0052).

p<0.0001%), AlEZ

=olst Xt0IJF LHEH&T

PSA HiSIEfS PP Sete2 =A% Z2L0IA

=R

0.01+£0.60ng/mL &Jtotd 12

FA Set =4 % PP Set 41t FAlet ZIUHE 2L

Total Testosterone HH3IZ= PP Setez 2A& &2
ANE 2 A& 2
AU CH, Ux

2, Mg I HXZ2 SHESZ |R2E XH0l=

PP Seto2 =45 Z

"oz Rost X

II= 0.02+0.42ng/mL

IHOIlA
II= 0.16%+1.58ng/mL
=2 0.55+£2.13ng/mL 2 A0tSL.

Ii=

8F 12F = ANgzZ 12

2
6.14+5.748 ZA0otU 1, AMEZ II= 3.28+5.198 Z406t/A2H, HE=Z=2

12= = ANg=Z I2

HxZ2 0.23+1.41ng/mL SOtotRCh delt A8 I X2, AE2
12t HEF2F SHESZ |28t X0l= LIEHLEX 2ZQUCH

cE

125 =

deilt AlgE I
LEEFLERL 2 R%LH
O EF 12F =

1.12+2.66pg/mL

ZAOIRCH, HWEZES 0.94+£2.5pg/mL 2ASHQUCH DdHL AMEZ2 T It
HEZ, A& 112 HEZ2 EHEZ 728t X0l= LIELEAl 22 QUL
FA Set 4% PP Set 241t RAtst 2UE 2L
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DHT H&atg= PP Sete=z =E4Ag Z2HUHA &F 12 = Ag=2 I=2

35.02+273.88ng/mL  SJtotd, AMEZ II= 42.24+154.29ng/mL

oo

ZAGIUCH, HHEZ2 47.21+130.50ng/mL ZAotACH Lt AIEZ 1
o HES, Algx TI2 =2t SHECSZ 728t X0l= UHEFLEAL 2 RACH

FA Set 4% PP Set 41t |RAtet ZUE 2L

ZU iasE HIHS PP Setez 248t ZUHA &5 12F & ANE2
.19+£9.96ml/sec SJtol¥ 1, AlE8x2 II= 0.31x7.01ml/sec

1.86+6.04ml/sec SItotALt, il A€ It
E==, AMEZ I HEZ2 SHRSZ KOS X0l= LIEILEXL 24 QUL

FA Set 240AME AT It U2, AIEZ 119 OHE=22t SHESEZ

=g Hotgds PP Setez =48t ZU0AM EF 123 = AgEZ I2

0.44+41.70ml ZA6tU1D, AlIEZ II= 8.44+27.44ml ZAGHUCH,
15ml BJtotRic Dedlt AlEx2 It HEF

12t HEZ2F SHELZ RSt X0l= LIEHLEXT 2 UL

=g BHotgds FA Setez 248 ZU0A &F 123 = Algz 12

1.10£39.34ml ZiAotf1, A= II& 11.09+£30.07ml ZA0IULH,

HZER2 16.86+67.51ml ZOISIACH  AIEZ I3 X2 SHEO=
Solst [Ol= LIEILIX YO0, AIBZ 119 X222 SHXOZ K98
%01 b LIEHSACH(p=0.0497#, p=0.0306%).

IIEF &8 HBst&d=S PP Sete2 =248 ZU0AM &5 12 = AIgEZ I2
0.62+18.988 Z 4ot d, Alg=z II= 3.03£19.07&8 SJItotA2H,
(HEZ2 0.88+19.79& ZAGHRUCH eflt AI®Z I HEF, AIEZ IIS
Hxz2t SHRSZ 7o X0l LIELIRT & UALCH

IIEF 2t S92 3o & 8 & E=+ BHale=S PP Set2

g5 12 = AMEgzZ I2

0.5
0.61+3.978 SJItotA2l, x=2e
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UM &F

0.67+1.67&

olel EIdls,
NEZ 119 Of
IIEF 58 2

g% 12 %

AMEzZ II2
p=0.0007¢%).
Testosterone
Free)Ofl CHst
ANEZ II2F T

T
dedltistn 22EE AU IPSS & Hetg=E PP Setez =4

=22t SHELZ =oet X0le LHEFLEX & UL
(=2

S
12 = AMEZ I& 0.03+2.15& 3Jtotdl, Ag= Il=

SOl 2MH, HEZ2 0.20+2.478 2 AGHAULCH AlIEZ It

=2t SHELEZ 72g A0l UEHLIA HUA2H, AIS=2 II HxZ2t

EHNSZ R XH0IJt LIEHSCH(p=0.0201%).

823 80 os 2

[ o /M

Ix

S0l 85 123 = AE2 T X2,

L2 SHECZ Ro8 X0le LEFLEX &AL

& EIES0 e FIH2ALZ AADIZE(DdUgn 22EHE,

NE28283)2 Ag8UdXNE subgroup ot0 IPSS SE0

AAIGIH 20, Testosterone IHEAIZE EH AIEUAXE

estosteronelll st FIIE4 2 A AIGHICE.

ro

12 = A€z I0| 5.25+5.89& 224G, AME=Z IIE -
ZA0UCH, HEZE2 1.05+6.838 ZAULH AlgZ I

Moz KO8 X0IJ}b LIEFSO0i(p=0.0368%), A& II%

2 AME WA IPSS E& HateEds PP

S
12 = Mg I2 7.81+£5.198 240t 10, AME=Z II=

0y
-
o
50
0
=
82
™

22 1.3246.71F ZII5IUCH AIE2 I
Moz R85 X0/JF LEI20(p<0.0001%, p<0.0001%),
X22t SHEOZ K9 X017t LIEFGCHp=0.0010%

MHEAIRZE 28t AXE Mot  Testosterone(Total,

Fteds dAlgt 23, EF 123 = Mg I Uz,

L2t SHELZ =28t X0le LEFLEXT &AL
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0.66+26.47mg/dL  SJtot¥ L, Alg=z 11

EHNCZ 298 XH0IJt LIEHSCH(p=0.0439").

, ANg= II = 0.25%3.

et Histe 2HMAM EF 6 = AlgZ I2 2.11

Li(p=0.0064%), &% 12= & A&z

= BUN 2 &5 12 = = AE=Z I 2
9

S 4.33%22.54mg/dL

ZA0tACH, HEZ 2 6.76+£26.95mg/dL SIIotH, AMEZ II & =2t

.99+4.30mg/dL

HE=e

o, ANIE=2 T ot HEZ2H

0.18+3.91 mg/dL SJtotH, Alg= 1 1t =22t

LIEFS CH(p=0.0346%).

SHSstMZAL = LDL-Cholesterol 2 &% 12 = & A&z I 2
2.44+£21.67mg/dL  ZA5t% 1, AlgE= 11

ZA0IRCH, A2 5.95+21.61mg/dL SJtal

SAHZCZ K8t X0IJF LIEIS2H(p=0.0154), Al&= II o O=x=z2t
SAZCZ 228t X010t LIEHGCH(p=0.0058%).

25 Z4gA ol Hen, o0l g

StE0ME AE2 1 O G228 2l AIE2 1

+9.393|/min &JIot% 12,

AMEZ2 II= 1.0949.233%/min &SIl 2, XS 5.194+9.4835!/min

o, ANz It =2t SHAS
o

ol &t X0l Dt

8~19 H=20l ofiEot= 8 40 Al Olaf, 2 75 A
ot ALt

1 X R84 BItE=+el IPSS = dEgd

I
rH

IPSS SHWAMN SHHESZ KR8t XH0|JF LIEILE, A
2000mg A 25 i«

=
Ol 2 IPSS o HE EBSHNE &3 12 = =

2 CIMEZAE A= IPSS(International Prostate Symptom Score)Jt

| Olotel g8 Uace=z

al
SF0IH, &5 12 = =0 AME=Z T o X2, AIEZ2 1T & tE=2 2te
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© 2t0f
ALT(GPT) Alanine Aminotransferase
AST(GOT) Aspartate Aminotransferase
BUN Blood Urea Nitrogen
CRF Case Report Form
CRO Contract Research Organization
DHT Dihydrotestosterone
FA Full Analysis
y-GTP Gamma-glutamic transpeptidase
Hb Hemoglobin
Hct Hematocrit
HDL High Density Lipoprotein
ITIEF International Index of Erectile Function
IPSS International Prostate Symptom Score
IRB Institutional Review Board
LDL Low Density Lipoprotein
MCV Mean Corpuscular Volume
PP Per Protocol
PSA Prostate Specific Antigen
RBC Red Blood Cell
Seg. Segmented
Urine S.G Urine Specific Gravity
WBC White Blood Cell
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22 Human Equivalent Dose (HED) &tEAIS 2012 H AtGHRICH

HED (mg/kg) = Animal dose (mg/kg) multiplied by (Animal Km/human Km)
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Species Weight (kg) BSA (m?) Km factor
Human 60 1.6 37
Rat 0.15 0.025 6
THESZ 2 =40 YA NAY RS HASHH M H=0l e =25 dE6HAL
g S0

75 mg/kg (Animal dose) * 6 (Animal Km) / 37 (Human Km) = 12.16 mg/kg
12.16 mg/kg * 70 kg(&2&4J|&) = 851.2 mg/day = 1000 mg/70 kg/day

NEE

S0
150 mg/kg (Animal dose) * 6 (Animal Km) / 37 (Human Km) = 24.32 mg/kg

24.32 mg/kg * 70 kg(dolg&I|&E) = 1702.4 mg/day = 2000 mg/70 kg/day

P AE 2 YA SHAIE 200 2000 =S AMZNAFERLY 222N HEEHZ2Q
E0 SHZ2 1000 mgez &FHoILd, MZAZFEELEN Ls8SFZ2 E0H 2FS 2000
mgez AFHSAC
8.5. HERHY
8.5.1. 82Jts%E ¥ AF
Ct2e 22 AME2AE J|2t S 8948 S0I Jtsotit
1) CIMESAIEUAAIL 2 AMEZSAIEN HFHOHGH)| 0/8dFH F0HotD Y EE8A= L
ALINSAE & 2 AXNESAES ZAdoiao = 0IXA HES A2 AMZEEH=
ggo=2 AMEX2 HE ool ofZotAT
2) JIEt EEo 2Ny XN2E 82z AEdHe 2Hes AMENt MoE Sol 892
E0otol=2 ot
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8.6.1.1.2. 2X R Bote
1) 22
2)

3) B

PSA, Testosterone, DHT

ZI0 =5

]

4) 1IEF 24

= AL
ol ZNFL

i
Ofh
1)

8.6.1.2. &4

8.6.1.2.1. 1x &

{0
[

pas] |:||

»week -2, 0)1F EF =823, 4:

HatE &olotn AMEZE

DHT, X0 Ha=S, &%2, IIEFQ

dE =4, dluotd SHE2=Z 728t X0t /U

I
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O

=Xl BIot

I

Ct.
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r
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Al
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t, OIMEEANEE ASS dFot)| 0182 Xt=(Baseline)2 UXotK %M, Rad HItEH=

ol2lel 2E =24 =0 Uolde Z=XE UANGHA 210 A= U2 Nz 242
A8 5 CH

2 MEZAEUAN 22 U2 HGE J=sHHTO=2 (Mean)lt HZ=®Xi(Standard
deviation)E &tE0t0 HAISHR 204, XtO|(Difference)dl st RAHS AFHHF2Z p<0.05

ZOAM ZSSHALL

8.8.2. QFSHEH J|=XE

CIMAESAIEUANS RSHEHE =2 JAasH SHS DY) 6tH XNEEAE o
CIMASAISUANS SH0 Hoto JI=otRUCt AR SHEN g Y Mats2 Uz0l OetA
Mgt J=SHE(UIMESAMEUHAR =, B2, EEEHX, 3, 22 MAlGHRLD, =22t

HRE <6t A4 otE 20 ek Two sample t-test &= Wilcoxon rank sum testE
AAlotD ROEE g2 HMAIGIULH HFE gs 2 2FTEZ 8T HIES MAlotl S84

A2 {8 II0IM=Z Z2&(Chi-square test) =2 UIH2 XEBH(Fisher's exact test)2

8.8.3.1. 1% S54 HIIHA0 et 24

1A =54 ot IPSS S8 &5 d= B ke dnd UE W0l Tt Paired t-

test &= Wilcoxon signed rank testE &AIGIR 1, 2 AIBUHAL AIEZ IO X2, AIED

=elgt A0IIF A=K EItot ALt
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1

8.8.3.2. 2i REHE HIH=0 U =4

21 =a4d "It &€& PSA, Testosterone, DHT, =i Bi==%, &=, IIEF 2 EH9E
SadEs 2 FHY dF M= BH3e k= A4 8E R0 et Paired t-test £=

o
IH0AS AlIE2 To A2, AIEZ 112 A2

L >

2to W3 3= ANCOVAR A4 2= 20l ek Two sample t-test £= Wilcoxon rank

sum testE€ & Alol0 SHEL=Z =2l&t Xt0IJt JA=X BItotAL

2t =2 0l&fBrsS0l Zdst QMAESAE U HES AHdtotAd D IH0IMsZ E(Chi-square

-
[0)
2]
1A
rir
E
x
0
0
J

= A3 & (Fisher's exact test)2 0/&0t0 Hlw =4 otALCH

8.8.4.2. JAYHC|BA(ERSH/ENH

tol

tSEEH AL =2 AD

5 HM(”E1: Screening visit, week -2)1t &% =Z=(2F4: Closing visit, week 12)2

LAY HAL ZUE HIWGHH Hatgls AHEaHALH

oSt o) doigstAd HAXIe 201 H=E(Continuous type)Xtz2 22U Hlue 44 2=
20l et Paired t-test E£= Wilcoxon signed rank testE & Aot 12, 28 AIENAML AMEZ
10 A, A2 119 A2 2te B 8&= 74 oF 20 2t Two sample t-test
£= Wilcoxon rank sum testS &Alot0 SHELZ Rest XO0IJH A=K HItotALH

EAME BR= &M HEY2Z L0 McNemar testE A AIGHH W XtOIE HIwWGHALE.

SHHIF(EY, W), MsS SAMX0 ot &5 & =2 X0l0 et 2 Hlue A4
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OtE {20l et Paired t-test == Wilcoxon signed rank testS &AIGIA 1D, 28 AIEWAS

o
Jh
2

F

>_

&z I HEF, AlEZ 11 tHEF 2te B Ek= Eqd S0l et Two sample

r

f

(@)

19 JA=X EItot AL

o
>

t-test L£= Wilcoxon rank sum testE A AIGIH SHELZ K9

9. UNEESASHAX

=2 UHAESAIg2 20182 062 182 H AUMHSASUHLAIN Adeld =HALL, 2019 042
01 OHXIS CINEEAS A XS 02 2201 Ol 0 B,

= CMHEEAENMAME Hgst CNHESAMEUHANE  HFHoH|  fof & 152%9
IMBSAIEUHA N0 oM AZeld BEIHE Aot Adlld &g 1782z &
135 (AME=2 1 469, A2 II 449, (X2 453)01 7 BHEZIACE. O S AMIE=2 1 0lA
S2AE3 4%, dF/HAIIE I 28, A II0AN sS2AE3 298, dF/HAJE ALt 19,

Hx=0A S2AE3 398, dF/MHe0I= {8 1%, S 1380 STE€SH00 UMEEANES

o

S&t QINESAEUHA = B 122Z0IUCHAIEZ 140F, AMEZ 1141, X2 419).

JA
40
02
i
o
fn

eIl

Ja

SEANSEUHATS H0H A= Table 52 Table 601 &c2lotRULCH.

10
0

Table 5. AIXMAESANS UYL E0HAH (FRAEE ZE AMNESAIS UL

PSESE=PNR=1E FSON SRS

Saf 53
MADIZY(OIEC pex | AEELOABE I
(HUO033 (HUO033 Total
(Placebo)

1000mg) 2000mg)
Deligtn #2E@ (01) F54d 22 22 22 66
tSstistn AS82ER (02) | ZMAS 24 22 23 69
Total 46 44 45 135
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Table 6. 2AAUE = =& AMNEFSAIEUHLX
Randomization Date of Category of
Group ) )
No. termination reason
01-R014 2018-11-13 S2E3(HE2 0| E)
01-R043 2019-02-21 S (LY=23 0= E=)
_ 01-R0O61 2019-02-21 SoE(LE3 0lF E)
AMET 1
02-R024 2018-10-01 S2E3(E=E2 0| E)
02-R059 2019-03-14 SAE/HDIE SIE
02-R066 2019-04-01 SAE/NAIIE FIE
MN= =
ST 02-R004 2018-10-15 HE/MAIIE At
e
ANEZ 11 02-R009 2018-09-20 S (LY=23 0= E=)
02-R040 2019-01-23 S (LE3 0lF E)
02-R0O11 2018-09-18 SO E3(E=2 0| E)
02-R0O16 2018-11-12 HE/MELIDIE 28t
==
02-R056 2019-01-29 SoE(HEE2 0lF E)
02-R063 2019-03-18 SO EI(E=E3 0l E)
9.2. E40 x&tE AEUa=2 HF

20194% 6E 52 = CINHEAE =42 HFZ st 22 (BRM: Blind Review Meeting)2 4!

Aot 2 UHEEASS RSsd2 PP Sets = 2422 61, FA Sets FIIEL=Z =40t

Safety Set2 QUXMEESAIE 0 RA/AUHEE = ALHMABSAISE 2SS 138

AMNEHAXNZ AEZ 146F, AIET 1144, L2 4520 240 Z& T AL

FA Set2 HE MU JI=otAEUHZ AMBEAEE ASS 13 0la &FE

00
30
fol
0x
0
o
I

1
2 0l&t Aldotl, =2 dF/MeA0I= AL HEEA S UMASASUHLSLL S a2
OIFOMLH etd S=EHEHN Rad BIIE &Alothl #2 49

(
SE/MAJNIE e 4B (AMEZ 1 2%, AIEZ 11 18, X2 198)0 HAZ0 Tt S 127 (Al
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g 1429, AIEZ 11439, HXT 42F)0] FA SetOll Z&TIUALH

52 (A&
X2 40%)0] PP Setol

H)0l Mel=AD,

= I 2%, AIg=2 II 38)01 MeAZ0l et

H L AL

Table 7. 242 (Analysis Set)

£ 18)01 MAA2

ANgz 11 36¥, U

A&z 1 ANEZ 11 x= &
n(%) n(%) n(%) n(%)
LA HHE 46 (100.00) 44 (100.00) 45 (100.00) 135 (100.00)
Safety Set
L 46 (100.00) 44 (100.00) 45 (100.00) 135 (100.00)
X2 0 (0.00) 0 (0.00) 0 (0.00) 0 (0.00)
FA Set
o 42 (91.30) 43 (97.73) 42 (93.33) 127 (94.07)
Al @l 4 (8.70) 1(2.33) 3 (6.67) 8 (5.93)
M2l AL
E= e
- SE/MQAIIE e 2 (4.35) 1(2.27) 1(2.22) 4 (2.96)
- So/&3) 2 (4.35) 0 (0.00) 2 (4.44) 4 (2.96)
PP Set
Zat 37 (88.10) 36 (83.72) 40 (95.24) 113 (88.98)
el 5 (11.90) 7 (16.28) 2 (4.76) 14 (11.02)
HI2ALS
scge
EE 2 (4.76) 2 (4.65) 1 (2.38) 5 (3.94)
V4 Visit Window 14¢
2 (4.76) 3 (6.98) 0 (0.00) 5 (3.94)
0l &t =<(8t
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==& 80% O]9 1 (2.38) 2 (4.65) 1 (2.38) 4 (3.15)
Figure 3= CIMEEAIE A& O0I22H 23 ANENAL CIHESAIZE AL CIMESAIYE &
AR & 24 H2lE st 240I0
Confidential

NeoNutra co., Ltd. (www.NeoNutra.com)



AE=2A

Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

61/266

Scresmngi AWE A]EORHX

W=152

Randomization
SEFWEE A0}

Soreening Failure (N=17)

N=135
|
MEa I Mg O hEZ
(HUO3E3 1000mg) [HUOZ3 2000mg) Placebo)
N=45 =i M=45
|
| Safety Set
Ha GIHOIZHE SO AROHET
N=135
Al 1 Algs o QEZ
(HUD33 1000rmg) (HLE3 2000ma) IFlaceba)
N=aE W=44 M=45
L I
V2 URE BEEWE vz Ol BEEWE
- B2 HE (N=2)

HEMRT|E HE

HHMARTIE HE

- BEEY N=2
I

UEARE HY
[N=2) (N=1] [N=1)
T I
FA, Sat
18 0l 88 ® FEE 37
A EEE AR CHAR
N=12T
AT 1 Alge O =
(HUD3S 1000rmg) (HLOE33 2000mig) [Mlaceba)
M=42 N=43 M=a2
I | I
V3 0|8 BEWR vi ojf BEWR V3 ol EEWY
- BOHE (N=2) - BN (N=2) - BojHE (N=1)
I I
- Wl Wisit Window 148 0] 4 Wi Wisit Window 148 04
FliEhM=2)

P ¥hin=3)
1

. 85 80% OjshN=1) |

| - B & 80% O|THN=2) |

PP Set
HEYHi: HE =S HE eE

| - 25 90% O/THN=1}

Al TR
M=113

AT I
(HUIO33 1000mg)

Mga O

MN=37

[HLOE3 2000mag)

N=36

Figure 3. IXAEAIEHY RS AXMESAIE &

(=]

QEz
[Placedss]

=4

EH
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9.3. OIMEZSAIEAXS &N HE L J|EL 85 & S40| 08 Hlw
9.3.1. CINEZSAIAHATIS oI2st™ HE U HF & 54
Table 8, 9= CIMAZAIEMALS oS HE L HFH d SH= dlwst A0IC 2
QIMESAIEN S CIMESAIGHAANL CIF2stE HEE HLast 85 Mo B E4= &85
Y2 "l Walo XH01JF = RIS EolotuXt 6HACH
dF ® QIMEAZAIEHAXNS2 RN HE SHU ot ZAS 210 ABUA= AlE2 1
0] B 59.14%+9.24AM, AMEZ II= E& 60.17£9.14AH, UxzZ=2 & 61.38+£8.94A4 =
AE 10 T, AMERZ 112 22 SHELZ K28 Xt0l= LIEFLEAl QUL
ol AlE, Sl ZE24HE, 2Ss0HR, 2, SHHR, 9%, SHIIZ0A 475 =2
SHEC=Z S2l8t X0l= UEILIA 20t, 22t HluWd(Comparability)=2 & & = UL
Table 8. CINIESAIE AR clstA FE Y 45 & S4 (AMEF 1 vs =) (PP Set)
NEER HxE2 B
p-value
N=37 N=40 N=77
o1y Mean=SD 59.14+9.24 61.38+8.94 60.30+9.10
0.2679%
(M) Min, Max 40.00, 74.00 41.00, 73.00 40.00, 74.00
AE Mean+SD 167.98+6.56 169.27+5.62 168.65+6.08
0.3564"
(cm) Min, Max 152.00, 179.00 157.00, 182.40 152.00, 182.40
0l 1(2.70) 0 (0.00) 1 (1.30)
& 36 (97.30) 40 (100.00) 76 (98.70)
Sl ZEaE S 0 (0.00) 0 (0.00) 0 (0.00)
0.4805*
n(%) = 0 (0.00) 0 (0.00) 0 (0.00)
0= 0 (0.00) 0 (0.00) 0 (0.00)
€N = 0 (0.00) 0 (0.00) 0 (0.00)
ot 8 (21.62) 7 (17.50) 15 (19.48)
csg 0.4404"
33| 0leH/= 5 (13.51) 10 (25.00) 15 (19.48)
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NEzZ 1 = A
p-value
N=37 N=40 N=77
33l Ol&/= 24 (64.86) 23 (57.50) 47 (61.04)
2sote &k 5, (__)=/13
2 Mean+SD 59.48+37.52 63.94+33.35 61.85+35.14
0.2666%
Min, Max 25.00, 180.00 20.00, 180.00 20.00, 180.00
otLI 2 13 (35.14) 13 (32.50) 26 (33.77)
Ex-Smoker
SH=E 15 (40.54) 18 (45.00) 33 (42.86) 0.9249°7
(6JHE Ol =29¢)
Smoker 9 (24.32) 9 (22.50) 18 (23.38)
SdotE &R =, (__)HBl/1
s Mean+SD 14.00+6.73 13.67+£7.97 13.83+7.16
0.6428%
Min, Max 1.00, 20.00 5.00, 30.00 1.00, 30.00
Sddte HaX =5, ()4
SH0|2t Mean+SD 31.56+12.49 25.00+6.12 28.28+10.12
0.1585%
Min, Max 10.00, 50.00 20.00, 35.00 10.00, 50.00
*: p-value by Two sample t-test
#: p-value by Wilcoxon rank sum test
t: p-value by Chi-square test
¥: p-value by Fisher’s exact test
Table 9. SIHIESAIEUAXL elR&tA FHE L 5 & E4 (AMEZ 11 vs HEF) (PP Set)
AMNE=Z 11 = A
p-value
N=36 N=40 N=76
o Mean+xSD 60.17+£9.14 61.38+8.94 60.80+9.00
0.5388*
(A Min, Max 41.00, 74.00 41.00, 73.00 41.00, 74.00
AE Mean+SD 169.15+4.85 169.27+5.62 169.21+5.23
0.9229"
(cm) Min, Max 158.10, 179.30 157.00, 182.40 157.00, 182.40
Sl Z2EA| 02 1(2.78) 0 (0.00) 1(1.32)
0.22117
n(%) Pl 34 (94.44) 40 (100.00) 74 (97.37)
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NEZ II =z A
p-value
N=36 N=40 N=76
=P 0 (0.00) 0 (0.00) 0 (0.00)
AE 0 (0.00) 0 (0.00) 0 (0.00)
ol 1(2.78) 0 (0.00) 1(1.32)
g2H = 0 (0.00) 0 (0.00) 0 (0.00)
ot 7 (19.44) 7 (17.50) 14 (18.42)
230HE 33| 0Igt/= 7 (19.44) 10 (25.00) 17 (22.37) 0.8428"
33 Ol&/= 22 (61.11) 23 (57.50) 45 (59.21)
230t ax 5, (_)=/13
2 Mean+SD 64.83+28.74 63.94+33.35 64.35+31.03
0.7109#
Min, Max 30.00, 120.00 20.00, 180.00 20.00, 180.00
OtLI2 6 (16.67) 13 (32.50) 19 (25.00)
Ex-Smoker
SR 25 (69.44) 18 (45.00) 43 (56.58)
(6IHE Ol& 2H)
Smoker 5 (13.89) 9 (22.50) 14 (18.42)
Edol= &R =, (L )Hdl/1e
sH Mean+SD 12.00+4.47 13.67+7.97 13.07+£6.78
1.0000#
Min, Max 10.00, 20.00 5.00, 30.00 5.00, 30.00
9ot AR =, ()4
S22t Mean+SD 25.60+13.28 25.00+6.12 25.21+8.80
1.0000#
Min, Max 9.00, 45.00 20.00, 35.00 9.00, 45.00
*: p-value by Two sample t-test
#: p-value by Wilcoxon rank sum test
t: p-value by Chi-square test
¥: p-value by Fisher’s exact test
Ol M AtE AXDI2AE 2 "FA, 'HIEA'SZ 700 HIWSIALH, M & 25 F&22 &0l
S ACHTable 10, 11).
Confidential

NeoNutra co., Ltd. (www.NeoNutra.com)



AE=2A

Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

65/266
Table 10. OISt H I A (AIEZ | vs IXZ) (PP Set)
AMEZ 1 =z =2l
AXID| 2 p-value®
N=37, n(%) N=40, n(%) N=77, n(%)
Ha 37 (100.00) 40 (100.00) 77 (100.00)
AE 2 -
HI& & 0 (0.00) 0 (0.00) 0 (0.00)
&4t 37 (100.00) 40 (100.00) 77 (100.00)
H & sEJH -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
4 37 (100.00) 40 (100.00) 77 (100.00)
AE2/2F L EE -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
Ha 37 (100.00) 40 (100.00) 77 (100.00)
CHAL/LH=HI 2 )
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
& 37 (100.00) 40 (100.00) 77 (100.00)
ME/REA -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
PSRy 37 (100.00) 40 (100.00) 77 (100.00)
MADH -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
Ha 37 (100.00) 40 (100.00) 77 (100.00)
232 A -
HI&E & 0 (0.00) 0 (0.00) 0 (0.00)
& 37 (100.00) 40 (100.00) 77 (100.00)
e 2 2gxs -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
4 37 (100.00) 40 (100.00) 77 (100.00)
A A -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
Ha 37 (100.00) 40 (100.00) 77 (100.00)
A -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
& 37 (100.00) 40 (100.00) 77 (100.00)
JIE -
HI & & 0 (0.00) 0 (0.00) 0 (0.00)
t: p-value by Chi-square test &£= Fisher’s exact test
Table 11. O|E&EZAL (AEZ 11 vs 1 £EZ) (PP Set)
AME=Z II tHEz 2l
A2 p-value®
N=36, n(%) N=40, n(%) N=76, n(%)
AE2AH & 36 (100.00) 40 (100.00) 76 (100.00) -
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



AE=2A

Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

T 0 (0.00) 0 (0.00) 0 (0.00)
o = 36 (100.00) 40 (100.00) 76 (100.00)
i =s TR 0 (0.00) 0 (0.00) 0 (0.00)
o e = 36 (100.00) 40 (100.00) 76 (100.00)
AEEE R By 0 (0.00) 0 (0.00) 0 (0.00)

. = 36 (100.00) 40 (100.00) 76 (100.00)
AR TR 0 (0.00) 0 (0.00) 0 (0.00)
e = 36 (100.00) 40 (100.00) 76 (100.00)
marE=d e 0 (0.00) 0 (0.00) 0 (0.00)
» = 36 (100.00) 40 (100.00) 76 (100.00)
SR e 0 (0.00) 0 (0.00) 0 (0.00)
o = 36 (100.00) 40 (100.00) 76 (100.00)
=ESA Bl A 0 (0.00) 0 (0.00) 0 (0.00)
e = 36 (100.00) 40 (100.00) 76 (100.00)
U s Eeas e 0 (0.00) 0 (0.00) 0 (0.00)
- = 36 (100.00) 40 (100.00) 76 (100.00)
e e 0 (0.00) 0 (0.00) 0 (0.00)
. = 36 (100.00) 40 (100.00) 76 (100.00)
2eA HIR A 0 (0.00) 0 (0.00) 0 (0.00)

= 36 (100.00) 40 (100.00) 76 (100.00)
e TR 0 (0.00) 0 (0.00) 0 (0.00)

t: p-value by Chi-square test == Fisher’s exact test

A3dcld AlIEE JIE22 6042 OlUe ANESAEUHA RS2

o

2O A 27%(67.50%)22 FATI

AN

o4O (p=0.9950), AlEZ

(p=0.1211). ZAlE RE StHEs

12, 13).

sH=oz fo

O, NEZ Tl 22 SHESZ 7olst &t
gt X0l=

b 9 Haie MedDRA(Ver 22.0)00 @2t Coding & %CH Table

NeoNutra co., Ltd. (www.NeoNutra.com)
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Ol A= LMBSAEUHY = AMEZ I0AM 25 (67.57%), A2 TI0A 182E(50.00%), CHE

= LIEFLEX]
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Table 12. Sgta& 2 Y ZAF (AMEZ2 1 vs HEZ) (PP Set)
NEzZ 1 tHE= 2l
p-value®
N=37, n(%) N=40, n(%) N=77, n(%)
= 25 (67.57) 27 (67.50) 52 (67.53)
= 0.9950
f 12 (32.43) 13 (32.50) 25 (32.47)
SOC(System Organ Class) n(%), d= n(%), d= n(%), A=
Blood and lymphatic system disorders 0(0.00), 0 1(2.50), 1 1(1.30), 1
Cardiac disorders 4(10.81), 4 3(7.50), 4 7(9.09), 8
Congenital, familial and genetic disorders 1(2.70), 1 0(0.00), 0 1(1.30), 1
Ear and labyrinth disorders 1(2.70), 1 0(0.00), 0 1(1.30), 1
Endocrine disorders 0(0.00), 0 1(2.50), 1 1(1.30), 1
Eye disorders 1(2.70), 1 1(2.50), 3 2(2.60), 4
Gastrointestinal disorders 3(8.11), 4 2(5.00), 2 5(6.49), 6
Metabolism and nutrition disorders 8(21.62), 10 11(27.50), 12 19(24.68), 22
Neoplasms benign, malignant and
1(2.70), 1 0(0.00), 0 1(1.30), 1
unspecified (incl cysts and polyps)
Psychiatric disorders 2(5.41), 2 1(2.50), 1 3(3.90), 3
Renal and urinary disorders 2(5.41), 2 1(2.50), 2 3(3.90), 4
Reproductive system and breast disorders  11(29.73), 11  15(37.50), 16 26(33.77), 27
Respiratory, thoracic and mediastinal
0(0.00), 0 1(2.50), 1 1(1.30), 1
disorders
Skin and subcutaneous tissue disorders 2(5.41), 3 0(0.00), 0 2(2.60), 3
Vascular disorders 8(21.62), 10 7(17.50), 7 15(19.48), 17
SHHI* 25 (67.57), 50 27 (67.50), 50 52 (67.53), 100
% SEEN(AS)
t: p-value by Chi-square test
Table 13. SEIA&E L HaE A (MEZ2 11 vs HIEZ2) (PP Set)
NEZ 11 tHE= Al
p-value®
N=36, n(%) N=40, n(%) N=76, n(%)
= 18 (50.00) 27 (67.50) 45 (59.21)
He 0.1211
f 18 (50.00) 13 (32.50) 31 (40.79)
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



FE2A
Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

68/266
SOC(System Organ Class) n(%), 2% n(%), A% n(%), A%
Blood and lymphatic system disorders 0 (0.00), 0 1(2.50), 1 1(1.32), 1
Cardiac disorders 1(2.78), 1 3 (7.50), 4 4 (5.26), 5
Endocrine disorders 0 (0.00), 0 1(2.50), 1 1(1.32), 1
Eye disorders 0 (0.00), 0 1(2.50), 3 1(1.32), 3
Gastrointestinal disorders 0 (0.00), 0 2 (5.00), 2 2 (2.63), 2
Metabolism and nutrition disorders 5(13.89), 6 11 (27.50), 12 16 (21.05), 18

Musculoskeletal and connective tissue
1(2.78), 1 0 (0.00), 0 1(1.32), 1

disorders

Nervous system disorders 1(2.78), 1 0 (0.00), 0 1(1.32), 1
Psychiatric disorders 0 (0.00), 0 1(2.50), 1 1(1.32), 1
Renal and urinary disorders 2 (5.56), 2 1 (2.50), 2 3(3.95), 4

Reproductive system and breast disorders 9 (25.00),9 15 (37.50), 16 24 (31.58), 25

Respiratory, thoracic and mediastinal
0 (0.00), 0 1(2.50), 1 1(1.32), 1

disorders
Skin and subcutaneous tissue disorders 1(2.78), 1 0 (0.00), 0 1(1.32),1
Vascular disorders 9 (25.00), 10 7 (17.50), 7 16 (21.05), 17

]

H* 18 (50.00), 31 27 (67.50), 50 45 (59.21), 81

wo SR (2A4)

t: p-value by Chi-square test

>
[l
o
0C
=
o
o
S
HH
|0
HU
o

JHE OlLHSl QIMEESAEUHANSS == ZAMUAM ===0] Us
CIMESAIEUHA = AlEZ I0A 3Z(8.11%), AlE= IIOAM 1Z(2.78%), HH==Z0AM 1
(2.50%)22 ZAERULD, AE2 I X2 SHESZ K28 X0l= UEHUA HUA2H

IXl 2 24CHp=1.0000). =A}

=
>

(p=0.3460), AIE2 112 HEZ2t SHECZ |28 X0l= LE
&l === 2 MedDRA(Ver 22.0)0| 2+ Coding &I XACH Table 14, 15).

Table 14. =8 XAl (AMEZ 1 vs liEF) (PP Set)

NEzZ 1 tHEz 2|
N=37, N=40, N=77, p-value*
n(%) n(%) n(%)
Lz S 3 (8.11) 1 (2.50) 4 (5.19) 0.3460
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AMNEZ 1 == 2l
N=37, N=40, N=77, p-value*
n(%) n(%) n(%)
f 34 (91.89) 39 (97.50) 73 (94.81)
SOC(System Organ Class) n(%), 2= n(%), A= n(%), A=
Surgical and medical procedures 3(8.11),3 1(2.50),1 4 (5.19), 4
™ 3(8.11),3 1(2.50),1 4 (5.19),4
% SHEH(AS)
¥: p-value by Fisher’s exact test
Table 15. =% XAl (AIEZ 11 vs U £Z) (PP Set)
AMNEz II == 2l
N=36, N=40, N=76, p-value*
n(%) n(%) n(%)
= 1(2.78) 1 (2.50) 2 (2.63)
== 1.0000
f 35(97.22) 39(97.50) 74 (97.37)
SOC(System Organ Class) n(%), 2= n(%), A= n(%), A=
Surgical and medical procedures 1(2.78),1 1(2.50),1 2(2.63),2
™ 1(2.78),1 1(2.50),1 2(2.63),2
% SHEH(AS)
¥: p-value by Fisher’s exact test
Adeld AEZ2 JIELZ 1HE OIS CIXNEZSAEHATIESL A2 EUHE ZAMUA 422 =

25t AXESAIBEUHARS AIEZ I0IA 17%(45.95%), AIE2 II0IA 102(27.78%), HER
OilAl 13 (32.50%)22 EZAIGIUD, AIER I IX22H SHEOZ S0/8t X0l= LIEILIX &
O (p=0.2267), AIE2 119 HER2H SHEOZ SO X0l LIEILIX 2L UACHp=0.6546).

TAE BE ASEWHE2 ATC codelll et =7 & AU JACHTable 16, 17).

p-value®
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AMNEZ 1 =z =
p-value®
N=37 N=40 N=77
= n(%) 17 (45.95) 13 (32.50) 30 (38.96)
ASAEZEH R 0.2267
2 n(%) 20 (54.05) 27 (67.50) 47 (61.04)
Levell Level2 n(%) A= n(%) A= n(%) A=
ALIMENTARY TRACT AND 7 6 13
12 8 20
METABOLISM (18.92) (15.00) (16.88)
ANTIDIARRHEALS, INTESTINAL
ANTIINFLAMMATORY/ANTIINFECTIVE 1(2.70) 1 0(0.00) 0  1(1.30) 1
AGENTS
BILE AND LIVER THERAPY 1(2.70) 1 0(0.00) 0  1(1.30) 1
DRUGS FOR ACID RELATED
1(2.70) 2 0(0.000 O 1(1.30) 2
DISORDERS
DRUGS FOR FUNCTIONAL
1(2.70)0 1 0(0.000 O 1(1.30) 1
GASTROINTESTINAL DISORDERS
DRUGS USED IN DIABETES 4 (10.81) 7 5(12.50) 7 9 (11.69) 14
OTHER ALIMENTARY TRACT AND
0(0.000 0 1(2.50) 1  1(1.30) 1
METABOLISM PRODUCTS
ANTIINFECTIVES FOR SYSTEMIC
1(270) 1 0(.000 O 1(1.30) 1
USE
ANTIBACTERIALS FOR SYSTEMIC
1(2.70) 1 0(0.000 O 1(1.30) 1
USE
BLOOD AND BLOOD FORMING 5 6 11
6 6 12
ORGANS (13.51) (15.00) (14.29)
11
ANTITHROMBOTIC AGENTS 5 (13.51) 6 6 (15.00) 6 12
(14.29)
12 10 22
CARDIOVASCULAR SYSTEM 22 19 41
(32.43) (25.00) (28.57)
AGENTS ACTING ON THE RENIN-
5(13.51) 5 4(10.00) 4 9(11.69) 9
ANGIOTENSIN SYSTEM
ANTIHYPERTENSIVES 1(2.70)0 1 0(0.00)0 0  1(1.30) 1
BETA BLOCKING AGENTS 2(5.41) 2 1(2.50) 1  3(3.90) 3
CALCIUM CHANNEL BLOCKERS 4 (10.81) 4 4 (10.00) 6 8 (10.39) 10
CARDIAC THERAPY 1(2.70) 2 0(0.00) O 1(1.30) 2
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AMNEZ 1 tHE= 2l
p-value®
N=37 N=40 N=77
14
LIPID MODIFYING AGENTS 7 (18.92) 8 7 (17.50) 16
(18.18)
4
NERVOUS SYSTEM 5 1 (2.50) 2 5 (6.49) 7
(10.81)
ANESTHETICS 1 (2.70) 1 0 (0.00) 0 1(1.30) 1
ANTIEPILEPTICS 2 (5.41) 2 0 (0.00) 0 2 (2.60) 2
OTHER NERVOUS SYSTEM DRUGS 0 (0.00) 0 1 (2.50) 1 1 (1.30) 1
PSYCHOANALEPTICS 0 (0.00) 0 1 (2.50) 1 1(1.30) 1
PSYCHOLEPTICS 2 (5.41) 2 0 (0.00) 0 2 (2.60) 2
RESPIRATORY SYSTEM 0 (0.00) 0} 1 (2.50) 1 1 (1.30) 1
COUGH AND COLD PREPARATIONS 0 (0.00) 0 1 (2.50) 1 1(1.30) 1
17 13 30
s 46 36 82
(45.95) (32.50) (38.96)
¥ SEIYA (A=)
t: p-value by Chi-square test
Table 17. 232l 18 Ol LSE0ia! (AIEZ 11 vs IER) (PP Set)
NEz II tHx= 2l
p-value’
N=36 N=40 N=76
= n(%) 10 (27.78) 13 (32.50) 23 (30.26)
ASAMEHEZR 0.6546
e n(%) 26 (72.22) 27 (67.50) 53 (69.74)
Levell Level2 n(%) A= n(%) A= n(%) A=
ALIMENTARY TRACT AND 4 6 10
6 8 14
METABOLISM (11.11) (15.00) (13.16)
BILE AND LIVER THERAPY 1 (2.78) 1 0 (0.00) 0 1(1.32) 1
DRUGS FOR CONSTIPATION 1 (2.78) 1 0 (0.00) 0 1(1.32) 1
DRUGS FOR FUNCTIONAL
2 (5.56) 2 0 (0.00) 0 2 (2.63) 2
GASTROINTESTINAL DISORDERS
5
DRUGS USED IN DIABETES 1 (2.78) 2 6 (7.89) 9
(12.50)
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NEzZ II HE= 2
p-value’
N=36 N=40 N=76
OTHER ALIMENTARY TRACT AND
0 (0.00) 0 1 (2.50) 1 1(1.32) 1
METABOLISM PRODUCTS
BLOOD AND BLOOD FORMING 6 7
1(2.78) 1 6 7
ORGANS (15.00) (9.21)
6
ANTITHROMBOTIC AGENTS 1 (2.78) 1 6 7(9.21) 7
(15.00)
9 10 19
CARDIOVASCULAR SYSTEM 17 19 36
(25.00) (25.00) (25.00)
AGENTS ACTING ON THE RENIN- 4
2 (5.56) 2 4 6(7.89) 6
ANGIOTENSIN SYSTEM (10.00)
BETA BLOCKING AGENTS 2 (5.56) 2 1 (2.50) 1 3 (3.95) 3
4 8
CALCIUM CHANNEL BLOCKERS 4 (11.11) 4 6 10
(10.00) (10.53)
CARDIAC THERAPY 1 (2.78) 3 0 (0.00) 0 1(1.32) 3
7 13
LIPID MODIFYING AGENTS 6 (16.67) 6 8 14
(17.50) (17.11)
1 2
NERVOUS SYSTEM 1(2.78) 3 2 5
(2.50) (2.63)
ANALGESICS 1 (2.78) 1 0 (0.00) 0 1(1.32) 1
ANESTHETICS 1(2.78) 1 0(0.00) 0 1(1.32) 1
OTHER NERVOUS SYSTEM DRUGS 0 (0.00) 0 1 (2.50) 1 1(1.32) 1
PSYCHOANALEPTICS 0 (0.00) 0 1 (2.50) 1 1(1.32) 1
PSYCHOLEPTICS 1 (2.78) 1 0 (0.00) 0 1(1.32) 1
1 1
RESPIRATORY SYSTEM 0 (0.00) 0 1 1
(2.50) (1.32)
COUGH AND COLD PREPARATIONS 0 (0.00) 0 1 (2.50) 1 1(1.32) 1
10 13 23
s 27 36 63
(27.78) (32.50) (30.26)
s SRTA(A%)
t: p-value by Chi-square test
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential
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0.0002*

0.30+5.32
0.7231
14.25+6.98

40

<.0001

-4,57+£5.52 40
6.81+4.94

37

Change from baseline 37

p-value™
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ANE= 1 =z
N=37 N=40 p-value  p-value®
n Mean+SD n Mean+SD
Change from baseline 37 -6.70+5.58 40 0.08+6.79 <.0001" <.0001
p-value™ <.0001 0.9447
Baseline (& =22) 37 2.22+£0.98 40 2.38%+1.23 0.5590#
6 (Z=E3) 37 1.41+£1.01 40 2.35+1.27
. Change from baseline 37 -0.81+1.00 40 -0.03£1.59 0.0056# 0.0007
w=e p-value® <.0001 0.9351
(&)
125 (2=24) 37 0.97+0.96 40 2.18+1.52
Change from baseline 37 -1.24+1.04 40 -0.20+1.45 0.0006# <.0001
p-value <.0001@ 0.3895""
Baseline (& =22) 37 2.05%1.10 40 1.98+1.17 0.7790#
6 (Z=23) 37 1.27+£0.96 40 1.98+1.39
. Change from baseline 37 -0.78+1.08 40 0.00+0.99 0.0006% 0.0009
o p-value® <.0001 0.9301
(&)
12 (Z$=24) 37 1.08%1.01 40 2.25+1.33
Change from baseline 37 -0.97+1.12 40 0.28+1.09 <.0001# <.0001
p-value® <.0001 0.1346
Baseline (#&2) 37 2.00+1.03 40 1.85+1.12 0.6677#
6= (Z=23) 37 1.14+1.08 40 2.18+1.34
Change from baseline 37 -0.86%+1.25 40 0.33+1.47 0.0003# 0.0001
B = = &
p-value 0.0002@ 0.1712*
(&)
12 (Z$=24) 37 0.76x£0.93 40 2.03%+1.40
Change from baseline 37 -1.24+1.36 40 0.18+1.52 <.0001# <.0001
p-value <.0001™" 0.4430@
Baseline (2&22) 37 1.73£1.10 40 1.33+1.12 0.1449#
QREGY 6 (Z=E3) 37 1.30£1.15 40 1.28+1.22
(&) Change from baseline 37 -0.43%+1.09 40 -0.05+1.28 0.3232# 0.4737
p-value® 0.0186 0.8495
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NEZ 1 tHEz
N=37 N=40 p-value  p-value®
n Mean+SD n Mean+SD
125 (&£=24) 37 1.03+£1.07 40 1.50+1.43
Change from baseline 37 -0.70£1.08 40 0.18+1.47 0.0089# 0.0160
p-value 0.0001@ 0.4547*"
Baseline (#&22) 37 2.70+1.05 40 3.15+1.21 0.0863*
6 (£&E3) 37 1.78+1.20 40 2.93+1.31
Change from baseline 37 -0.92+1.59 40 -0.23+1.37 0.0292# 0.0006
o5k B
p-value® 0.0005 0.3197
(&)
12 (2 =24) 37 1.32+1.13 40 2.60+1.30
Change from baseline 37 -1.38%£1.28 40 -0.55+1.69 0.0143%# <.0001
p-value <.0001@ 0.0468™"
Baseline (#&2) 37 1.24+1.26 40 1.90+1.08 0.0120#
6 (&=23) 37 0.89+1.02 40 2.00+1.34
Change from baseline 37 -0.35+1.49 40 0.10+1.26 0.1497# 0.0015
e XIS
p-value® 0.1663 0.5006
(&)
12 (£=24) 37 0.62+0.89 40 1.98+1.37
Change from baseline 37 -0.62%+1.21 40 0.08+1.53 0.0395# <.0001
p-value 0.0017@ 0.7575"*
Baseline (2&2) 37 1.57£0.93 40 1.60+0.84 0.6905%
6 (Z&E3) 37 1.16+0.83 40 1.78+1.12
Change from baseline 37 -0.41+0.86 40 0.18+1.01 0.0078# 0.0036
Ot
p-value® 0.0118 0.3676
(&)
125 (£4=24) 37 1.03+1.09 40 1.73+1.04
Change from baseline 37 -0.54%£1.10 40 0.13+0.94 0.01097 0.0024
p-value® 0.0026 0.4653
Baseline (#&22) 37 3.51+1.07 40 3.75+1.06 0.5624#
MESHEH
6 (£&E3) 37 2.70+1.13 40 3.28+1.34
(&)
Change from baseline 37 -0.81+1.35 40 -0.48+1.11 0.0885% 0.0845
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ANE= 1 =z
N=37 N=40 p-value  p-value®
n Mean+SD n Mean+SD
p-value® 0.0013 0.0088
125 (£=24) 37 2.41%£1.32 40 3.35+1.19
Change from baseline 37 -1.11+1.39 40 -0.40+1.06 0.0091# 0.0023
p-value <.0001*" 0.0200@

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline
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IIet tHE22t SHE =z K28 X012+ LIEHGCH(P=0.0486%).
MeaEHEs Hotdd 24HA0M 85 6 = Agx II= 0.31+1.01& 240N, HEZ2
0.48+1.11& ZIaotd2U AEZ 112 X2t SHESZ Rolgt X0l= LIEFLEX 2UCH
&8F 12 = A&z II&= 0.83+1.25& 240D, HEZ2 0.40+1.06&8 2400 Al
IIet =2t SHAFS=Z K28h Xt01J+ LIEHGCHP=0.0232%).
Table 19. 24228 IPSS & % 2 59 HEE (MEZ 11 vs UEXZ) (PP Set)
A&z 11 =z
N=36 N=40 p-value p-value®
n Mean+SD n Mean+SD
Baseline (% &2) 36 13.31+£2.54 40 14.18+2.96 0.1531#
6 (ZE3) 36 11.36%5.87 40 14.48+5.56
i Change from baseline 36 -1.94+£5.47 40 0.30+5.32 0.0479% 0.0509
i p-value 0.0050@ 0.7231*
(&)
12 (2 &4) 36 9.56x5.46 40 14.25+6.98
Change from baseline 36 -3.75%£5.07 40 0.08%+6.79 0.0074" 0.0049
p-value™ <.0001 0.9447
Baseline (% &2) 36 2.11+1.01 40 2.38+1.23 0.2457#
6= (2=23) 36 1.67+£1.17 40 2.35+1.27
. Change from baseline 36 -0.44%+1.13 40 -0.03+1.59 0.1340* 0.0314
e p-value® 0.0260 0.9351
()
12 (224) 36 1.39+£0.96 40 2.18%+1.52
Change from baseline 36 -0.72+0.88 40 -0.20+1.45 0.0805*# 0.0165
p-value <.0001@ 0.3895""
Baseline (2 &2) 36 2.00+0.96 40 1.98+1.17 0.8322%
6= (Z&3) 36 1.47+1.11 40 1.98+1.39
B L
il: Change from baseline 36 -0.53x1.06 40 0.00%£0.99 0.0086#  0.0245
&) p-value® 0.0023 0.9301
12 (224) 36 1.31+1.01 40 2.25+1.33
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ANEg= 11 x=
N=36 N=40 p-value p-value?
n Mean+SD n Mean+SD
Change from baseline 36 -0.69+1.28 40 0.28+1.09 0.0011# 0.0002
p-value@® 0.0014 0.1346
Baseline (2=22) 36 1.56+0.91 40 1.85+1.12 0.2036#
6= (ZH&3) 36 1.56+1.32 40 2.18+1.34
Change from baseline 36 0.00+£1.17 40 0.33+1.47 0.2706# 0.1023
==&
p-value 0.9449@ 0.1712*
(&)
12 (2 324) 36 1.17+£1.08 40 2.03+1.40
Change from baseline 36 -0.39+1.02 40 0.18+1.52 0.0518* 0.0100
p-value® 0.0252 0.4430
Baseline (% &2) 36 1.25+1.05 40 1.33+1.12 0.6932#
6= (2=23) 36 1.19+1.26 40 1.28+1.22
Change from baseline 36 -0.06+1.49 40 -0.05+1.28 0.9828# 0.8410
B p-value® 0.6133 0.8495
(&)
12 (224) 36 0.97+0.97 40 1.50+1.43
Change from baseline 36 -0.28+1.30 40 0.18%+1.47 0.3610% 0.0701
p-value 0.2863@ 0.4547*
Baseline (2=22) 36 2.94%1.17 40 3.15+1.21 0.5047#
6= (Z=3) 36 2.36x1.50 40 2.93+1.31
t_ Change from baseline 36 -0.58+1.61 40 -0.23£1.37 0.4659%# 0.1198
e p-value® 0.0549 0.3197
(&)
12 (2 24) 36 2.06x1.37 40 2.60+1.30
Change from baseline 36 -0.89+1.35 40 -0.55+1.69 0.3412" 0.1092
p-value™ 0.0004 0.0468
Baseline (& &22) 36 1.81+1.06 40 1.90+1.08 0.7192#
Bl XA 6= (ZH&3) 36 1.56+1.08 40 2.00+£1.34
(&) Change from baseline 36 -0.25+0.81 40 0.10+1.26 0.0207# 0.1034
p-value® 0.1085 0.5006
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ANEZ II thE=
N=36 N=40 p-value p-value?
n Mean+SD n Mean+SD
12 (2 &4) 36 1.31+1.21 40 1.98+1.37
Change from baseline 36 -0.50+1.08 40 0.08+1.53 0.0569#  0.0273
p-value 0.0077@ 0.7575™"
Baseline (2=22) 36 1.64+0.80 40 1.60+0.84 0.9457#
6= (2=23) 36 1.56+1.00 40 1.78+1.12
Change from baseline 36 -0.08+1.00 40 0.18%£1.01 0.3408* 0.2717
ot p-value® 0.5353 0.3676
(&)
12 (224) 36 1.36+1.05 40 1.73+1.04
Change from baseline 36 -0.28+0.97 40 0.13+0.94 0.0486*  0.0678
p-value® 0.0691 0.4653
Baseline (2=22) 36 3.360.99 40 3.75%1.06 0.1374%
6= (ZE3) 36 3.06%+1.15 40 3.28%+1.34
Change from baseline 36 -0.31+1.01 40 -0.48%+1.11 0.6439% 0.8176
MESHH
p-value@® 0.0769 0.0088
(&)
12 (224) 36 2.53+1.30 40 3.35%+1.19
Change from baseline 36 -0.83+1.25 40 -0.40+1.06 0.1005%# 0.0232
p-value® 0.0001 0.0200
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential
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* significant differecne between groups at p-value<0.05

Figure 5. 2#2Y IPSS & (AIE2 Il vs LIEX2) (PP Set)
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Table 20. #28 IPSS & 2 2t &322 B3y (MEZ 1 vs HHEZ) (FA Set)
NEZ 1 tHE=
N=42 N=42 p-value  p-value®

n MeanxSD n MeanxSD

Baseline (&&2) 42 13.21+£2.91 42 14.31+2.96 0.0783*

6= (H=E3) 42  9.21+4.81 42 14.45+5.42

Change from baseline 42 -4.00£5.54 42 0.14+£5.25 0.0007" <.0001

p-value™ <.0001 0.8610
(&)
12 (24324) 42  7.07£4.90 42 14.29+6.82
Change from baseline 42 -6.14+5.74 42 -0.02+6.67 <.0001* <.0001
p-value™ <.0001 0.9817
Baseline (2 &2) 42  2.14£0.95 42 2.38+1.21 0.3195#
6= (ZH&3) 42  1.45+1.13 42 2.26+1.31
Change from baseline 42 -0.69+1.12 42 -0.12+1.61 0.0323# 0.0058
S
p-value® <.0001 0.5865
(&)
12 (&£4=24) 42 1.07#1.11 42 2.12+1.50
Change from baseline 42 -1.07+£1.20 42 -0.26%+1.45 0.0046*  0.0008
p-value <.0001@ 0.2483™
Baseline (2 &2) 42  2.00+1.06 42 1.93+1.16 0.7406#
6= (ZH&3) 42 1.31+1.00 42 1.90+1.39
Change from baseline 42 -0.69+1.09 42 -0.02+0.98 0.0022*¥  0.0033
Bl
p-value® 0.0001 1.0000
(&)
12 (&£4=24) 42 1.07£1.02 42 2.19+1.35
Change from baseline 42 -0.93+1.11 42 0.26%+1.08 <.0001* <.0001
p-value® <.0001 0.1424
Baseline (2 &2) 42  2.00£1.01 42 1.93+£1.16 0.8893#
6= (ZE3) 42 1.17+1.03 42 2.19+1.31
B ==&
Change from baseline 42 -0.83%1.27 42 0.26+1.48 0.0006*  <.0001
(&)
p-value 0.0001@ 0.2589™
12 (&£ &24) 42 0.83£0.93 42 2.02+1.37
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ANEg= 1 =z
N=42 N=42 p-value  p-value®
n Mean+SD n Mean+SD
Change from baseline 42 -1.17+1.40 42 0.10+1.53 0.0003*  <.0001
p-value <.0001@ 0.6882""
Baseline (% &2) 42 1.69+1.05 42 1.43+1.23 0.2794#
6= (Z&3) 42 1.26+1.11 42 1.31+1.22
Change from baseline 42 -0.43+1.04 42 -0.12+1.29 0.4517# 0.4350
#Es p-value® 0.0087 0.5843
(&)
12 (224) 42 1.02+1.05 42 1.52+1.42
Change from baseline 42 -0.67+£1.07 42 0.10+1.48 0.0221# 0.0154
p-value <.0001@ 0.6785™"
Baseline (2&2) 42 2.62+1.06 42 3.17+1.23 0.0353#
6 (ZE3) 42 1.88+1.17 42  3.00+1.33
i Change from baseline 42 -0.74+1.61 42 -0.17+1.38 0.0681# 0.0006
e p-value 0.0049** 0.4708¢@
(&)
12 (&£ &24) 42 1.40+1.11 42 2.69+1.33
Change from baseline 42 -1.21+1.32 42 -0.48+1.70 0.0234* <.0001
p-value <.0001*" 0.1263@
Baseline (2 &2) 42 1.24+1.19 42 1.86+1.09 0.0110%*
6= (ZH&E3) 42  0.95%1.03 42 1.98+1.35
Change from baseline 42  -0.29+£1.47 42 0.12+£1.23 0.1542% 0.0025
B X
p-value® 0.2466 0.4179
(&)
123 (2 =24) 42 0.64+0.88 42 1.95+1.38
Change from baseline 42 -0.60+1.17 42 0.10+1.49 0.0232# <.0001
p-value@® 0.0010 0.6830
Baseline (% &2) 42 1.52+0.92 42 1.62+0.85 0.5104#
Ot 6= (ZHE3) 42 1.19+0.80 42 1.81+1.11
(&) Change from baseline 42 -0.33+0.87 42 0.19+0.99 0.0133# 0.0030
p-value® 0.0175 0.2952
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MNEZ 1 =z
N=42 N=42 p-value  p-value®
n Mean+SD n Mean+SD
125 (2324) 42 1.02+1.05 42 1.79+1.05
Change from baseline 42 -0.50+1.09 42 0.17+0.96 0.0094# 0.0009
p-value® 0.0028 0.2996
Baseline (& &2) 42 3.45+1.17 42 3.79+1.05 0.3838*
6 (&Z4=23) 42 2.74+1.13 42 3.31+1.32
Change from baseline 42 -0.71£1.35 42 -0.48+1.09 0.1494# 0.0989
MEEBE S
p-value® 0.0026 0.0061
(&)
12 (2324) 42 2.38+1.31 42 3.38+1.17
Change from baseline 42 -1.07+1.42 42 -0.40+1.04 0.0076* 0.0011
p-value® <.0001 0.0135
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
25
2\_'
20 *
@ 15
&l
H
ﬁ 10
5
0
Bazeline(222) weekE( 2 23) weekl 2(224)
* significant differecne between groups at p-value<0.05
—— MNEZE| ---k-- EZ
Figure 6. $2% IPSS & (AM&2 1 vs UIZ2) (FA Set)
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Table 21. 2228 IPSS & U 2 &332 H3Z (AMEZ 11 vs HHEZ) (FA Set)
N i | ==
N=43 N=42 p-value  p-value®

n MeanxSD n MeanxSD

Baseline (£&2) 43 12,93+£2.81 42 14.31+£2.96 0.0274%

6% (2

3) 43 11.47+£6.19 42 14.45+5.42

Ho

Change from baseline 43 -1.47%6.18 42 0.14+£5.25 0.1184% 0.0813

E SHE=s
p-value 0.0121@ 0.8610™"
(&)
12 (2 &4) 43 9.65+5.38 42 14.29+6.82
Change from baseline 43 -3.2845.19 42 -0.02%6.67 0.0139" 0.0052
p-value™ 0.0002 0.9817
Baseline (#22) 43  2.12+£1.07 42 2.38%£1.21  0.1842%
6 (Z&3) 43 1.81+1.31 42 2.26+1.31
e Change from baseline 43 -0.30+1.37 42 -0.12+1.61 0.4463*# 0.1892
(&) p-value@® 0.1129 0.5865
12 (224) 43 1.51+1.14 42  2.12+1.50

Change from baseline 43 -0.60£1.03 42 -0.26%1.45 0.2759% 0.0774
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p-value 0.0003@ 0.2483™
Baseline (2&2) 43 2.00£0.98 42 1.93+1.16 0.6078*
6= (ZH&3) 43 1.56%+1.16 42 1.90+1.39
Change from baseline 43 -0.44+1.05 42 -0.02+0.98 0.0336* 0.0655
Bl
p-value® 0.0044 1.0000
(&)
12 (2324) 43 1.40+1.07 42 2.19+£1.35
Change from baseline 43 -0.60+1.26 42 0.26%+1.08 0.0019*  0.0006
p-value@® 0.0017 0.1424
Baseline (2=22) 43 1.44+0.91 42 1.93+1.16 0.0355*
6= (ZH&3) 43 1.56+1.33 42  2.19+1.31
Change from baseline 43  0.12+1.29 42 0.26%+1.48 0.5020# 0.1282
i = =&t
p-value 0.5837@ 0.2589™"
(&)
12 (2324) 43 1.14%1.06 42 2.02+1.37
Change from baseline 43 -0.30+1.04 42 0.10+1.53  0.1450* 0.0093
p-value 0.0640© 0.6882*"
Baseline (% &2) 43 1.26%£1.09 42 1.43+£1.23 0.4683*
6= (&Z=23) 43 1.21+1.36 42 1.31+£1.22
Change from baseline 43 -0.05+1.46 42 -0.12+1.29 0.8340* 0.9111
2B
p-value® 0.5957 0.5843
(&)
12 (224) 43 1.02+1.03 42 1.52+1.42
Change from baseline 43 -0.23+1.21 42 0.10+1.48 0.5844#  0.0899
p-value 0.3018@ 0.6785™"
Baseline (2=22) 43 2.91+£1.19 42  3.17£1.23  0.3499*
6= (2=23) 43  2.30£1.47 42  3.00£1.33
Change from baseline 43 -0.60+1.66 42 -0.17+1.38 0.2678* 0.0423
oSt il =
p-value@® 0.0351 0.4708
(&)
12 (224) 43  2.00£1.33 42 2.69+1.33
Change from baseline 43 -0.91+1.36 42 -0.48+1.70 0.2006* 0.0321
p-value® <.0001 0.1263
e X Baseline (2 &2) 43 1.70£1.08 42 1.86+1.09 0.5001#
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



FE2A
Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)
90/266

(&) 6= (Z&3) 43 1.58+1.14 42 1.98+1.35
Change from baseline 43 -0.12+1.10 42 0.12+1.23  0.0419*# 0.2034

p-value® 0.3856 0.4179

125 (2=4) 43 1.28+1.16 42  1.95+1.38

Change from baseline 43 -0.42+1.10 42 0.10£1.49 0.0712# 0.0216

p-value® 0.0132 0.6830
Baseline (&&2) 43 1.51+£0.83 42 1.62+0.85 0.5026*
6 (Z=3) 43 1.44+0.96 42 1.81+1.11

Change from baseline 43 -0.07£0.94 42 0.19+0.99 0.2812*#  0.1293

p-value® 0.5444 0.2952

125 (2=24) 43 1.30£0.99 42 1.79+1.05

Change from baseline 43 -0.21+£0.91 42 0.17+£0.96 0.0603*  0.0328

p-value® 0.1076 0.2996
Baseline (& =2) 43 3.28+1.03 42 3.79+1.05 0.0431#
6= (&=&3) 43 3.09+1.15 42 3.31+1.32

Change from baseline 43 -0.19+1.12 42 -0.48+1.09 0.3394*¥ 0.6414

p-value® 0.2220 0.0061

12 (2 324) 43 2.60+1.31 42  3.38%1.17
Change from baseline 43 -0.67+1.30 42 -0.40+1.04 0.2827*# 0.0505

p-value@® 0.0014 0.0135

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline
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* significant differecne between groups at p-value<0.05

Figure 7. 2#2Y IPSS & (AIE2 11 vs UIZ2) (FA Set)
10.2. 2Xt s4 HItEH=0 Ost 24 21t
10.2.1. &= PSA, Testosterone, DHT(Dihydrotestosterone)

Table 22, 232 0=, 6=, 12=0M =J¥st &= PSA, Testosterone, DHT

(Dihydrotestosterone) B1slE PP Sete & 248 Z0t0IC.
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LIEFLERT  #gACH &FH 12 = Algx2 2 0.38+2.60pg/mL Z2ot¥1], HEZ=2
0.94+2.5pg/mL ZAGHA2LE AIEZ Tl A2t SHELZ ROE X0l= LEHLEXT 2 QUL
DHT H3atgk 240A &7 63 = A&z I2 43.36%130.91ng/mL 240t% 0, WEZE2
97.02+£178.74ng/mL ZAGtA2UL AlEZE I HEZ2H SHELZ |2 X0l= LIEHLEX
HEACH  HEFH 12 = ANEZ I2 35.02+273.88ng/mL  SJtotl, WHEXZE
47.21+130.50ng/mL ZIA0tA2L AT I X2 SHECSZ K280 X0l= LIEFLEA
o QUL
Table 22. &#2Y PSA, Testosterone, DHT B3 (AE2 1 vs Ix2) (PP Set)
NEZ 1 CHEz
N=37 N=40 p-value p-value®
n Mean+SD n MeanxSD
Baseline (2 &1) 37 1.50+1.79 40 1.34+0.96 0.9675%
6= (2=23) 37 1.54+1.44 40 1.29+0.79
Change from baseline 37 0.03+0.66 40 -0.05+0.39 0.2913# 0.1849
PSA
p-value® 0.2094 0.7414
(ng/mL)
12% (2124) 37 1.52+1.46 40  1.57+1.77
Change from baseline 37 0.01+0.60 40 0.23+1.41 0.6137# 0.4424
p-value@® 0.4447 0.1745
Baseline (#&1) 37 4.92+2.08 40 5.89+2.84 0.1274%
6= (2=23) 37 4.21+2.01 40 4.80+2.26
Total Change from baseline 37 -0.71+1.92 40 -1.10+1.79 0.3615" 0.9780
Testosterone p-value™ 0.0318 0.0004
(ng/mL) 12 (24324) 37 5.08+2.41 40 5.34+2.66
Change from baseline 37 0.17+1.98 40 -0.55+2.13 0.2329# 0.3673
p-value® 0.9470 0.1061
Free Baseline (2 21) 37  9.77+£3.44 40 10.69+4.03  0.2846"
Testosterone 6 (Z&3) 37 8.15+2.46 40 8.82+3.18
(pg/mL) Change from baseline 37 -1.62+2.48 40 -1.88+2.53 0.6525" 0.7499
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MEZ21 =
N=37 N=40 p-value p-value®
n Mean+SD n Mean+SD
p-value™ 0.0003 <.0001
125 (2£Z4) 37 9.39+3.50 40 9.76+3.48
Change from baseline 37 -0.38+2.60 40 -0.94+2.50 0.3411" 0.5976
p-value™ 0.3784 0.0225
Baseline (#&1) 37 523.08+384.47 39 556.94+324.18 0.7395*
6= (Z=23) 37 479.72+381.28 40 454.28+231.24
Change from baseline 37 -43.36+130.91 39 -97.02+178.74 0.1457# 0.1511
DHT
p-value® 0.0701 0.0009
(ng/mL)
125 (2324) 37 558.09+448.51 40 507.04+238.73
Change from baseline 37 35.02+273.88 39 -47.21+£130.50 0.0903*# 0.1093
p-value® 0.5684 0.0494
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
3
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Figure 8. 222 &Z PSA (MEZ 1 vs LX) (PP Set)
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Table 23. &#2Y PSA, Testosterone, DHT B && (AIEZ2 11 vs HX2) (PP Set)

ANEg= 11 xz
N=36 N=40 p-value p-value®
n Mean+SD n MeanxSD
Baseline (£#&1) 36 1.30+0.93 40 1.34%+0.96 0.8965%
PSA 6= (2=23) 35 1.26+.94 40 1.29+0.79

(ng/mL) Change from baseline 35 -0.05+0.37 40 -0.05+0.39 0.9788* 0.9952

p-value® 0.7606 0.7414
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AMEZ 11 CHEz
N=36 N=40 p-value p-value®
n Mean+SD n Mean+SD
12 (2 24) 36 1.32+0.97 40 1.57+1.77
Change from baseline 36 0.02+0.42 40 0.23+1.41 0.8271# 0.4068
p-value® 0.1971 0.1745
Baseline (221) 36 4.64+2.21 40 5.89+2.84 0.0243#
6 (ZE3) 35 4.05%+1.67 40 4.80+2.26
Total Change from baseline 35 -0.62+1.97 40 -1.10+1.79 0.2798" 0.7960
Testosterone p-value™ 0.0710 0.0004
(ng/mL) 12 (224) 36 4.48%+2.06 40 5.34+2.66
Change from baseline 36 -0.16+1.58 40 -0.55+2.13 0.3333# 0.9393
p-value 0.5458"* 0.1061@
Baseline (2 &1) 36 9.53+3.34 40 10.69+£4.03 0.1778"
6= (2=23) 35 7.75+2.48 40 8.82+3.18
Free Change from baseline 35 -1.77+3.00 40 -1.88+2.53 0.8652" 0.3663
Testosterone p-value™ 0.0014 <.0001
(pg/mL) 12 (Z£=24) 36 8.41+£2.56 40  9.76+3.48
Change from baseline 36 -1.12+2.66 40 -0.94+2.50 0.9958# 0.1965
p-value 0.0099@ 0.0225™
Baseline (2=21) 36 454.52+238.27 39 556.94+324.18 0.1798*
6= (ZE3) 35 391.47+186.52 40 454.28+231.24
Change from baseline 35 -63.59+159.98 39 -97.02+178.74 0.3805* 0.7910
DHT
p-value® 0.0259 0.0009
(ng/mL)
12 (2324) 36 412.28+153.20 40 507.04+238.73
Change from baseline 36 -42.24+154.29 39 -47.21+£130.50 0.6987# 0.1475
p-value® 0.1701 0.0494
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
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$: Compared between groups; p-value for ANCOVA adjusted baseline

PSA(ng/mL)
o
H—t—H

Baseline(221) weekE( 22 3) weekl 2(2 2 4)

Figure 12. &#2Y X PSA (AIE2 1l vs UI=2) (PP Set)

Total Testosterone{ng/mL)

Figure 13.

Free Testosterone(pg/mL)

Figure 14.

2

Baszeline( 2 21) weeks( 223) weekl 2(EF24)
—— AEZ | ---de-- T
g2Y 83F Total Testosterone (AMEZ 11 vs HX2) (PP Set)

14

12

10

8

S|

Baszeline( 2 21) weekE( 2 23) weekl 2(24)

— ANEZT | ---de-- HEZ
228 83 Free Testosterone (A& 11 vs Q=) (PP Set)
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DHT(ng/mL)

400 ’\,___—————————_‘

200
Baseline( 2 21) weeks( 22 3) weekl 2022 4)

——— A|BET I ---ie-- FEZ

Figure 15. 2428 &% DHT (A2 1l vs TIZ2) (PP Set)

Table 24, 25= 0=, 6=, 120N =J¥st &= PSA, Testosterone, DHT

(Dihydrotestosterone) B13tE FA Set2 2 245 Z1t0| L.

0.03+0.63ng/mL ZJtot¥d 2, Xz

Y
n
>
&
ol
i
ML
x
=
x
x
o
[e)]
= M
00
=
0]
M
ro

2 Il HE22 EHEeZ K298 X0le LIEFLEX QUL
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44.89+133.90ng/mL 240U AIE2 IH X2 SHHELE |28 X0l LIEHLEX]

b2

QALH.

Table 24. 2t2Y% PSA, Testosterone, DHT H& & (ME2 1 vs HIZ2) (FA Set)

ANEZ 1 =z
N=42 N=42 p-value® p-value®
n Mean+SD N Mean+SD
Baseline (£ &1) 42 1.52+1.71 42 1.31+0.95 0.7542#
6= (2=3) 42 1.55+1.38 42 1.26+0.78
Change from baseline 42 0.03+0.63 42 -0.05+0.39 0.3639% 0.1392
PoA p-value® 0.2848 0.7540
(ng/mL)
12 (224) 42  1.53+1.40 42  1.53+1.74
Change from baseline 42 0.01+0.57 42 0.22+1.38 0.4769*% 0.4293
p-value® 0.5383 0.1507
Baseline (¥ &1) 42 5.12+2.08 42 5.78+2.82 0.3806*
6 (2E3) 42 4.31+1.96 42 4,75+2.23
Total Change from baseline 42 -0.81+1.96 42 -1.03+1.78 0.3734% 0.8695
Testosterone p-value 0.0037@ 0.0005*"
(ng/mL) 12 (2 324) 42 5.19+2.39 42 5.25+2.63
Change from baseline 42 0.07+2.09 42 -0.52+2.08 0.2448% 0.3813
p-value® 0.9657 0.1162
Baseline (£ &1) 42 9.81+3.24 42  10.53%£3.99 0.3669"
6= (£23) 42  8.21+2.45 42  8.76%3.13
Free Change from baseline 42 -1.60+2.57 42 -1.78+2.53 0.7591" 0.7286
Testosterone p-value™ 0.0002 <.0001
(pg/mL)  12% (¥ =24) 42  9.43+3.48 42  9.63+3.46
Change from baseline 42 -0.39+2.79 42 -0.91+2.47 0.3719" 0.5774
p-value™ 0.3729 0.0225
DHT Baseline (Z#&1) 42 519.53+366.00 41 552.06+317.86 0.7190%

(ng/mL) 6% (223) 41 468.31%365.53 42 454.72+225.87
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Change from baseline 41 -43.67+128.58 41

p-value® 0.0608

-91.97+£179.99 0.1699# 0.2003

0.0016

12 (2 324) 42 556.89+444.68 42 504.68+233.47

Change from baseline 42 37.36+270.23 41

-44,89+133.90 0.1099%# 0.0962

p-value® 0.5969 0.0621
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
3
2
3
£
g2 | — =
%’ e, Lommmmmmmme
1
0
Baseline( & &1) weeki( ZE23) weekl 2(224)
— MNEZ | ---k-- WEZD

Figure 16. &Y &F PSA (AMEZ 1 vs UIEX2) (FA Set)

Total Testosterone{ng/mL}

2
Baseline(&21) weekE( 22 3)

weekl 2(E24)

Figure 17. &Y &3ZF Total Testosterone (AI&82 I vs X 2) (FA Set)
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Free Testosterone(pg/mL)
>

Baseline(2&21) weekE( 2 23) weekl 2(8H24)

Figure 18. 228 &= Free Testosterone (A8 1 vs UI=2) (FA Set)
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HE=22 1.78+£2.53pg/mL ZAotA2LE, AEZ II2 X222 SHECZ KRS X0ls

DHT Hstgt 240lM &5 63 = AIgx II= 48.47+£156.53ng/mL ZA0tAL], HEXZ2
91.97+£179.99ng/mL ZAotR2LE Al 112 X2t SHELZ =2gt

X
*XCH EFH 12 = Ag=Z II&  16.00+213.82ng/mL ZAotf1), WEZ=2

&2

44.89+133.90ng/mL 240U AIEZ 119 x4t SHEL=Z |28t X0l= LIELLA

b2
9

Ct.

Table 25. 224 PSA, Testosterone, DHT H&& (AE2 11 vs HX2) (FA Set)

MNE2 11 CH=
N=43 N=42 p-value® p-value®

n Mean£SD N Mean+SD

Baseline (£ &1) 43 1.20+0.88 42 1.31+0.95 0.6225%
6= (223) 42  1.16+0.89 42  1.26+0.78
Change from baseline 42 -0.05+0.34 42 -0.05+0.39 0.7850# 0.8409
PSA
p-value® 0.5022 0.7540
(ng/mL)
12 (224) 43 1.21+0.93 42 1.53+1.74
Change from baseline 43 0.01+0.39 42 0.22+1.38 0.4444#% 0.3458
p-value® 0.5714 0.1507
Baseline (Z#&1) 43 4.82+2.14 42 5.78+2.82 0.0958#
63 (L=23) 42  4.18+1.75 42  4.75+2.23
Total Change from baseline 42 -0.67+1.88 42 -1.03+1.78 0.3671 0.8680
Testosterone p-value™ 0.0258 0.0005
(ng/mL) 12 (24 324) 43 4.65+2.12 42 5.25+2.63
Change from baseline 43 -0.17+1.66 42 -0.52+2.08 0.4087# 0.9082
p-value 0.5165"" 0.1162@
Free Baseline (2t21) 43  9.47+3.34 42  10.53+3.99  0.1851*

Testosterone 6 (Z&3 42 7.85+2.58 42 8.76+3.13

~—

(pg/mL) Change from baseline 42 -1.61+2.84 42 -1.78+2.53 0.7766" 0.4698
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p-value™ 0.0007 <.0001

125 (2=4) 43 8.64+2.66 42 9.63+3.46

Change from baseline 43 -0.83+2.72 42 -0.91+2.47 0.7550% 0.4657

p-value 0.0262@ 0.0225™"
Baseline (Z&1) 43 473.85+257.10 41 552.06+317.86 0.2910%
6= (Z=3) 41 425.40+230.38 42 454.72+225.87
Change from baseline 41 -48.47+156.53 41 -91.97+179.99 0.2389# 0.6069
DHT
p-value 0.0744¢ 0.0016@
(ng/mL)
12 (2324) 43 457.86+326.02 42 504.68+233.47

Change from baseline 43 -16.00+213.82 41 -44.89+133.90 0.6037# 0.7298

p-value 0.1832@ 0.0621@

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

PsA{ng/mL)

Bazeline( & 21) weekG( 223) week] 22 24)

—— NEZI ---k-- HEZ

Figure 20. 24 2% 8% PSA (AME2 1l vs UIZ2) (FA Set)
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Total Testosterone{ng/mL)

2

Bazeline(Z21)

Figure 21.

Free Testosterane({pg/mL)
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228 83 Free Testosterone (A2 11 vs UIZ2) (FA Set)
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10.2.2. =i =&
Table 26, 272 0=, 6, 12F0A SEE =0 x5 BHSIE PP Sete2 248 2100

.17+10.19ml/sec &Itolt¥ 1,

4
tHEZ2 2.53+£7.45ml/sec SIIGtA2LE AEZE [0 U222t SHRL=Z KAS It

Table 26. #=28 z|lf ==X BHAE (MES2 1 vs HEZ) (PP Set)

MNEZ 1 =
N=37 N=40 p-value  p-valuet

n Mean£SD n MeanxSD

Baseline (2=21) 37 12.29%4.94 40 12.15+4.44  0.8945%

3) 37 16.46+8.28 40 14.68+7.45

A0

6= (Y
BN Change from baseline 37 4.17+10.19 40 2.53+£7.45 0.4187* 0.3291

=% p-value™ 0.0174 0.0383

(ml/sec) 12 (Y24) 37 15.48+9.04 40 14.01+6.08
Change from baseline 37 3.19+9.96 40 1.86+6.04 0.4842" 0.4094

p-value™ 0.0590 0.0591

*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

$: Compared between groups; p-value for ANCOVA adjusted baseline
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25
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4os
=
=
10
5
Baseline( 2 21) weskb( 2 23) weekl 208 24)
e NEE| ---k-- UEE
Figure 24. 224 X0 === (ME2 1 vs LX) (PP Set)
ZIU Bi=sE Bsg 240AM &5 6 = Algxz IIe 2.51+7.91ml/sec SItotRl,
A2 2.53+£7.45ml/sec SItotA2ULt Alg=2 112t X2t SAHECL=Z ®ogt X0l=
LIEFLERT & QUACH &EFH 12 = AMEgZ II= 0.31+7.01lml/sec Sototid, UWE=Z=2
1.86+6.04ml/sec SItotU2LE Al 11 =2 SHESZ K9 Xt0leE  LIEFLEX
2 UCH
Table 27. $28 2l x5k BHaE (M2 11 vs LX) (PP Set)
ANE= 11 CHEZ
N=36 N=40 p-value  p-valuet
n Mean+SD n Mean+SD
Baseline (2=21) 36 12.51+5.86 40 12.15+4.44  0.7948%
6= (2E3) 36 15.02+5.94 40 14.68+7.45
2| CH Change from baseline 36 2.51+£7.91 40 2.53+£7.45 0.9926" 0.8713
=% p-value™ 0.0650 0.0383
(ml/sec) 12 (Y24) 36 12.82+5.77 40 14.01+6.08
Change from baseline 36 0.31+7.01 40 1.86+6.04 0.3060" 0.3162
p-value™ 0.7898 0.0591
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
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$: Compared between groups; p-value for ANCOVA adjusted baseline

20

20 =& (ml/sec)

Bazelinel #21) weekE( 2 23) week] 22 24)

—— NEZ| ---k-- HEZ

Figure 25. 424 zl HasT (AME2 11 vs HIZ2) (PP Set)

S

Table 28, 29= 0=, 65, 120K =dset 20 Bi=5E B E FA Sete2 =48 2000

ZI0 =S BsE 24H0AM &8F 63 = Alg=z2 I2 3.65+10.02ml/sec SJtotRl,
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[00)
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LEEFLEXRL B RUACH EF 125 = ANEg=2 12

Table 28. 2$2Y 0 tHe=SE BH3IE (AIEZ 1 vs HEF) (FA Set)

ANE= 1 tHE=
N=42 N=42 p-value  p-value?
n Mean+SD n Mean+SD
Baseline (& =21) 42 12.28+5.14 42 11.91+4.47 0.9465%
6 (ZE3) 42 15.93+£8.01 42 14.39+7.38
i'T: Change from baseline 42  3.65+10.02 42 2.48+7.28 0.5409" 0.3776
e p-value™* 0.0230 0.0329
(ml/sec)
12 (2 =24) 42 14.75+8.85 42 13.72+6.09

Change from baseline 42 2.47+9.69 42 1.81+5.90 0.7066" 0.5816
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0.1060 0.0537

p-value™

*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

$: Compared between groups; p-value for ANCOVA adjusted baseline

25

20

O =X (ml/sec)

Bazeline(&21) weekE( 2 E23) weekl 202 24)

Figure 26. & &

HX2) (FA Set)

ZI ==& Haed 24H0M 43 6 = AMEZ II= 1.69+8.60ml/sec SItotR L,
tHEZES 2.48+7.28ml/sec SIotA U A8 112t OiXz22t SHEC=Z K28 X0l=
LIEtLEXR  SEUCH &F 123 = Algza II= 0.01+7.82ml/sec 2Aot¥1, EZE
1.81+£5.90ml/sec ZItot{ 2Lt AlEZ 112t 22t SHECZ S2lst X0l= UELEA
UL,
Table 29. 2$2Y ZU HesSE BHaE (AEZ 11 vs X)) (FA Set)
AMEz II Hx=
N=43 N=42 p-value  p-value®
n Mean+SD n Mean+SD
Baseline (2 21) 43 13.10+6.86 42 11.91+4.47 0.6571*
= O
6= (H&3) 43 14.79+£5.79 42 14.39+7.38
=S
Change from baseline 43 1.69+8.60 42 2.48+7.28 0.6490" 0.9136
(ml/sec)
p-value™ 0.2050 0.0329
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12 (&£ 324) 43 13.0945.94 42 13.72+6.09
Change from baseline 43 -0.01+7.82 42 1.81+5.90 0.2292* 0.4209

p-value™ 0.9907 0.0537

*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

$: Compared between groups; p-value for ANCOVA adjusted baseline

20

2O Bl =& {mlisec)

5
Bazeline( & 21) week6(223) weekl 2(224)

Table 30, 312 0=, 6, 12F0N SEE &g HEE PP Setez 248 Z10ICH

g By 2HA0UHAM EFH 6F = AIEZ2 I2 9.49+19.17ml Z Ao
(@)

£ =g X0ls UEILEX & UALCH
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Table 30. 2$2Y &g BH3IE (AIEZ 1 vs HEF) (PP Set)
NE= 1 =z
N=37 N=40 p-value*  p-value®
n Mean+SD n Mean+SD
Baseline (2&1) 37 26.17+£28.90 40 23.08+26.13 0.9342
6= (Z&3) 37 16.68+17.80 40 21.58+31.04
. Change from baseline 37 -9.49+19.17 40 -1.50+36.60 0.1827 0.2734
e p-value® 0.0039 0.3907
(ml)
12 (224) 37 25.73%£42.34 40 40.10+71.64
Change from baseline 37 -0.44+41.70 40 17.03£69.15 0.2409 0.2146
p-value® 0.2365 0.6879

#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

100

o
o

E
a0 e
"W 1 et
& ISR
.............. ‘:;"/",//
0
Bazelinel 221} weeki(223) week] 222 4)
—— ANEZ| ---k-- HEZ
Figure 28. 2424 &% (A2 1 vs UiE2) (PP Set)
Mg v ZANM 8FH 6 = AMET II= 6.53+£29.67ml 2 AU,

SHHECZ R2g X0l=
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Table 31. 2% &3 HEY (AMEZ2 11 vs UX2) (PP Set)
NEZ 11 tHEz
N=36 N=40 p-value*  p-value®
n Mean+SD n Mean+SD
Baseline (2&1) 36 28.67+£28.15 40 23.08+26.13 0.3365
6= (Z&3) 36 22.14+20.01 40 21.58+31.04
- Change from baseline 36 -6.53+29.67 40 -1.50+36.60 0.6530 0.9186
2
e p-value® 0.2645 0.3907
(ml)
12 (224) 36 20.22+24.36 40 40.10+71.64
Change from baseline 36 -8.44+£27.44 40 17.03+69.15 0.1236 0.0620
p-value 0.0733™ 0.6879@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
100
E i
g __________ ,
0
weekf( 4 E3) weekl 2(4E4)

Baseline(221)

—— MNEZ I ---ke--

Figure 29. &24

Table 32, 332 1201 A
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oy wazy 2AH0M S3H

fol

B1stE FA Setez =2
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ZAotA L,
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Ak Z2 00|
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rlo
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=28t X0l= LIEHLHA B RACH

==
10+39.34ml 246t L), HEZ2 16.86+£67.51ml SItotA 2Lt

Table 32. 2$2Y &g HH3IE (AIEZ 1 vs HEZ) (FA Set)

NEZ 1 tHE=
N=42 N=42 p-value*  p-value®
n Mean+SD n Mean+SD
Baseline (2&1) 42  25.20+27.78 42 22.33+25.71 0.9782
6 (ZE3) 42 16.12+16.80 42  21.55+30.37
- Change from baseline 42 -9.08+18.48 42  -0.79+35.96 0.1277 0.2011
2
e p-value® 0.0019 0.5519
(ml)
12 (224) 42  24.10£39.96 42 39.19+70.03

Change from baseline 42  -1.10+39.34 42 16.86%+67.51 0.1841 0.1610

p-value® 0.1838 0.5456

#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

50

&2 (ml)

Baseline(Z21) weeki( 2 E3) weekl 2( 22 4)

Figure 30. 242Y &2 (AME2 1 vs iE2) (FA Set)

g BHatgd 2H0M &F 6 = AMEZ II& 9.49+31.93ml ZAGHALD, HXZ=2
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H8F 12 = ANE=Z Il 1

1
ANEZ 112 HEZ2F SHXHCZ K28k XH0IJF LIEHSCH(p=0.0497#, p=0.0306%).

.09+£30.07ml ZA0tR D, HEZ2 16.86+£67.51ml SItot(

Table 33. &4 &2Y &3 B (AMEZ 11 vs HEF) (FA Set)
ANEz II hEz
N=43 N=42 p-value*  p-value®
n Mean+SD n Mean+SD
Baseline (2&1) 43 29.53+£29.89 42  22.33+£25.71 0.2415
6= (¥=&3) 43 20.05+18.90 42  21.55+30.37

Change from baseline 43 -9.49+31.93 42  -0.79+35.96 0.3083 0.6215

Sy

p-value® 0.0878 0.5519
(ml)

12 (2 324) 43 18.44+22.62 42  39.19+70.03

Change from baseline 43 -11.09+30.07 42 16.86+67.51 0.0497 0.0306

p-value® 0.0262 0.5456

#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

100

o
(=]

& ke B (ml)

Baszelinel 221} weeki( 2E23) weekl 2(424)

Figure 31. 228 &= (MEZ 1l vs HIZ2) (FA Set)
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Table 34. 22 IIEF 2t Qois SAEA L S5 #82 (AME2 1 vs IE2) (PP Set)

MNEZ 1 =
N=37 N=40 p-value  p-value®

n MeanxSD n MeanxSD

Baseline (2&2) 37 35.57+£19.95 40 33.50+17.84 0.6461%

6% (2

10

3) 37 37.65£20.81 40 34.25+19.87
Change from baseline 37 2.08+16.33 40 0.75+17.78 0.4054% 0.5838

=3 p-value® 0.1103 0.6433

Ho

12 (2=24) 37 34.95+20.86 40 32.63+18.99

Change from baseline 37 -0.62+18.98 40 -0.88+19.79 0.7210* 0.7572

p-value 0.7756@ 0.7813""
Baseline (2&22) 37 14.434+9.79 40 13.25%+8.70 0.4103*
6= (¥&23) 37 15.32+10.17 40 13.85%+9.72

Change from baseline 37 0.89+£7.97 40 0.60+8.08 0.7858* 0.7111

2] s
p-value® 0.2299 0.3409
(&)
12 (224) 37 14.22+10.47 40 12.78+9.18
Change from baseline 37 -0.22+8.94 40 -0.48%+9.70 0.7396% 0.6845
p-value 0.7252@ 0.7584"*
Baseline (&4 =22) 37 5.03+3.87 40 4.35+3.61 0.3464%
6= (Z¥&E3) 37 4.86%3.94 40 4.30+3.73
Change from baseline 37 -0.16+3.57 40 -0.05+3.24 0.7666* 0.8317
A 3|2
p-value® 0.9002 0.9464
(&)
12= (& =24) 37 4.51+3.88 40 4.00+3.48
Change from baseline 37 -0.51+£3.72 40 -0.35%3.84 0.8654% 0.7956
p-value® 0.4783 0.6092
o 2+ Baseline (&4=22) 37 5.84%1.97 40 5.85+1.75 0.9124#
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NEZ 1 CHE=
N=37 N=40 p-value  p-value?
n Mean+SD n Mean+SD
(€S)) 6= (¥&3) 37 6.24+1.66 40 5.63+1.89
Change from baseline 37 0.41+1.64 40 -0.23+2.15 0.1032* 0.0939
p-value 0.1791@ 0.5128*"
12 (2=24) 37 5.81+1.70 40 5.65+1.81
Change from baseline 37 -0.03%2.18 40 -0.20+2.04 0.7201" 0.6679
p-value™* 0.9403 0.5389
Baseline (& =22) 37 4.70+4.00 40 4.58+3.88 0.9666%
6= (Z¥23) 37 5.35£4.32 40 4.98%+4.29
Change from baseline 37 0.65+3.47 40 0.40+3.48 0.1958# 0.7052
A GHE
p-value® 0.1181 0.5523
(&)
12 (2 =24) 37 4.81+4.37 40 4.93%4.21
Change from baseline 37 0.11+£3.94 40 0.35%4.01 0.8465% 0.8210
p-value® 0.8591 0.6279
Baseline (2 =22) 37 5.57+2.13 40 5.48+1.87 0.8193#
6= (Z¥&E3) 37 5.86+1.99 40 5.50+1.97
Mut=ol 4 Change from baseline 37 0.30+1.61 40 0.03+2.27 0.2640% 0.4203
gr= p-value® 0.2308 0.7878
(&) 12 (2 E4) 37 5.59+2.17 40 5.28+1.97
Change from baseline 37 0.03+2.15 40 -0.20%£2.47 0.6698" 0.5225
p-value™* 0.9396 0.6118
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test or Wilcoxon signed rank test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
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Table 35. 22 IIEF 2t Qoie SAE4 L S8 B32 (AME2 11 vs ER) (PP Set)

AMEZ II =
N=36 N=40 p-value  p-value®

n MeanxSD n MeanxSD

Baseline (2&2) 36 39.36+£19.29 40 33.50+17.84 0.1987#

6% (2

10

3) 36 39.89+20.45 40 34.25+19.87
Change from baseline 36 0.53+17.65 40 0.75+17.78 0.7075* 0.6169

eSS p-value® 0.4685 0.6433

123 (2=24) 36 42.39+20.09 40 32.63+18.99

Ho

Change from baseline 36 3.03+19.07 40 -0.88+19.79 0.2396% 0.0940

p-value 0.1642@ 0.7813""
Baseline (2&22) 36 16.89+9.80 40 13.25+8.70 0.0771#
6= (¥&3) 36 17.11+£9.92 40 13.85+9.72

Change from baseline 36 0.22+8.93 40 0.60+8.08 0.8998 0.6173

2 s
p-value® 0.4204 0.3409
(&)
12 (& =24) 36 17.56+10.05 40 12.78+9.18
Change from baseline 36 0.67+9.71 40 -0.48+9.70 0.4979% 0.1371
p-value 0.4123@ 0.7584""
Baseline (% &22) 36 5.28+3.72 40 4.35+3.61 0.2004#
6= (¥&23) 36 5.36+3.89 40 4.30+3.73
Change from baseline 36 0.08+3.57 40 -0.05+3.24 0.7619# 0.4917
S YL
p-value® 0.8048 0.9464
(&)
12= (& =24) 36 5.89+3.62 40 4.00+3.48
Change from baseline 36  0.61+3.97 40 -0.35+3.84 0.1389% 0.0474
p-value® 0.2067 0.6092
Baseline (% &22) 36 6.03+£1.87 40 5.85+1.75 0.9320*
6= (Z¥23) 36 6.11+2.00 40 5.63+1.89
o =23
Change from baseline 36  0.08+1.38 40 -0.23%2.15 0.4466% 0.3165
(&)
p-value 0.6642@ 0.5128""
12 (£ =24) 36 6.25+1.75 40 5.65+1.81
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NEZ 11 CHEz
N=36 N=40 p-value  p-value®
n Mean+SD n Mean+SD
Change from baseline 36 0.22+1.35 40 -0.20£2.04 0.2222%# 0.1514
p-value 0.3650@ 0.5389""
Baseline (%=22) 36 5.50+3.58 40 4.58+3.88 0.3213#
6= (¥&3) 36 5.81+£3.92 40 4.98%+4.29
Change from baseline 36  0.31+£3.51 40 0.40+3.48 0.6338* 0.7815
Au orR
p-value® 0.4178 0.5523
(&)
12 (2=24) 36 6.36+4.02 40 4.93+4.21
Change from baseline 36 0.86+3.94 40 0.35%4.01 0.3290# 0.2679
p-value® 0.0997 0.6279
Baseline (& =2) 36 5.67+1.91 40 5.48+1.87 0.6457#
6 (2=23) 36 5.50+2.06 40 5.50+1.97
Mur=ol 4  Change from baseline 36 -0.17+£2.02 40 0.03+2.27 0.7009% 0.8524
grs p-value® 1.0000 0.7878
(&) 12 (2 =24) 36 6.33+£1.88 40 5.28+1.97
Change from baseline 36 0.67+x1.67 40 -0.20£2.47 0.0755" 0.0201
p-value™ 0.0223 0.6118
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test or Wilcoxon signed rank test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
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ZAoIRU AMlgE I T2 SHA

Table 36. 22€ IIEF 2t S9E S48+ & 8 HaE (MEZ 1 vs IX2) (FA Set)
ANz 1 =z
N=42 N=42 p-value® p-value®
n Mean+SD n Mean+SD
Baseline (%=22) 42 36.29+£20.01 42 32.50+17.98 0.4467*
6 (2=23) 42 37.29+£20.52 42 33.21+£19.94
Change from baseline 42 1.00+£16.38 42 0.71+£17.35 0.4820* 0.6603
£3 p-value® 0.2055 0.6324
12 (2=24) 42 35.45+20.43 42 32.50+18.86
Change from baseline 42 -0.83+18.00 42 0.00+20.00 0.9358* 0.8027
p-value 0.8845@ 1.0000™"
Baseline (%=22) 42 14.86%9.64 42 12.74%8.79 0.2172#
6= (¥=3) 42 15.14+49.84 42 13.33+£9.76
. _ Change from baseline 42  0.29+£8.03 42 0.60+7.88 0.9749% 0.8361
wors p-value® 0.4293 0.3145
(&)
12 (2=24) 42 14.38+10.06 42 12.76+9.19
Change from baseline 42 -0.48+£8.49 42 0.02+9.93 0.9285% 0.7983
p-value 0.9630@ 0.9877**
Baseline (222) 42 5.14+3.83 42 4.14+3.64 0.1899#
6= (Z¥23) 42 4.88+3.98 42 4.10+3.75
Change from baseline 42 -0.26+3.58 42 -0.05+3.16 0.8155# 0.8173
a5 3
p-value® 0.8415 0.9464
(&)
12 (2=24) 42 4.67+3.87 42 3.98+3.48
Change from baseline 42 -0.48+3.56 42 -0.17+3.91 0.9407# 0.7733
p-value® 0.4748 0.8047
Baseline (2=22) 42 5.79+2.01 42 5.86+1.70 0.7616%
qg 24
) 6= (¥&3) 42 6.12+1.70 42 5.60+1.85
e Change from baseline 42  0.33x1.66 42 -0.26%2.11 0.09507 0.1137
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p-value 0.2386@ 0.4253"*
12 (2 =24) 42 5.79+1.66 42 5.57+£1.81
Change from baseline 42  0.00+£2.13 42 -0.29+2.04 0.5318" 0.5135
p-value™ 1.0000 0.3693
Baseline (2 22) 42  4.88%+4.03 42  4.36%+3.91 0.7137#
6= (Z¥&E3) 42 5.31+4.30 42 4.74+4.32
Change from baseline 42  0.43+3.51 42 0.38+3.40 0.3456% 0.7819
A gHE
p-value® 0.2825 0.5523
(&)
12 (2 E4) 42 5.00+4.32 42 4.88+4.21
Change from baseline 42 0.12+3.76 42 0.52+4.09 0.6391% 0.8104
p-value® 0.8621 0.4430
Baseline (%=22) 42 5.62+2.19 42 5.40+1.85 0.6386%
6= (223) 42 5.83+£1.99 42 5.45+1.97
MUt ol 4 Change from baseline 42  0.21£1.55 42 0.05+2.24 0.36307 0.4658
orx p-value® 0.3357 0.8681
(&) 12 (2=24) 42 5.62+2.17 42 5.31+1.93
Change from baseline 42 0.00+2.02 42  -0.10+2.46 0.7945# 0.5914
p-value 0.8519@ 0.8030™"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
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Table 37. 22 |IEF 2t Yoy SARES L =X BHSY (AME2 11 vs BER) (FA Set)
NEZ II tHEz
N=43 N=42 p-value*  p-value?®
n Mean+SD n Mean+SD
Baseline (& =2) 43 40.70%£19.18 42 32.50+£17.98 0.0593
6= (¥&3) 43 40.19+20.38 42 33.21+19.94

Change from baseline 43 -0.51+16.89 42 0.71£17.35 0.9965 0.6693

Eps! p-value® 0.7999 0.6324

125 (2=24) 43 41.44+20.61 42 32.50+18.86

Change from baseline 43 0.74+19.26 42 0.00+20.00 0.6761 0.2218

p-value 0.4864@ 1.0000™*
Baseline (2&2) 43 17.37+£9.57 42 12.74+8.79 0.0243
6 (2=E3) 43 17.09+9.82 42 13.33+9.76

Change from baseline 43 -0.28+8.58 42 0.60+7.88 0.5940 0.6959

21 JIs
p-value® 0.7066 0.3145
(&)
12 (& =24) 43 17.21+£10.27 42 12.76+9.19
Change from baseline 43 -0.16+9.64 42 0.02+9.93 0.8705 0.2723
p-value 0.6708@ 0.9877**
Baseline (£&2) 43  5.58+3.71 42 4.1443.64 0.0500
6= (Z¥&E3) 43  5.42+3.91 42 4.10+£3.75
Change from baseline 43 -0.16+3.42 42 -0.05+3.16 0.8770 0.5536
™ YL
p-value® 0.7769 0.9464
(&)
12 (& =24) 43  5.72+3.79 42  3.98+3.48
Change from baseline 43  0.14%+3.96 42 -0.17+3.91 0.4232 0.1234
p-value® 0.6405 0.8047
Baseline (£&2) 43  6.19+1.80 42 5.86+1.70 0.5608
6 (2=23) 43 6.21£1.93 42 5.60+1.85
4 =23
Change from baseline 43 0.02+1.41 42  -0.26%2.11 0.3983 0.2290
(&)
p-value 0.8201@ 0.4253™
12 (2 =24) 43  6.19+1.72 42 5.57+1.81
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Change from baseline 43 0.00£1.50 42 -0.29+£2.04 0.3068 0.1835
p-value 0.8938@ 0.3693™
Baseline (%=22) 43 5.79+3.64 42 4.36+3.91 0.1126
6= (223) 43 5.88+4.00 42 4.74+4.32
Change from baseline 43 0.09+£3.47 42 0.38+£3.40 0.9603 0.8332
Au orE
p-value® 0.7149 0.5523
(&)
12 (2=24) 43 6.14+4.18 42 4.88+4.21
Change from baseline 43 0.35+4.09 42 0.52+4.09 0.8062 0.5452
p-value® 0.3000 0.4430
Baseline (& =2) 43 5.77+1.95 42 5.40%+1.85 0.3304
6 (2=23) 43 5.58+2.07 42 5.45+1.97
Mut™ol 4 Change from baseline 43 -0.19+£1.85 42 0.05+2.24 0.7999 0.9089
gr=x p-value® 0.8931 0.8681
(&) 12 (2 =24) 43 6.19+1.94 42 5.31+£1.93
Change from baseline 43 0.42+£1.69 42 -0.10£2.46 0.3222 0.0648
p-value 0.1025@ 0.8030™"
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
% 10
Baseline(4=2) weeke (% 23) ekl 2(%24)
—— e —a—wEs
Figure 50. &Y I1IEF & (AIE2 11 vs HHXZ) (FA Set)
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10.4. 85 =8k

Table 38~412 QMEESAE WA 28 EF =STE PP Set, FA Sete= =48 2 0|C

QIHEAIE JI2 5 AMNSAHE ASH e =2ST= AN AMISASUHAXOL &5
MZol 4+ AXNNOZ HHWO ot AES +2 LIF0f Mok
3 =ST(%) = AR HFs AE &/ SFHMOF ot AE 2 x 100

HF =82 PP Sete2 =48t Z2H0A AEZ 19 &8X EF =S&= 96.83+£5.07%0[ ]
Mg 112 &dXM &7 &=2&= 94.42+5.87%01H, WM==2 &HX &FA =2k=
96.71+£5.28%=% AlEx It HE=22t SHESZ RSt X0l= LIEHLEX $HA2LE Al 112t
HEZ2 SHESZ K28 X010 LIS CH(p=0.0172).

x
1

=3LE FA Setez =48 ZU0UAM AEZ 12 &8X &5 === 94.56+10.05%0/11
Agz 112 dM dF =28&= 92.78+9.38%0IH, O=x=o & &FH ==2&k=
96.17£6.28%= A& It X2 SHELZ RSt X0le LEILIX &EgA2LE A>T 112

HEZ2t SHELZ =28 X0

U

I LIEFGtCH(p=0.0109).

Table 38. 8F =3 (MEZ 1 vs HI£F) (PP Set)

ANEgz 1 =z
N=37 N=40 p-value*
n Mean+SD n Mean+SD
2HE3 37 96.54+4.76 40 96.96+9.03 0.1896
224 37 97.12+6.78 40 96.46+5.21 0.8159
Total 37 96.83+5.07 40 96.71+£5.28 0.9510

#: Compared between groups; p-value by Wilcoxon rank sum test

Table 39. 45 =& (AMEZ 11 vs £2) (PP Set)

NEZ 11 ==
p-value#
N=36 N=40
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n Mean+SD n Mean+SD
223 36 93.42+7.34 40 96.96+9.03 0.0053
224 36 95.41+7.20 40 96.46+5.21 0.1705
Total 36 94.42+5.87 40 96.71+5.28 0.0172
#: Compared between groups; p-value by Wilcoxon rank sum test
Table 40. 85 =8% (AIEZ 1 vs Ui=2) (FA Set)
NEZ 1 tH=x=
N=42 N=42 p-value*
n Mean+SD n Mean+SD
223 42 95.22+7.11 42 96.55+9.35 0.0770
224 40 93.80+14.91 41 95.86+6.43 0.8530
Total 40 94.56+10.05 41 96.17+6.28 0.6629
#: Compared between groups; p-value by Wilcoxon rank sum test
Table 41. 858 &38& (AMEZ 1l vs HXZ) (FA Set)
NEZ 11 tHEz
N=43 N=42 p-value?
n Mean+SD N MeanxSD
223 42 92.52+8.75 42 96.55+9.35 0.0046
224 40 91.77+£15.90 41 95.86+6.43 0.0834
Total 39 92.78+9.38 41 96.17+6.28 0.0109
#: Compared between groups; p-value by Wilcoxon rank sum test
10.5. 4=-2%= ¥ H=-HH2UA ASHE
2 AMEEAIE D2t S AXNEBEANEE ASW &S8H =82S U2S ZAGIA 20, ATC code|

=2 AH0 Ys O

HENSUHS K=

ANgz

I0Il A

14E(37.84%), N&=z II0AM 11 (30.56%), HEZ0A 13%H(32.50%)010H, Alg= Tt AIE2
0

II, =2 25 82 42 ME0 JHE UL EEA= AIE0 OE AEg=z I U2,
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ANEZ II2 HEZ2H SHELZ 228t X0l= LIELIXR] &AL
Table 42. HE22& (MEZ I vs HIXZ) (PP Set)
AME=2 1 =z A
p-value®
N=37 N=40 N=
= n(%) 14 (37.84) 13 (32.50) 27 (35.06)
ASAIENH R 0.6238
e n(%) 23 (62.16) 27 (67.50) 50 (64.94)
Levell Level2 n(%) A n(%) A n(%) A=
ALIMENTARY TRACT AND 5 7 12
8 9 17
METABOLISM (13.51) (17.50) (15.58)
BILE AND LIVER THERAPY 1 (2.70) 1 0 (0.00) 0 1(1.30) 1
DRUGS FOR ACID RELATED
0 (0.00) 0 1 (2.50) 1 1(1.30) 1
DISORDERS
4 5 9
DRUGS USED IN DIABETES 7 7 14
(10.81) (12.50) (11.69)
OTHER ALIMENTARY TRACT
0 (0.00) 0 1 (2.50) 1 1(1.30) 1
AND METABOLISM PRODUCTS
ANTIINFECTIVES FOR (0] 1 1
0 1 1
SYSTEMIC USE (0.00) (2.50) (1.30)
ANTIBACTERIALS FOR
0 (0.00) 0 1 (2.50) 1 1(1.30) 1
SYSTEMIC USE
BLOOD AND BLOOD 5 6 11
6 6 12
FORMING ORGANS (13.51) (15.00) (14.29)
5 6 11
ANTITHROMBOTIC AGENTS 6 6 12
(13.51) (15.00) (14.29)
12 10 22
CARDIOVASCULAR SYSTEM 22 19 41
(32.43) (25.00) (28.57)
AGENTS ACTING ON THE 5 4 9 9
5 4
RENIN-ANGIOTENSIN SYSTEM  (13.51) (10.00) (11.69)
ANTIHYPERTENSIVES 1 (2.70) 1 0 (0.00) 0 1(1.30) 1
BETA BLOCKING AGENTS 2 (5.41) 2 1 (2.50) 1 3(3.90) 3
4 4 8
CALCIUM CHANNEL BLOCKERS 4 6 10
(10.81) (10.00) (10.39)
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AME=Z 1 HxE= Al
p-value®
N=37 N=40 N=77
CARDIAC THERAPY 1 (2.70) 2 0 (0.00) 0 1 (1.30) 2
7 7 14
LIPID MODIFYING AGENTS 8 16
(18.92) (17.50) (18.18)
4 1 5
NERVOUS SYSTEM 5 2 7
(10.81) (2.50) (6.49)
ANESTHETICS 1 (2.70) 1 0 (0.00) 0 1 (1.30) 1
ANTIEPILEPTICS 2 (5.41) 2 0 (0.00) 0 2 (2.60) 2
OTHER NERVOUS SYSTEM
0 (0.00) 0 1 (2.50) 1 1 (1.30) 1
DRUGS
PSYCHOANALEPTICS 0 (0.00) 0 1 (2.50) 1 1 (1.30) 1
PSYCHOLEPTICS 2 (5.41) 2 0 (0.00) 0 2 (2.60) 2
0 2 2
RESPIRATORY SYSTEM 0} 2 2
(0.00) (5.00) (2.60)
COUGH AND COLD
0 (0.00) 0 1 (2.50) 1 1 (1.30) 1
PREPARATIONS
NASAL PREPARATIONS 0 (0.00) 0 1 (2.50) 1 1 (1.30) 1
. 14 13 27
g 41 39 80
(37.84) (32.50) (35.06)
t: p-value by Chi-square test
B EEEN(AS)
Table 43. 82%= (A& 1l vs UXZ) (PP Set)
NEz 11 HhxE= =l
p-value®
N=36 N=40 N=76
= n(%) 11 (30.56) 13 (32.50) 24 (31.58)
AZSAEHF 0.8555
f n(%) 25 (69.44) 27 (67.50) 52 (68.42)
Levell Level2 n(%) H== n(%) H== n(%) A=
ALIMENTARY TRACT AND 2 7 9
3 12
METABOLISM (5.56) (17.50) (11.84)
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



FE2A
Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

138/266
ANEZ 11 M=z Bl
p-value®
N=36 N=40 N=76
DRUGS FOR ACID RELATED
0 (0.00) 0 1 (2.50) 1 1(1.32) 1
DISORDERS
DRUGS FOR FUNCTIONAL
GASTROINTESTINAL 1 (2.78) 1 0 (0.00) 0 1(1.32) 1
DISORDERS
5
DRUGS USED IN DIABETES 1 (2.78) 2 7 6 (7.89) 9
(12.50)
OTHER ALIMENTARY TRACT
0 (0.00) 0 1 (2.50) 1 1(1.32) 1
AND METABOLISM PRODUCTS
ANTIINFECTIVES FOR (0] 1 1
0} 1 1
SYSTEMIC USE (0.00) (2.50) (1.32)
ANTIBACTERIALS FOR
0 (0.00) 0 1 (2.50) 1 1(1.32) 1
SYSTEMIC USE
BLOOD AND BLOOD 1 6 7
1 6 7
FORMING ORGANS (2.78) (15.00) (9.21)
6
ANTITHROMBOTIC AGENTS 1 (2.78) 1 6 7 (9.21) 7
(15.00)
10 10 20
CARDIOVASCULAR SYSTEM 18 19 37
(27.78) (25.00) (26.32)
AGENTS ACTING ON THE 4
3 (8.33) 3 4 7(9.21) 7
RENIN-ANGIOTENSIN SYSTEM (10.00)

BETA BLOCKING AGENTS 2 (5.56) 2 1 (2.50) 1 3(3.95) 3

4 4 8
CALCIUM CHANNEL BLOCKERS 4 6 10
(11.11) (10.00) (10.53)

CARDIAC THERAPY 1 (2.78) 3 0 (0.00) 0 1(1.32) 3

6 7 13
LIPID MODIFYING AGENTS 6 8 14
(16.67) (17.50) (17.11)
1 0 1
DERMATOLOGICALS 1 0 1
(2.78) (0.00) (1.32)

ANTIBIOTICS AND
CHEMOTHERAPEUTICS FOR 1 (2.78) 1 0 (0.00) 0 1(1.32) 1
DERMATOLOGICAL USE
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ANEZ 11 M=z Bl
p-value®
N=36 N=40 N=76
2 1 3
NERVOUS SYSTEM 2 2
(5.56) (2.50) (3.95)

ANALGESICS 1 (2.78) 1 0 (0.00) 0 1(1.32) 1

ANESTHETICS 1 (2.78) 1 0 (0.00) 0 1(1.32) 1

OTHER NERVOUS SYSTEM
DRUGS

0 (0.00) 0 1 (2.50) 1 1(1.32) 1

PSYCHOANALEPTICS 0 (0.00) 0 1 (2.50) 1 1(1.32) 1

1 2 3
RESPIRATORY SYSTEM 3 2 5
(2.78) (5.00) (3.95)

ANTIHISTAMINES FOR
SYSTEMIC USE

1 (2.78) 1 0 (0.00) 0 1(1.32) 1

COUGH AND COLD
PREPARATIONS

1(2.78) 2 1 (2.50) 1 2(2.63) 3

NASAL PREPARATIONS 0 (0.00) 0 1 (2.50) 1 1(1.32) 1

] 11 13 24
sHH* 28 39 67
(30.56) (32.50) (31.58)
t: p-value by Chi-square test
¥ SREA(A=
10.6. R&d HIIE=S0 Ug FIt 24

10.6.1. Subgroup analysis

AADZ2E(2HdUstn P2YR, ISzt MSHI2ER)2 AMEHAXNE subgroup oA
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10.6.1.1. JUisty FA2EA
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& PSS PP Sete2 245 ZW0IC.
IPSS =& B3g 24H0M &F 6 = Az I2 4.31+6.358 ZAoyL, UHE=Z=2
1.05+6.16%F ZJI6t AIE= It X2t SHES=Z K98 XH0IJt LIEHGCH(p=0.01407,

p=0.0049%). &5 12F & AEZ

ANEz 1 =z
N=16 N=21 p-value p-value®
n Mean+SD n Mean+SD
Baseline (% &2) 16 13.25+2.46 21 14.10+£3.21 0.3877"
6 (ZE3) 16  8.94+5.12 21 15.14+6.41
i Change from baseline 16 -4.31+6.35 21 1.05+6.16 0.0140" 0.0049
== p-value 0.0160™" 0.4449™
(&)
12 (2 &4) 16  8.00+5.35 21  13.05%7.12
Change from baseline 16 -5.25%5.89 21 -1.05%6.83 0.0574" 0.0368
p-value 0.0028" 0.4902**
Baseline (% &2) 16 1.88+0.89 21 2.00+1.14 0.7733*
6= (2=23) 16 1.13+0.89 21 2.52+1.21
. Change from baseline 16 -0.75+1.00 21 0.52+1.54  0.0095*#  0.0005
e p-value 0.0090™" 0.1323@
(8)
12 (2 24) 16 0.88+1.09 21 1.86+1.39
Change from baseline 16 -1.00£1.21 21 -0.14%1.42 0.0547 0.0269
p-value 0.0098@ 0.6507**
Baseline (2 &2) 16  2.13+1.15 21 1.86+1.11 0.5074#
65 (LE3) 16 1.31+0.87 21 1.95%1.36
B L
il: Change from baseline 16 -0.81+1.11 21 0.10+0.83 0.0129# 0.0101
&) p-value 0.0156@ 0.5547¢@
12 (224) 16 1.50+1.10 21 2.10+1.26
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ANEgz 1 =z
N=16 N=21 p-value p-value?
n Mean+SD n Mean+SD
Change from baseline 16 -0.63£0.96 21 0.24+0.89 0.0131#  0.0110
p-value 0.0313@ 0.3367@
Baseline (2=22) 16 1.81+0.66 21 1.95+1.12 0.6289*
6= (ZH&3) 16 0.94+0.93 21 2.24+1.48
Change from baseline 16 -0.88+1.15 21 0.29+1.74 0.0337# 0.0051
==&
p-value 0.0121@ 0.4596™"
(&)
125 (2 =24) 16 0.81+0.83 21  1.95%1.50
Change from baseline 16 -1.00+1.15 21 0.00+1.61 0.0398* 0.0122
p-value 0.0078@ 1.0000™"
Baseline (% &2) 16 1.63+0.81 21 1.52+1.17 0.8860*
63 (Z&3) 16 1.06£1.00 21 1.43%1.29
Change from baseline 16 -0.56%+1.09 21 -0.10%+1.45 0.2885" 0.2952
B p-value 0.0575™" 0.7659™"
(&)
12 (224) 16 0.88+0.96 21 1.29+1.27
Change from baseline 16 -0.75+1.18 21 -0.24+1.61 0.2921" 0.2761
p-value 0.0228™ 0.5056™
Baseline (2=22) 16 2.50+1.10 21 3.05+0.97 0.0717#
6= (2=23) 16 1.81+1.33 21 2.86+1.42
. Change from baseline 16 -0.69+1.96 21 -0.19+1.50 0.3580* 0.0392
e o p-value 0.1803™ 0.6129@
(&)
12 (224) 16 1.50+0.89 21 2.33+1.32
Change from baseline 16 -1.00£1.32 21 -0.71%£1.79 0.5953" 0.0348
p-value 0.0083*" 0.0829*"
Baseline (2&2) 16 1.44+1.03 21 2.00+1.05 0.1294#
Bl XA 6= (ZH&3) 16 1.13+1.09 21 2.10+£1.48
(&) Change from baseline 16 -0.31+1.62 21 0.10+1.37 0.4006# 0.0829
p-value 0.4527* 0.6448@
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AMEZ T ChE=
N=16 N=21 p-value p-value?
n Mean+SD n Mean+SD
12 (2 &4) 16 0.75+£0.86 21 1.81+1.47
Change from baseline 16 -0.69+1.20 21 -0.19+1.36 0.2552" 0.0527
p-value 0.0362*" 0.5296™"
Baseline (2=22) 16 1.88+0.96 21 1.71+0.85 0.6430*
6= (2=23) 16 1.56+0.81 21 2.05+1.12
Change from baseline 16 -0.31+0.95 21 0.33+1.24 0.0608*#  0.1032
ot p-value 0.3125@ 0.3320@
(&)
12 (224) 16 1.69+1.20 21 1.71+1.06
Change from baseline 16 -0.19+1.05 21 0.00+0.95 0.7453# 0.6783
p-value 0.7813@ 1.0000™
Baseline (2=22) 16 3.06+1.39 21 3.67+1.32 0.2409*
6= (ZE3) 16 2.38+1.26 21 3.10+1.41
Change from baseline 16 -0.69+1.89 21 -0.57+1.21 0.8212" 0.2515
MEESHH
p-value 0.1657** 0.0423™
(&)
12 (224) 16  2.50+1.51 21 2.95+1.36
Change from baseline 16 -0.56+1.59 21 -0.71%+1.15 0.7006*¥ 0.7793
p-value 0.1776** 0.0120@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
IPSS & Hog 240N &F 6 = AIgZ II= 1.65+4.50& A0tR L, HEZE2
1.05+6.16& 3ItotA2LE AMEZ I x4t SHELZ |28t X0l= UEHLEA 2UCH
&85 12 = ANEZ II= 2.06+5.58& 24060, HEFE2 1.05+6.83&8 ZAGHU2LE

NeoNutra co., Ltd. (www.NeoNutra.com)

Confidential



AE=2A

Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

143/266
Table 45. 2$&2% IPSS BHalg - DUHFPEZEI (AIEZ 11 vs HEF) (PP Set)
AEg=z 11 =z
N=17 N=21 p-value p-valuet
n Mean+SD n Mean+SD
Baseline (2 &2) 17 13.06%£2.54 21 14.10+£3.21 0.2853"
6= (Z&3) 17 11.41+4.54 21 15.14+6.41
e Change from baseline 17 -1.65+4.50 21 1.05+6.16 0.1404#  0.0951
EE NS
T p-value 0.0841@ 0.4449™
(&)
12 (224) 17 11.00+£6.03 21 13.05+7.12
Change from baseline 17 -2.06+5.58 21 -1.05+6.83 0.6261" 0.5563
p-value™ 0.1480 0.4902
Baseline (2=&2) 17  2.29+1.10 21 2.00+1.14 0.4952#
6= (2=23) 17 1.71+1.16 21 2.52+1.21
Change from baseline 17 -0.59+1.18 21 0.52+1.54 0.0185*  0.0230
aee p-value 0.0557** 0.1323@
(&)
12 (2 24) 17 1.47+£1.18 21 1.86+1.39
Change from baseline 17 -0.82+0.88 21 -0.14+1.42 0.1010%¥ 0.1443
p-value 0.0044@ 0.6507**
Baseline (2 &2) 17 1.59+0.87 21 1.86+1.11 0.6195#
6= (2=23) 17 1.24+1.09 21 1.95+1.36
! Change from baseline 17 -0.35+1.22 21 0.10+0.83 0.0860#  0.1285
o p-value 0.1929@ 0.5547¢@
(&)
12 (224) 17 1.41+£1.18 21 2.10+1.26
Change from baseline 17 -0.18+1.07 21 0.24+0.89 0.2190# 0.1405
p-value 0.5080™ 0.3367@
Baseline (£ &2) 17 1.65+0.86 21  1.95+1.12  0.3825%
6 (ZE3) 17  1.65+1.22 21  2.24%+1.48
B = S &
) Change from baseline 17  0.00£1.17 21 0.29+1.74 0.5660" 0.2726
¢ p-value 1.0000™" 0.4596™"
12 (224) 17 1.41+1.12 21 1.95+1.50
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ANEg= 11 =z
N=17 N=21 p-value p-value*
n Mean+SD n Mean+SD
Change from baseline 17 -0.24+1.03 21 0.00+1.61 0.5070*  0.3467
p-value 0.3667@ 1.0000""
Baseline (222) 17 1.29+1.05 21 1.52+1.17 0.4567#
6= (ZH&3) 17 1.29+1.05 21 1.43+1.29
N Change from baseline 17 0.00+1.06 21 -0.10+1.45 0.5316% 0.9071
=
T p-value 1.0000@ 0.7659™"
(&)
12 (2 324) 17 1.24+1.15 21 1.29+1.27
Change from baseline 17 -0.06%1.30 21 -0.24#+1.61 0.3157# 0.9985
p-value 1.0000@ 0.5056™"
Baseline (% &2) 17  2.65+1.46 21 3.05+0.97 0.2259#
6= (2=23) 17 2.24+1.52 21 2.86+1.42
. Change from baseline 17 -0.41+1.80 21 -0.19+1.50 0.9522%¥ 0.3042
e p-value 0.5459@ 0.6129@
(&)
12 (224) 17 2.24+1.71 21 2.33+£1.32
Change from baseline 17 -0.41+1.37 21 -0.71+1.79 0.5705" 0.9110
p-value 0.2338™ 0.0829™
Baseline (2=22) 17 1.88+0.99 21 2.00%+1.05 0.5568#
6= (2=23) 17 1.71+1.10 21 2.10+£1.48
Change from baseline 17 -0.18+0.81 21 0.10+1.37 0.2026% 0.4122
Bi= X
p-value 0.5625@ 0.6448@
(&)
12 (224) 17 1.59+1.46 21 1.81+£1.47
Change from baseline 17 -0.29#1.21 21 -0.19+1.36 0.8082" 0.7469
p-value 0.3322* 0.5296""
Baseline (2 &2) 17 1.71+0.85 21 1.71+0.85 0.9872#
OFet= 6= (ZH&3) 17 1.59+0.62 21 2.05+1.12
(&) Change from baseline 17 -0.12+0.86 21 0.33+1.24 0.3142# 0.1331
p-value 0.7813@ 0.3320°@
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ANEZ II thE=
N=17 N=21 p-value p-value?
n Mean+SD n Mean+SD
12 (2 &4) 17 1.65+1.11 21 1.71+1.06
Change from baseline 17 -0.06%+1.20 21 0.00+0.95 0.7796#  0.8486
p-value 0.7734@ 1.0000™"
Baseline (2=22) 17  3.29+1.26 21 3.67+£1.32 0.5626%
6= (2=23) 17 3.00+1.37 21 3.10+1.41
Change from baseline 17 -0.29£1.05 21 -0.57#1.21 0.4602" 0.6513
HESHH
p-value 0.2636™" 0.0423™"
(&)
12 (224) 17 2.47+1.62 21 2.95+1.36
Change from baseline 17 -0.82+1.51 21 -0.71£1.15 0.7943* 0.5570
p-value 0.0389"* 0.0120@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
Table 46, 472 0%, 6=, 12F0A =E& LDdUisn F2EE AMESASHE LS
IPSS(International Prostate Symptom Score) & HH3SIE FA Sete =z 24t Z 0|0

IPSS &

0.95+6.038 SJtot AlE=2
p=0.0037%). & 12

S ol8t XH0IJF LtEHGCH(p=0.0267%).

IPSS BislZ - DUP2EA (AME2 1vs HER) (FA Set)

0.95+6.68&

ANEZ T ==
N=21 N=22 p-value  p-value®
n Mean+SD n Mean+SD
E S8 Baseline (#&2) 21 12.71+£2.57 22 14.18+3.16 0.1032"
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AME=Z 1 HE=
N=21 N=22 p-value p-valuet

n MeanxSD n MeanxSD

(&) 6= (Z&3) 21 9.48%+4.71 22 15.14%6.26
Change from baseline 21 -3.24%+6.11 22  0.95+6.03 0.0288" 0.0037

p-value 0.0246™" 0.4658™"

125 (2=4) 21 8.24+£5.09 22 13.23+7.00

Change from baseline 21 -4.48+5.90 22 -0.95+6.68 0.0748" 0.0267

p-value 0.0024™ 0.5100™"
Baseline (#22) 21 1.81+£0.81 22  2.00+1.11 0.5646%
6= (Z&3) 21 1.29+£1.19 22 2.41£1.30
Change from baseline 21 -0.52+1.21 22 0.41%£1.59 0.0391#  0.0071
S
p-value 0.0415@ 0.2783@
(&)
12 (224) 21 1.10+1.34 22 1.82+1.37
Change from baseline 21 -0.71#+1.38 22 -0.18+1.40 0.1568* 0.1164
p-value 0.0224@ 0.5495™"
Baseline (2&2) 21  2.00+£1.05 22 1.82+1.10 0.56107
6= (ZH&E3) 21 1.38£0.97 22 1.91+1.34
Change from baseline 21 -0.62+1.12 22  0.09+0.81 0.0350*  0.0263
Bl
p-value 0.0300@ 0.5547@
(&)
12 (2 324) 21 1.38+£1.12 22 2.09+£1.23
Change from baseline 21  -0.62+0.97 22 0.27+0.88 0.0054#  0.0037
p-value 0.0137@ 0.2407@
Baseline (2=22) 21 1.86+£0.73 22 2.00+1.11 0.5663*
6= (ZH&3) 21 1.05+£0.86 22 2.27£1.45
Change from baseline 21 -0.81+1.21 22 0.27+£1.70 0.0282* 0.0023
HH=SE
p-value 0.0060@ 0.4589"*
(&)
12 (2324) 21  0.95+0.86 22 1.95*1.46

Change from baseline 21 -0.90+1.26 22 -0.05+1.59 0.0569" 0.0119

p-value 0.0037*" 0.8945™"
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ANEgz 1 =z
N=21 N=22 p-value p-valuet
n Mean+SD n Mean+SD
Baseline (222) 21 1.57+0.75 22 1.55+1.14 0.9190*
6 (ZE3) 21 1.05+0.92 22 1.41+1.26
Change from baseline 21 -0.52+0.98 22 -0.14%1.42 0.5433# 0.2617
O =gt
o p-value 0.0361@ 0.6579™
(&)
12 (2 &4) 21 0.90+0.94 22 1.27+1.24
Change from baseline 21 -0.67£1.15 22 -0.27+1.58 0.6152#  0.2809
p-value 0.0220@ 0.4270™"
Baseline (2 &2) 21 2.38+1.07 22 3.14+1.04 0.0177#
6= (ZH&E3) 21 2.00+1.22 22 2.95+1.46
. Change from baseline 21 -0.38+1.86 22 -0.18%+1.47 0.7201# 0.0489
e p-value 0.3583*" 0.6129@
(&)
123 (2 =24) 21 1.62+0.86 22  2.45+1.41
Change from baseline 21  -0.76%+1.30 22 -0.68%+1.76 0.8664" 0.0427
p-value 0.0142* 0.0829™
Baseline (% &2) 21 1.38+0.92 22 2.00+1.02 0.0512#
6= (ZHE3) 21 1.19+1.08 22 2.14+1.46
Change from baseline 21 -0.19+1.54 22 0.14%+1.36 0.4017# 0.0639
e AE p-value 0.5764™" 0.5400@
(&)
12 (224) 21 0.76%+0.83 22 1.86+1.46
Change from baseline 21  -0.62+1.12 22 -0.14+1.36 0.2109" 0.0268
p-value 0.0195™ 0.6419™
Baseline (2&2) 21 1.71+0.96 22 1.68+0.84 0.9059#
6 (ZE3) 21 1.52+0.75 22 2.05+1.09
OF2te Change from baseline 21 -0.19+£0.93 22 0.36%+1.22 0.0955# 0.0617
(&) p-value 0.4839@ 0.2539@
12% (2124) 21 1.52+1.12 22 1.77+1.07
Change from baseline 21 -0.19£1.03 22 0.09%£1.02 0.5455#  0.3698
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AME=Z 1 HE=
N=21 N=22 p-value p-valuet

n MeanxSD n MeanxSD

p-value 0.5459@ 0.6800™"

Baseline (& &2) 21  3.05+1.47 22 3.68+1.29  0.2253%#

6 (Z&3) 21 2.52+1.25 22  3.14+1.39

Change from baseline 21 -0.52*1.75 22 -0.55+1.18 0.9622" 0.3405

MEESHH
p-value 0.1853™ 0.0425™
(&)
12 (224) 21  2.43+1.43 22 3.00+1.35

Change from baseline 21 -0.62+1.60 22 -0.68+1.13 1.0000# 0.5175

p-value 0.0907** 0.0120@

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

IM &3 6 = Algx II= 0.68+5.74%F ZAotdd, HEZ2

2

IPSS E& Hatg 24
0.95+6.03% 3SJtotR 2Lt AlgZ II =22t SHES

Pas)

Table 47. 2#2% IPSS H3lg - DUTR2YS (AE2 11 vs HE2) (FA Set)

AMNEZ 11 CH=
N=22 N=22 p-value  p-value?®

n MeanxSD n MeanxSD

Baseline (2 &2) 22 12.23+£2.94 22 14.18+3.16 0.0396"
6= (Z=23) 22 11.55+£5.37 22 15.14%6.26
E E4E=s
Change from baseline 22 -0.68%£5.74 22  0.95+6.03 0.2480*  0.1473
(&)
p-value 0.1102@ 0.4658™"
12 (2 324) 22 10.64+5.45 22 13.23+£7.00
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ANEg= 11 =z
N=22 N=22 p-value p-value*
n Mean+SD n Mean+SD
Change from baseline 22 -1.59+4.99 22 -0.95+6.68 0.9063* 0.5497
p-value 0.1965@ 0.5100™
Baseline (2=22) 22 2.23+1.23 22 2.00+1.11 0.7112#
6= (ZH&3) 22 1.95+1.33 22 2.41+1.30
Change from baseline 22 -0.27+£1.45 22 0.41+1.59 0.1178# 0.1906
g=e p-value 0.2320°@ 0.2783@
(&)
12 (2324) 22 1.64+1.29 22 1.82+1.37
Change from baseline 22 -0.59+£0.91 22 -0.18+1.40 0.3241* 0.3394
p-value 0.0112@ 0.5495™"
Baseline (2=22) 22 1.64+0.95 22 1.82+1.10 0.8148*
6 (ZE3) 22 1.41+1.22 22 1.91+1.34
Change from baseline 22 -0.23£1.11 22 0.09+0.81 0.2050% 0.2410
o p-value 0.2878@ 0.5547@
(&)
12 (2 &4) 22 1.50+1.22 22 2.09+1.23
Change from baseline 22 -0.14%0.99 22 0.27+0.88 0.1633* 0.1192
p-value 0.5253*" 0.2407¢@
Baseline (% &2) 22 1.50+0.86 22 2.00+1.11 0.1148*
6= (2=23) 22 1.68+1.29 22 2.27+1.45
Change from baseline 22 0.18%+1.37 22 0.27+1.70 0.7185% 0.2811
B = S &
p-value 0.7087@ 0.4589™
(&)
12 (224) 22 1.32+1.09 22 1.95+1.46
Change from baseline 22 -0.18+0.96 22 -0.05+1.59 0.6372# 0.2950
p-value 0.3810@ 0.8945""
Baseline (2&2) 22 1.18+1.01 22 1.55+1.14 0.2190#
EEY 6= (ZH&3) 22 1.23+1.19 22 1.41+1.26
(&) Change from baseline 22 0.05%1.17 22 -0.14+£1.42 0.4269% 0.9301
p-value 0.9570@ 0.6579™"
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N=22 N=22 p-value p-value*

n MeanxSD n MeanxSD

12 (224) 22 1.18+1.05 22 1.27+1.24

Change from baseline 22 0.00+1.15 22 -0.27+1.58 0.1548%  0.9969

p-value 0.8086@ 0.4270™"
Baseline (& &2) 22 2.50+1.34 22 3.14+1.04 0.0464%
6= (Z=3) 22 2.14+1.46 22 2.95+1.46

Change from baseline 22 -0.36%+1.76 22 -0.18%+1.47 0.8952# 0.1777

p-value 0.3437* 0.6129@
(&)
12 (224) 22 2.05+£1.56 22 2.45+1.41
Change from baseline 22 -0.45+1.26 22 -0.68+1.76 0.6247" 0.7820
p-value 0.1060™" 0.0829™
Baseline (2 &2) 22 1.64+£1.05 22 2.00+£1.02 0.1751#
6= (2=23) 22 1.73+£1.24 22 2.14+1.46
Change from baseline 22  0.09£1.23 22 0.14+1.36 0.3353# 0.5972
e X
p-value 0.8359@ 0.5400@
(&)
12 (2 24) 22 1.45%£1.37 22 1.86%1.46
Change from baseline 22 -0.18+1.14 22 -0.14+1.36 0.9048" 0.6845
p-value 0.4626"" 0.6419**
Baseline (2 &2) 22 1.55+0.86 22 1.68+0.84 0.6147%#
6= (ZH&E3) 22 1.41+£0.67 22  2.05+1.09
Change from baseline 22 -0.14+0.77 22 0.36%1.22 0.1559%¥ 0.0297
OF2t=
p-value 0.5898@ 0.2539@
(&)
12 (2 324) 22 1.50+£1.06 22 1.77%1.07
Change from baseline 22 -0.05%1.05 22 0.09%+1.02 0.6312#  0.5015
p-value 0.7734¢@ 0.6800™"
Baseline (#&2) 22 3.09+1.27 22 3.68+1.29 0.2062#
MESHEH
6= (2=23) 22 3.05+1.29 22 3.14%£1.39
(&)

Change from baseline 22 -0.05+1.17 22 -0.55+1.18 0.2217# 0.4148
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NEz 11 tHE=
N=22 N=22 p-value p-value*

n MeanxSD n MeanxSD

p-value 0.8306@ 0.0425™

12 (2 &4) 22 2.55+1.53 22 3.00£1.35
Change from baseline 22 -0.55+1.50 22 -0.68+1.13 0.7134# 0.7918

p-value 0.1035™" 0.0120@

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

10.6.1.2. JIEHUSW A=Sd2EE

Table 48, 49= 0=, 65, 120K =de JISHUS W ASd2EE2 AMESASHE L

IPSS S& HstE PP Sete2 248 2100

£ AN8Z I2 4.76+x4.95&8 240y, U

flo

IPSS & Hatd 240N &F 6=
0.53+4.21% 2450 AIEZ I X222 SAHHESZ |2 XH0IJF LIEHSCHp=0.0052%,
p=0.0035%). & 12F & A&z I2 7.81+5.19%8 Ao, HE=ZES 1.32+6.71&

SOt A2 I 22 SHECE K98 X010t LIEHGCHp<0.0001%, p<0.0001¥).

Table 48. 22% IPSS B2 - A24282 (AME2 1vs E2) (PP Set)
=

N=21 N=19 p-value p-value?®

n MeanxSD n MeanxSD

Baseline (2&2) 21 13.71+£3.20 19 14.26+2.75 0.6136*

6 (Z&3) 21 8.95+5.01 19 13.74+4.48

O
o

7
0z
1>

Change from baseline 21  -4.76+£4.95 19 -0.53%#4.21 0.0052#  0.0035
(2)
p-value 0.0008@ 0.5923™

12 (2=24) 21  5.90+4.53 19 15.58+6.75
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ANEgz 1 xz
N=21 N=19 p-value  p-value?
n Mean+SD n Mean+SD
Change from baseline 21 -7.81+£5.19 19 1.32+6.71 <.0001* <.0001
p-value <.0001™" 0.4038™
Baseline (& =22) 21 2.48+0.98 19 2.79+£1.23 0.3643#
6 (Z=E3) 21 1.62+1.07 19 2.16+1.34
Change from baseline 21 -0.86+1.01 19 -0.63+1.46 0.2712% 0.2742
ene p-value 0.0009** 0.1133@
(&)
125 (2£=24) 21 1.05+0.86 19 2.53%1.61
Change from baseline 21 -1.43+0.87 19 -0.26%+1.52 0.0073#  0.0009
p-value <.0001@ 0.4607*"
Baseline (& =22) 21 2.00%1.10 19 2.11+1.24 0.7269*
6 (ZE3) 21 1.24+1.04 19 2.00+1.45
Change from baseline 21 -0.76%1.09 19 -0.11#1.15 0.0297# 0.0414
o p-value 0.0086@ 0.8066°
(&)
12 (Z$=24) 21 0.76+0.83 19 2.42+1.43
Change from baseline 21 -1.24+1.18 19 0.32+1.29 0.0005*#  <.0001
p-value <.0001@ 0.3012*"
Baseline (#&2) 21 2.14+1.24 19 1.74+1.15 0.3137#
6 (&=23) 21 1.29+1.19 19 2.11+1.20
Change from baseline 21 -0.86+1.35 19 0.37£1.16 0.0023# 0.0071
B = S &
p-value 0.0155@ 0.1849""
(&)
12 (2=24) 21 0.71%+1.01 19 2.11+1.33
Change from baseline 21  -1.43+£1.50 19 0.37£1.42 0.0004" 0.0003
p-value 0.0003** 0.2737*
Baseline (2#&2) 21 1.81+1.29 19 1.11+£1.05 0.0838#
EY 6 (Z&E3) 21 1.48+1.25 19 1.11+1.15
(&) Change from baseline 21 -0.33+1.11 19 0.00+1.11 0.5172# 0.9126
p-value 0.1975@ 1.0000™"
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N=21 N=19 p-value p-value?

n MeanxSD n MeanxSD

12 (2=24) 21 1.14+1.15 19 1.74£1.59

Change from baseline 21  -0.67+1.02 19 0.63%1.16 0.0006" 0.0028

p-value 0.0070™" 0.0296™"
Baseline (2 &2) 21 2.86+1.01 19 3.26+1.45 0.2883%
6 (Z=23) 21 1.76+1.14 19 3.00+1.20

Change from baseline 21  -1.10+£1.26 19 -0.26%1.24 0.0219% 0.0032

p-value 0.0007*" 0.3672@
(&)
12 (2=24) 21 1.19+£1.29 19 2.89+1.24
Change from baseline 21  -1.67£1.20 19 -0.37+£1.61 0.0097# 0.0003
p-value <.0001@ 0.3306™"
Baseline (& =22) 21 1.10+£1.41 19 1.79+1.13  0.0486%
6 (£&E3) 21  0.71£0.96 19 1.89%+1.20
Change from baseline 21 -0.38+1.43 19 0.11+1.15 0.2628* 0.0065
e X
p-value 0.2367"" 0.6563@
(&)
12 (Z$=24) 21 0.52+£0.93 19 2.16%+1.26
Change from baseline 21  -0.57£1.25 19 0.37£1.67 0.0724%# 0.0002
p-value 0.0625@ 0.3500""
Baseline (£ =&2) 21 1.33+0.86 19 1.47+0.84 0.4601%
6 (Z=E3) 21  0.86+0.73 19 1.47+1.07
Change from baseline 21 -0.48+0.81 19 0.00+0.67 0.0784*¥ 0.0261
OF2t=
p-value 0.0273@ 1.0000@
(&)
125 (£4=24) 21 0.52+0.68 19 1.74+£1.05

Change from baseline 21 -0.81+£1.08 19 0.26+0.93 0.00207 <.0001

p-value 0.0024@ 0.3984@

Baseline (#&2) 21 3.86+0.57 19 3.84+0.69 0.7545%
MESHAE

6+ (HE3) 21 2.95+0.97 19 3.47+1.26

Change from baseline 21  -0.90+£0.77 19 -0.37+1.01 0.04307 0.0679
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N=21 N=19 p-value p-value?

n MeanxSD n MeanxSD

p-value 0.0001@ 0.2012@

12 (Z$=24) 21 2.33£1.20 19 3.79+0.79
Change from baseline 21  -1.52+1.08 19 -0.05+0.85 0.0001# <.0001

p-value <.0001@ 1.0000@

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

=2
x
x
]
(@)}

"
ol
=
oar
"
rr
N
N
[Ty
H
(o)}
w
w
0z
0

IPSS E& Hstg 24 Aot L, HxZ2
0.53+4.21%8 ZAGIA2L AlE2 112 A2 SHELZ ®2s X0l= LIEHUX 2 RUCH
2+6.718 ZIIot AEZ

0079).

o W

1
et =2t SAES=z K28t XH0IJ+ LIEHSCHp=0.0010", p=0.

Table 49. #2% IPSS H3le - NS48 (AME2 11 vs HE2) (PP Set)

MNE=Z 11 =
N=19 N=19 p-value p-value?

n MeanxSD n MeanxSD

Baseline (2&2) 19 13.53+2.59 19 14.26+2.75 0.3021#
6= (ZH&3) 19 11.32+6.97 19 13.74+4.48
e Change from baseline 19 -2.21+6.33 19 -0.53%4.21 0.1819%# 0.3274
e p-value 0.0406@ 0.5923**
(&)
12 (2324) 19 8.26+4.68 19 15.58%6.75
Change from baseline 19 -5.26+4.15 19 1.32+6.71 0.0010" 0.0007
p-value <.0001*" 0.4038™"
SeZ Baseline (2&2) 19 1.95+0.91 19  2.79+1.23 0.0200#
(&) 6 (ZE3) 19 1.63+1.21 19 2.16%+1.34
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N=19 N=19 p-value p-value?

n MeanxSD n MeanxSD

Change from baseline 19 -0.32+1.11 19 -0.63+1.46 0.7504* 0.7719

p-value 0.2301™ 0.1133@

125 (2=4) 19 1.32+0.75 19 2.53+1.61

Change from baseline 19 -0.63+x0.90 19 -0.26+1.52 0.4230¥ 0.0588

p-value 0.0137@ 0.4607*"
Baseline (2 &2) 19 2.37+0.90 19 2.11+1.24 0.6270%#
6= (2=23) 19 1.68+1.11 19 2.00+1.45
- Change from baseline 19 -0.68+0.89 19 -0.11+1.15 0.0595# 0.1258
il: p-value 0.0078@ 0.8066@
&) 12 (2 24) 19 1.21+0.85 19 2.42+1.43
Change from baseline 19 -1.16+1.30 19 0.32+1.29 0.0018# 0.0011
p-value 0.0010@ 0.3012*
Baseline (2 &2) 19 1.47+0.96 19 1.74+1.15 0.3876*
6= (Z&3) 19 1.47+1.43 19 2.11+1.20
Change from baseline 19  0.00%£1.20 19 0.37+£1.16 0.3437" 0.2248
BH=sSH
&) p-value 1.0000™" 0.1849™"
- 12 (224) 19 0.95+1.03 19 2.11+1.33
Change from baseline 19 -0.53+1.02 19 0.37%1.42 0.0391*  0.0067
p-value 0.0566@ 0.2737*
Baseline (2=22) 19 1.21+1.08 19 1.11+1.05 0.8190*
6= (2=23) 19 1.11+1.45 19 1.11+1.15
o Change from baseline 19 -0.11+1.82 19 0.00+1.11  0.5072*#  0.9500
Ejﬁ p-value 0.4968@ 1.0000""
&) 12 (2 24) 19 0.74+£0.73 19 1.74+1.59
Change from baseline 19 -0.47+£1.31 19 0.63%1.16 0.0239#  0.0071
p-value 0.1396@ 0.0296""
oSt il = Baseline (2&2) 19 3.21+0.79 19 3.26+1.45 0.7970#
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N=19 N=19 p-value p-value?

n MeanxSD n MeanxSD

(&) 6= (Z&3) 19 2.47+1.50 19 3.00%1.20
Change from baseline 19 -0.74%1.45 19 -0.26%1.24 0.2444% 0.2231

p-value 0.0395™" 0.3672@

125 (2=4) 19 1.89+0.99 19 2.89+1.24

Change from baseline 19 -1.32+£1.20 19 -0.37+1.61 0.0470" 0.0095

p-value 0.0002** 0.3306™
Baseline (&&2) 19 1.74+1.15 19 1.79+1.13 0.9390#
63 (Z=3) 19 1.42+1.07 19 1.89+1.20

Change from baseline 19 -0.32+0.82 19 0.11+1.15 0.0471% 0.1431

e X
p-value 0.1875@ 0.6563@
(&)
12 (2 &4) 19 1.05%0.91 19 2.16%1.26
Change from baseline 19 -0.68+0.95 19 0.37+1.67 0.0248#  0.0035
p-value 0.0078@ 0.3500™"
Baseline (#22) 19 1.58+0.77 19 1.47+0.84 0.8361*
6= (ZH&3) 19 1.53%1.26 19 1.47+1.07
Change from baseline 19 -0.05+1.13 19 0.00+0.67 0.7716%¥  0.8918
OF2t=
p-value 0.7734@ 1.0000™"
(&)
12 (2% 324) 19 1.11+£0.94 19 1.74+1.05
Change from baseline 19 -0.47+0.70 19 0.26%0.93 0.0107*  0.0106
p-value 0.0195@ 0.3984@
Baseline (% &2) 19 3.42+0.69 19 3.84+0.69 0.0640#
6= (2=23) 19 3.11+0.94 19 3.47%1.26
Change from baseline 19 -0.32+1.00 19 -0.37+1.01 0.9878*# 0.8621
MESHEH S
p-value 0.2130@ 0.2012@
(&)
12 (224) 19 2.58%0.96 19 3.79%0.79

Change from baseline 19 -0.84%+1.01 19 -0.05+0.85 0.0138#  0.0009

p-value 0.0010@ 1.0000@
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*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
Table 50, 512 0=, 6, 12F0A SEE JtSEUs L ASEI2EE2 NHESASHA X
IPSS & HstE FA Setez 248 Z0|C.
IPSS =& H3g 24H0AM &F 63 = A I2 4.76£4.958 ZAo¥l, UHE=Z=2
0.75+4.22%F 2450 AIEZ It UEZ2 SAHE2=Z K& X010+ LIESCHp=0.0080%,
p=0.0038%). &5 12F = A&z I2 7.81%£5.19%8 240D, HE=2Z2 1.00+6.68H
SOtot A2 10 X222t SHECE |2F XH0IJF LEHGCH(p<0.0001%, p<0.0001¥).
Table 50. #$EY IPSS Bt - ASHZ28A (MEZ 1 vs HHEXZ) (FA Set)
ANEg=z 1 =
N=21 N=20 p-value  p-value*
n Mean+SD n Mean+SD
Baseline (2&2) 21 13.71+£3.20 20 14.45+2.80 0.4781%
6 (ZE3) 21  8.95+5.01 20 13.70+4.37
e Change from baseline 21 -4.76%x4.95 20 -0.75+4.22 0.0080%¥  0.0038
o p-value 0.0008@ 0.4361*
(&)
125 (2=24) 21  5.90+4.53 20 15.45+6.60
Change from baseline 21  -7.81+5.19 20 1.00+£6.68 <.0001* <.0001
p-value <.0001™" 0.5113
Baseline (2&2) 21  2.48+0.98 20 2.80+1.20  0.3255*
6 (Z&3) 21 1.62+1.07 20 2.10+1.33
S 2t Change from baseline 21 -0.86+1.01 20 -0.70+1.45 0.3932%#  0.3496
(&) p-value 0.0009** 0.0525@
12 (2=24) 21 1.05+0.86 20 2.45+1.61
Change from baseline 21  -1.43+0.87 20 -0.35+1.53 0.0138* 0.0017
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AMEZ T tHE=
N=21 N=20 p-value  p-value?
n Mean+SD n Mean+SD
p-value <.0001@ 0.3195"
Baseline (& =&2) 21 2.00+£1.10 20 2.05+1.23 0.8718*
6 (Z=E3) 21 1.24+£1.04 20 1.90+1.48
Change from baseline 21  -0.76+£1.09 20 -0.15+1.14 0.0398% 0.0618
Bl
p-value 0.0086@ 0.5620""
(&)
12 (2 24) 21 0.76%£0.83 20 2.30+1.49
Change from baseline 21  -1.24+1.18 20 0.25%*1.29 0.0008* <.0001
p-value <.0001@ 0.3979*
Baseline (& =22) 21  2.14+1.24 20 1.85+1.23 0.4677%
6 (Z&E3) 21 1.29+1.19 20 2.10+1.17
Change from baseline 21 -0.86+1.35 20 0.25+1.25 0.0061*# 0.0097
i = =&t
p-value 0.0155@ 0.3828""
(&)
12 (2 324) 21 0.71£1.01 20 2.10+1.29
Change from baseline 21  -1.43+1.50 20 0.25+1.48 0.0009"  0.0003
p-value 0.0003*" 0.4600™"
Baseline (#&22) 21  1.81+£1.29 20 1.30+1.34 0.1675%
6 (£&E3) 21 1.48+1.25 20 1.20+1.20
Change from baseline 21  -0.33+£1.11 20 -0.10+1.17 0.6949% 0.9782
2B
p-value 0.1975@ 0.7054™"
(&)
12 (2=24) 21 1.14+1.15 20 1.80+1.58
Change from baseline 21  -0.67+1.02 20 0.50+1.28 0.0024" 0.0061
p-value 0.0070™" 0.0961*"
Baseline (& =22) 21 2.86+1.01 20 3.20+1.44 0.3812%
6= (Z=23) 21 1.76+1.14 20 3.05+1.19
oSt il =
Change from baseline 21 -1.10+1.26 20 -0.15+1.31 0.0236" 0.0015
(&)
p-value 0.0007*" 0.6142*"
12 (2=24) 21 1.19+£1.29 20 2.95+1.23
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AME=Z 1 tHE=
N=21 N=20 p-value  p-value?
n Mean+SD n Mean+SD
Change from baseline 21  -1.67+1.20 20 -0.25+1.65 0.0056% 0.0001
p-value <.0001@ 0.5063""
Baseline (#&22) 21 1.10£1.41 20 1.70£1.17 0.0771#
63 (&=23) 21 0.71+0.96 20 1.80+1.24
Change from baseline 21 -0.38+1.43 20 0.10%£1.12 0.2674%* 0.0112
e XIS
p-value 0.2367*" 0.6563@
(&)
12 (& =24) 21 0.52+0.93 20 2.05+1.32
Change from baseline 21 -0.57+£1.25 20 0.35+1.63 0.0708# 0.0004
p-value 0.0625@ 0.3493"
Baseline (2&2) 21 1.33+0.86 20 1.55+0.89 0.3294#
6 (Z=23) 21 0.86+0.73 20 1.55£1.10
Change from baseline 21  -0.48+0.81 20 0.00+0.65 0.0706%* 0.0194
OF2te=
p-value 0.0273@ 1.0000@
(&)
125 (£=24) 21 0.52+0.68 20 1.80+1.06
Change from baseline 21  -0.81+1.08 20 0.25%0.91 0.0017#  <.0001
p-value 0.0024@ 0.3984@
Baseline (#&2) 21 3.86+0.57 20 3.90+0.72 1.0000#
6 (Z=E3) 21 2.95+0.97 20 3.50+1.24
Change from baseline 21  -0.90+£0.77 20 -0.40+0.99 0.0545% 0.0806
MESHES
p-value 0.0001@ 0.1377@
(&)
12 (2 24) 21 2.33+1.20 20 3.80+0.77
Change from baseline 21 -1.52+1.08 20 -0.10+0.85 0.0002# <.0001
p-value <.0001@ 0.7949@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
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IPSS & Hatd 2H0UHM &F 6 = AMEZ
0.75+4.228 ZAotA2L Alg2 112 =22t SH

Table 51. 22¥ IPSS HHalE

0+6.68%
.00139).

- A2d28& (MEZ 11 vs IEF) (FA Set)

=2

LEEFLEXL 22 RULH

Sototod AlgZ

ANEg= 11 =z
N=21 N=20 p-value  p-value?®
n MeanxSD n MeanxSD
Baseline (2 &2) 21 13.67+£2.52 20 14.45+£2.80 0.2412#
6= (ZE3) 21 11.38+7.08 20 13.70%4.37
i Change from baseline 21 -2.29+6.65 20 -0.75+4.22 0.3853" 0.3389
o p-value 0.1309™ 0.4361™
(&)
12 (224) 21 8.62+5.23 20 15.45%+6.60
Change from baseline 21 -5.05%4.90 20 1.00+6.68 0.0020" 0.0013
p-value 0.0001™" 0.5113™
Baseline (£ &2) 21 2.00+£0.89 20 2.80+1.20 0.0180*
6 (ZE3) 21 1.67+1.32 20 2.10+1.33
. Change from baseline 21  -0.33+1.32 20 -0.70+1.45 0.5818% 0.8281
g p-value 0.2596™" 0.0525@
(&)
12 (224) 21 1.38+0.97 20 2.45+1.61
Change from baseline 21 -0.62+1.16 20 -0.35+1.53 0.5285" 0.1005
p-value 0.0239™ 0.3195™
Baseline (£ &2) 21 2.38+0.86 20 2.05+1.23  0.4391#
6 (ZE3) 21 1.71+£1.10 20 1.90+1.48
Bl Change from baseline 21 -0.67+0.97 20 -0.15+1.14 0.1006* 0.1896
(&) p-value 0.0090@ 0.5620**
12 (224) 21 1.29+0.90 20 2.30+1.49
Change from baseline 21  -1.10+1.34 20 0.25%*1.29 0.0039*  0.0036
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ANEZ II thE=
N=21 N=20 p-value p-value?
n Mean+SD n Mean+SD
p-value 0.0015@ 0.3979™
Baseline (2 &2) 21  1.38+0.97 20 1.85+1.23 0.1686*
6= (ZH&E3) 21 1.43+£1.40 20 2.10%+1.17
Change from baseline 21 0.05+1.24 20 0.25+1.25 0.5400* 0.2678
i = =&t
p-value 0.7998@ 0.3828""
(&)
12 (2£4324) 21 0.95+£1.02 20 2.10+£1.29
Change from baseline 21  -0.43%1.12 20 0.25%1.48 0.1053" 0.0087
p-value 0.0952** 0.4600™"
Baseline (%22) 21 1.33+1.20 20 1.30+1.34 0.8600%
6= (Z&3) 21 1.19+£1.54 20 1.20+1.20
Change from baseline 21 -0.14+1.74 20 -0.10+1.17 0.6183*# 0.9551
EY
p-value 0.4061@ 0.7054**
(&)
12 (2 24) 21  0.86+1.01 20 1.80+1.58
Change from baseline 21 -0.48+1.25 20 0.50+1.28 0.0348* 0.0102
p-value 0.1060@ 0.0961™
Baseline (2 &2) 21 3.33+0.86 20 3.20+1.44 0.8183*
6= (ZE3) 21  2.48+1.50 20 3.05%+1.19
Change from baseline 21 -0.86+1.56 20 -0.15+1.31 0.1247° 0.1261
st B
p-value 0.0203™ 0.6142™
(&)
12 (&£ &24) 21 1.95+1.07 20 2.95+1.23
Change from baseline 21 -1.38+1.32 20 -0.25+1.65 0.0199" 0.0072
p-value 0.0001** 0.5063™"
Baseline (#22) 21 1.76+1.14 20 1.70+£1.17  0.7240%
6= (ZH&E3) 21 1.43+£1.03 20 1.80+1.24
= X1
Change from baseline 21  -0.33%x0.91 20 0.10%1.12 0.0552#  0.1624
(&)
p-value 0.1719@ 0.6563@
12 (&£4=24) 21  1.10£0.89 20 2.05%1.32
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N=21 N=20 p-value p-value?

n MeanxSD n MeanxSD

Change from baseline 21  -0.67+1.02 20 0.35+1.63 0.0256#  0.0066

p-value 0.0117@ 0.3493™
Baseline (#&2) 21 1.48+0.81 20 1.55+0.89 0.7035%
6= (Z=23) 21 1.48+1.21 20 1.55+1.10
Change from baseline 21 0.00+1.10 20 0.00+0.65 0.9654# 0.9708
Or2t=
p-value 0.9160@ 1.0000@
(&)
125 (2£324) 21 1.10+0.89 20 1.80+1.06
Change from baseline 21 -0.38+0.74 20 0.25+0.91 0.0238* 0.0120
p-value 0.0557@ 0.3984@
Baseline (2 &2) 21 3.48+0.68 20 3.90+0.72 0.0678%
6= (&=3) 21 3.14+1.01 20 3.50+1.24
Change from baseline 21 -0.33+1.06 20 -0.40%+0.99 0.9457# 0.8705
MESEHE S
p-value 0.1609@ 0.1377@
(&)
12 (&£ &24) 21 2.67£1.06 20 3.80+0.77

Change from baseline 21 -0.81+1.08 20 -0.10+0.85 0.0303# 0.0023

p-value 0.0024@ 0.7949@

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

10.6.1.3. Testosterone IHEAIZt fIBt AIEHAX <2

Table 52, 538 0=, 63, 120N =&g &35 Testosterone Z2uWt = TEAIZE Bt

ANEUHAXE Mot PP Sete=2 248 2 1H0|C.

Total Testosterone Bata ZAWMA &7 6 = AlEx I2 0.63£1.90ng/ml 240t 1,
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HE=Z2 1.03£1.84ng/ml ZAGHASLE AlIE=2 I X224 SAHELZ R2g IH0ls
LIEFLERT & ACH  &F 125 = Alg2 12 0.20+2.03ng/ml SJtotdll, WE=Z=2

0.57+2.24ng/ml ZA0tU2LE AlEZ [ X2 SHECZ 728 X0l LIEHLEX & RUCH

Free Testosterone B3 =4

x
=2
x

x
ot
I

A2 1.87+2.59pg/mL ZA0tA2UL, A2 [ UxE22 SHELZ R2g X0l=
LEEFLERL AT &F 12 = AlgZ2 I=2

0 2
1.07£2.59pg/mL Z2otA2Lt AlIEZ [ X2 SHECZ F28 X0l LIEHLEX & RULCH

Table 52. MEAIZt {8 HAX M2 Y$EE Testosterone B3 (AEZ2 I vs UXD)

(PP Set)

N=35 N=36 p-value p-value?

n MeanxSD n Mean+SD

Baseline (£ &1) 35 4.90+2.06 36 5.95%+2.93 0.1394%#
6 (£23) 35 4.26%+2.05 36 4.92+2.34
Total Change from baseline 35 -0.63+£1.90 36 -1.03+1.84 0.3749" 0.9539
Testosterone p-value™ 0.0563 0.0019
(ng/mL) 12 (£ 324) 35 5.09+2.45 36 5.38%+2.77

Change from baseline 35 0.20+2.03 36 -0.57+2.24 0.2454% 0.3837

p-value 0.8727@ 0.1356"
Baseline (£ &1) 35 9.77+£3.47 36 10.96+4.11 0.1913"
6= (2=3) 35 8.18+2.51 36 9.10+3.24
Free Change from baseline 35 -1.59+2.53 36 -1.87+2.59 0.6495" 0.6089
Testosterone p-value™ 0.0007 0.0001
(pg/mL) 12F (224) 35 9.29+3.28 36 9.89+3.60

Change from baseline 35 -0.48+2.53 36 -1.07+2.59 0.3357* 0.7016

p-value™ 0.2695 0.0183

*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test

**: Compared within groups; p-value by Paired t-test
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@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

Total Testosterone Hate 2AUA &5 63 = AMEZ II= 0.45+£1.92ng/ml Z4Aot¥ 0, O
A2=2 1.03£1.84ng/ml 2A0A2L AlEZ 119 2 SHELZ K28 XH0l= LHELLEX

EUACH EF 125 = AMEZ II= 0.02+1.52ng/ml SItotR D, HE=Z2 0.57+2.24ng/ml &

Table 53. A2t 2Bt AKX N2 U2Y Testosterone HSZ (AEZ 11 vs UXD)

(PP Set)

N=33 N=36 p-value p-value®

n MeanxSD n MeanxSD

Baseline (% &1) 33 4.40+1.90 36 5.95+2.93 0.0105#
6= (223) 32 3.98+1.64 36 4.92+2.34
Total Change from baseline 32 -0.45+x1.92 36 -1.03%+1.84 0.2093* 0.7831
Testosterone p-value™ 0.1923 0.0019
(ng/mL) 12% (£24) 33 4.42+1.97 36 5.38+2.77

Change from baseline 33 0.02+1.52 36 -0.57+2.24 0.2030* 0.8596

p-value™ 0.9439 0.1356
Baseline (£ &1) 33 9.26+3.09 36 10.96+4.11 0.0573"
6= (2E3) 32 7.81+£2.56 36 9.10+3.24
Free
Change from baseline 32 -1.42+2.72 36 -1.87+2.59 0.4911* 0.5512
Testosterone
p-value™ 0.0059 0.0001
(pg/mL)
12 (2 324) 33 8.41+2.59 36 9.89+3.60

Change from baseline 33 -0.84+2.52 36 -1.07£2.59 0.4384#¥ 0.4534
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NEZ 11 tHEz
N=33 N=36 p-value p-value®
n Mean+SD n Mean+SD
p-value 0.0406@ 0.0183*"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
$: Compared between groups; p-value for ANCOVA adjusted baseline
Table 54, 55= 0=, 63, 120N =&s &35 Testosterone Z2U = MEAIZH <t

ANEUHAXE Mot FA Setez 248 Z10ICH

Total Testosterone Bigts 2H0A &F 63 = Alg€z I2 0.
(@]

HE2S 0.96+1.81ng 2ASY

Free Testosterone Biatd 24AUHAM &F 6F =

HEZE 1.75+2.58pg/mL ZASHJASLE A IN HEZ2H SHES=Z RoE X0ls=
LEEFLERT  2QUCH &FH 12F & AE=Z I2 0 2

1.03+£2.56pg/mL 2AotA2L AIEZ [0 X222 SHECZ R28 X0le LIEHLIXT Z UL

Table 54. MEAIZt |8t HAX N2 Y2Y Testosterone HSIE (AMEZ 1 vs UXZ)

(FA Set)
NEZ I =z
N=39 N=38 p-value p-value®
n MeanxSD N MeanxSD
Baseline (&=1) 39 5.07+2.08 38 5.82+2.91 0.3809%
Total
6 (&=3) 39 4.,29+1.97 38 4.86+2.29
Testosterone
Change from baseline 39 -0.78+1.96 38 -0.96+1.81 0.5243* 0.7121
(ng/mL)

p-value 0.0053@ 00023**.

NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



FE2A
Clinical Study Report (Version 1.0)

Protocol No.: HOS_HU-033 (Version 2.2)
166/266

12 (&24) 39 5.13+2.41 38 5.28+2.74

Change from baseline 39 0.06+2.16 38 -0.54%+2.19 0.3083* 0.4598

p-value 0.9673@ 0.1366"*
Baseline (Z&1) 39 9.83+3.31 38 10.77+4.08 0.2677"
6= (H&E3) 39 8.24+2.53 38 9.02+3.18
Free Change from baseline 39 -1.59+2.65 38 -1.75+2.58 0.7792* 0.5834
Testosterone p-value™ 0.0006 0.0002

(pg/mL) 12 (2 =24) 39 9.27+3.30 38 9.74£3.58

Ho

Change from baseline 39 -0.55+2.74 38 -1.03+2.56 0.4353" 0.7609

p-value™ 0.2156 0.0183

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

Total Testosterone Hatx =AUHM &F 6 AMEZ II= 0.54+1.83ng/mL 2140t 12,

HE=2 0.96+1.81ng ZaotA2ULt Algla II2 22 SHELE |28t XH0l= LHELEX

Free Testosterone H3tgk EH0NA &F 6 = AMEF II= 1.31+£2.57pg/mL 245t 10,
hx=z2e 1.75+£2.58pg/mL 2AGIA[LE AIEZ 112t HEZ2t SHESCZ K28 XH0le
LIEFLERT  LQUCH. &F 123 = A82 II= 0.58+2.59pg/mL 2456”10, OxZS

1.03+£2.56pg/mL ZAotA2Lt Algz 112 HExZ2 SHHECZ Rt XN0l= LEFLAT & ULCH

Table 55. A2t 26t AKX N2 U2Y Testosterone B2 (AMEZ 11 vs UXD)

(FA Set)

=i =2
N=40 N=38 p-value® p-value?

n Mean+SD N MeanxSD

Total Baseline (2 21) 40 4.63+1.90 38 5.82+2.91 0.0575%
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Testosterone 63 (Z=&3) 39 4.13+1.73 38 4.86+2.29
(ng/mL) Change from baseline 39 -0.54+1.83 38 -0.96+1.81 0.3054° 0.8352

p-value™ 0.0754 0.0023

12 (224) 40 4.61%£2.05 38 5.28+2.74

Change from baseline 40 -0.02+1.62 38 -0.54+2.19 0.2325" 0.7330

p-value™ 0.9458 0.1366
Baseline (£ &1) 40 9.24+3.13 38 10.77+4.08 0.0655"
6= (H&E3) 39 7.90+2.65 38 9.02+3.18
Free Change from baseline 39 -1.31+£2.57 38 -1.75+£2.58 0.4519" 0.6466
Testosterone p-value™ 0.0029 0.0002
(pg/mL) 12 (2 E4) 40 8.66+2.69 38 9.74%3.58

Change from baseline 40 -0.58+2.59 38 -1.03+2.56 0.2962% 0.8092

p-value 0.0853@ 0.0183*

*: Compared between groups; p-value by Two sample t-test

#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

$: Compared between groups; p-value for ANCOVA adjusted baseline

a4 HoiHs= IPSS &, €5 PSA, Testosterone, DHT, zi =%,
g2 S8 L SFO HISE 4 2 HlWdtH AME2 T 0t tHEZ, A"

IIet =22t SHAHECZ F2gt X01I0F A=A EItotALt

IPSS =& Halgd= PP Setez =4g Z2HUHAM &F 12 = AEz I2 6.70+£5.58%

o

2ot AMEE II= 3.75+£5.078 24032 H, HEFE 0.08+6.798 SIIotL AlEF

[0 =22t SHES=Z K98 01Dt LIEIR20H(p<0.0001%, p<0.0001%), AIE= II%

o}
[Pd
H
N
O
=
A
|0
HU
10
10
e
>

FOIJ LtEHGHCH(p=0.0479%, p=0.0049¢%).

IPSS & HslgsS FA Setez 248 ZM0UAM EFH 125 = AEZ I2 6.14+£5.748

o
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2AABIUD, AER II= 3.28+5.19% LAGIHOMN, HEZS 0.02+6.67& LASIRUCH AER
I X222 SHXOZ R9/8 X01Jb LEIL2D(p<0.0001%, p<0.0001%), A= II%
X222t SHEO2 29/5 x0[J} LIEFCH(p=0.0139*, p=0.0052).

PSA Hist&= PP Setez =248 Z2WM0AM &EF 12 = Alg=z I2 0.01+£0.60ng/mL

Sototd ], A&z II= 0.02+0.42ng/mL  3Jtotd2ed, GEZ2  0.23x1.41ng/mL
SOIoIQCH d2dLh AIE2 I 2, AMEZ I UXx22 SHESZ K28 X0l= LIEILIX
o AULCH

Total Testosterone H3aIHES PP SetCz =248 2Z2U0AM A&F 12 5 Agz 12

0.38+2.60pg/mL 2A3I¥D, AE@2 II= 1.12+2.66pg/mL 2A5%¥20, x2S

0.94+2.5pg/mL ZAGHRLCH deflt AlEE T o U2, AlEE 11 X2t SHELEZE

DHT Hat&sS PP Setez2 =248t FW0UM &5 12

I
0
>
0
HJ
0

35.02+273.88ng/mL

SItotf 1, AEZ II= 42.24+£154.29ng/mL ZA0IRACH, HEZ2 47.21+£130.50ng/mL
ZAGHRUCH deflh A2 T 0 HEZ, Mg 112 222 SHELZ 7olsh X0l= LIEILHA
2 pATH

2 HaexsE YHIHE2 PP Setez 248 ZUHM HFH 12 = Algxz 12
3.19+9.96ml/sec ZIIot ], ANE=Z II= 0.31+£7.01ml/sec ZSIIGIF2H, O=xZ2

1.86+6.04ml/sec SItotULt. Lt AIEZ I X2, AIEZ II9t =2 SHESZ
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g
i

H ZOHRAL.

Table 57. 0|&8tE 28/ (Safety Set)

NEz 1 AME2 11 =z 2l
System organ class N=46 N=44 N=45 N=135

Preferred term n(%) == n(%) ol == n(%) dl == n(%) Al ==

1 1 0 2
Gastrointestinal disorders 1 1 (0] 2
(2.17) 2.27) (0.00) (1.48)
1 1 0 2
Dyspepsia 1 1 0 2
(2.17) (2.27) (0.00) (1.48)
(0] 1 0 1
Nervous system disorders (0] 1 (0] 1
(0.00) 2.27) (0.00) (0.74)
0 1 0 1
Headache 0 1 0 1
(0.00) (2.27) (0.00) (0.74)
Reproductive system and 1 0 0 1
) 1 0 (0] 1
breast disorders (2.17) (0.00) (0.00) (0.74)
1 0 0 1
Hematospermia 1 0 0 1
(2.17) (0.00) (0.00) (0.74)
Respiratory, thoracic and 0 1 1 2
(0] 1 1 2
mediastinal disorders (0.00) 2.27) (2.22) (1.48)
0 0 1 1
Laryngitis 0 0 1 1
(0.00) (0.00) (2.22) (0.74)
0 1 0 1
Nasopharyngitis 0 1 0 1
(0.00) (2.27) (0.00) (0.74)
0 0} 1 1
Vascular disorders 0 (¢} 1 1
(0.00) (0.00) (2.22) (0.74)
0 0 1 1
Epistaxis 0 0 1 1
(0.00) (0.00) (2.22) (0.74)
2 3 2 7
=P 2 3 2 7
(4.35) (6.82) (4.44) (5.19)
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Table 58. 0| &gt

76D

P-value

N=45 N=135

44

N=46
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o~
0 R
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o
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0
mo =

<+

)
m o~
0 R
o=

<+

Rl

2 100.00 3 100.00 2 100.00 7 100.00
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S

o=

iy
ulo
Ko

-

Kio

0.00
0.00

0.00 0.00
0.00

0.00

0.00
0.00

(Moderate)
(Severe)

)
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0.00

0.00

0.00

00
o
ol

7

00
Rr
3
oJ

1.0000*

0.00 0.00 0.00

0.00

ol
o
)

1

E

J

A

1 33.33 0 0.00 2 28.57
Confidential

50.00

1

NeoNutra co., Ltd. (www.NeoNutra.com)



FE2A
Clinical Study Report (Version 1.0)
Protocol No.: HOS_HU-033 (Version 2.2)

174/266
20l
1 50.00 2 66.67 1 50.00 4 57.14
At M2tE
=E=ge]
0 0.00 0 0.00 1 50.00 1 14.29
20l 8l
=9 0 0.00 0 0.00 0 0.00 0 0.00
+: p-value by Fisher’s exact test
Table 59, 60= CIMEZAIEE ASU2 282 HIME = Sl 014232 R4 L A4

ANEZ AAMGHH LIEFH ZOICH

ANEZ 1 ANEZ 11 HE= A
System organ class N=46 N=44 N=45 N=135
Preferred term  n(%) ol == n(%) Al == n(%) ol == n(%) dl ==
1 1 0} 2
Gastrointestinal disorders 1 1 (¢} 2
(2.17) 2.27) (0.00) (1.48)
1 1 0 2
Dyspepsia 1 1 0 2
(2.17) (2.27) (0.00) (1.48)
Table 60. CINIHZAIEE AZU2 AASLSS HIHE = A= 0|ALES &AM (Safety Set)
Sa& ol &d wWEX
CH&E Xt Preferred &2 a1
HMAIE EAESNES] d& A =X =3
HS term & d
a b [¢ O;I_!?_e
ANEZ 1
02-R0O15 Dyspepsia  2018.08.20 2018.09.12 2018.10.10 1 3 1 1 2
ANEZ 11
02-R040 Dyspepsia  2018.11.13 2018.11.14 2019.01.21 1 3 1 1 2
=
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0.66+26.47mg/dL
6.76+26.95mg/dL
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0.0439%).

£ =28t X0t LHEHSCH(p

4.33+22.54mg/dL
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Mot ZAN S BUN2 EF 12 F N2 I2 1.99+4.30mg/dL Z46t%10, AIEZ Il =
= o =2t

.25%+3.97 mg/dL ZAotU2MH, HXZ2 0.18+3.91 mg/dL SItotd, Algz 1
O=2 K98 XH0IJt LIEHLCHp=0.0346%).

SISt AA = LDL-Cholesterol 2 &F 12 = = ANg=2 1 2 2.44+21.67mg/dL

, AMBZ II = 2.55+19.62mg/dL 2LASUON, ERS 5.95+21.61mg/dL
ZO15101, AIE2 1 D OIX22 SHEO2 |9/8 X01JF LEIL20(p=0.0154), A& II 2
I LIEFGCH(p=0.0058%).

a
P
HJ
N
O
=
1A
|0
Hu
30
10
o
>
=)
J

ANEZ 1 =z
p-value
N=46 N=45
Baseline (22 1)
n 46 45
Mean+SD 14.77+1.18 14.75+1.52 0.6941#
Min, Max 11.50, 17.60 7.40, 16.90
12 (224)
n 41 42
Hb
Mean+SD 14.85+1.07 14.76+£1.52
(g/dL)
Min, Max 12.50, 17.40 7.30, 17.20
Change from baseline
n 41 42
Mean+SD 0.13+0.72 0.03+0.43 0.4537"
Min, Max -2.10, 1.70 -0.90, 1.00
p-value™ 0.2465 0.6216
Baseline (& 1)
Hct N 46 45
(%) Mean+SD 43.32+3.30 43.42+3.90 0.5073*
Min, Max 32.90, 51.70 26.20, 50.20
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ANEZ 1 tHx=
p-value
12 (224)
n 41 42
Mean+SD 43.79+3.17 43.70+£3.70
Min, Max 36.70, 51.20 26.70, 49.70
Change from baseline
n 41 42
Mean+SD 0.60+1.74 0.32+1.43 0.4272"
Min, Max -2.90, 4.30 -2.80, 3.40
p-value™* 0.0339 0.1546
Baseline (%2 1)
n 46 45
Mean+SD 4,70+0.41 4.65+0.36 0.5074#
Min, Max 3.43, 6.04 3.80, 5.35
12 (224)
n 41 42
RBC
Mean+SD 4,76+0.42 4.69+0.33
(108/uL)
Min, Max 3.75, 5.86 3.89, 5.26
Change from baseline
n 41 42
Mean+SD 0.06+0.19 0.04+0.17 0.5371"
Min, Max -0.31, 0.47 -0.25, 0.46
p-value™ 0.0534 0.1658
Baseline (22 1)
n 46 45
Mean+SD 6.26+1.24 6.16+1.51 0.2546%
WBC
Min, Max 3.60, 8.90 3.80, 11.70
(103/uL)
12 (224)
n 41 42
Mean+SD 6.06+1.36 6.09+1.58
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ANgz 1 xz
p-value
N=46 N=45
3.30, 9.35 3.50, 11.10
Change from baseline
41 42
-0.14+1.24 -0.14£0.98 0.8234#
-4.10+, 3.00 -2.10, 1.94
0.5533@ 0.3767"
46 45
52.40+7.75 55.47+8.02 0.0668"
28.80, 68.30 36.50, 73.50
41 42
Neutrophil
53.77+8.92 55.90+7.84
(%)
35.70, 77.60 37.40, 73.90
Change from baseline
41 42
1.49+7.23 0.60+6.63 0.5612"
-16.70, 21.30 -15.10, 17.00
0.1958 0.5621
Baseline (22 1)
46 45
36.65+7.42 32.82+8.10 0.0208"
22.40, 62.20 7.10, 52.30
Lymphocyte
(%) 41 42
35.40, 7.80 33.05+7.36
18.30, 52.60 10.10, 54.30
Change from baseline
41 42
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ANEZ 1 tHx=
p-value
N=46 N=45
Mean+SD -1.24+6.43 -0.07+5.89 0.3889"
Min, Max -17.10, 14.30 -15.80, 9.90
p-value™ 0.2230 0.9377
Baseline (22 1)
n 46 45
Mean+SD 7.60+£1.83 8.00+1.77 0.3000#
Min, Max 3.20, 12.70 4.90, 16.10
12 (224)
n 41 42
Monocyte
Mean+SD 7.50+£2.17 7.98+1.94
(%)
Min, Max 3.20, 11.80 4.00, 12.50
Change from baseline
n 41 42
Mean+SD -0.16+2.03 -0.05+1.54 0.7884"
Min, Max -4.80, 4.70 -3.90, 3.80
p-value™ 0.6144 0.8185
Baseline (& 1)
n 46 45
Mean+SD 2.80+1.83 3.01+£1.82 0.5148%*
Min, Max 0.50, 8.00 0.70, 7.20
12 ($24)
n 41 42
Eosinophil
Mean+SD 2.80+2.47 2.47+1.54
(%)
Min, Max 0.20, 11.00 0.50, 6.70
Change from baseline
n 41 42
Mean+SD -0.09+1.70 -0.38+1.19 0.8877#
Min, Max -2.40, 8.00 -3.10, 2.30
p-value® 0.1908¢@ 0.0442*
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ANEZ 1 tHx=
p-value
Baseline (& 1)
n 46 45
Mean+SD 0.55+0.28 0.69+0.43 0.1268*
Min, Max 0.20, 1.40 0.10, 2.20
12 = (%2 4)
n 41 42
Basophil
Mean+SD 0.53+0.38 0.60+0.29
(%)
Min, Max 0.00, 2.10 0.20, 1.40
Change from baseline
n 41 42
Mean+SD -0.00+0.30 -0.09+0.31 0.5932#
Min, Max -0.60, 1.30 -0.90, 0.50
p-value® 0.5439 0.1555
Baseline (%2 1)
n 46 45
MeanxSD 227.46+67.21 244.98+137.40 0.6509%
Min, Max 112.00, 527.00 110.00, 1084.00
12 = (%= 4)
n 41 42
Platelet
Mean+SD 226.05+67.95 249.12+133.89
(103/uL)
Min, Max 115.00, 537.00 147.00, 1048.00
Change from baseline
n 41 42
Mean+SD -0.66+21.55 -0.36£27.51 0.9559
Min, Max -41.00, 50.00 -65.00, 61.00
p-value™™ 0.8458 0.9334
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
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Table 62. EH&XN 2AA (AIBZ 11 vs IXF) (Safety Set)
ANEZ 11 =z
p-value
N=44 N=45
Baseline (& 1)
n 44 45
Mean+SD 14.78+1.08 14.75+1.52 0.6874%
Min, Max 12.80, 17.30 7.40, 16.90
12 (224)
n 42 42
Hb
Mean+SD 14.81+1.02 14.76+1.52
(g/dL)
Min, Max 12.70, 17.10 7.30, 17.20
Change from baseline
n 42 42
Mean+SD 0.04+0.53 0.03+0.43 0.9641"
Min, Max -1.40, 1.40 -0.90, 1.00
p-value™* 0.6424 0.6216
Baseline (%2 1)
n 44 45
MeanxSD 43.50+3.26 43.42+3.90 0.7897%
Min, Max 36.70, 50.80 26.20, 50.20
12 (224)
n 42 42
Hct
Mean+SD 43.54+2.90 43.70+£3.70
(%)
Min, Max 37.40, 48.70 26.70, 49.70
Change from baseline
n 42 42
Mean+SD 0.08+1.79 0.32+1.43 0.5069"
Min, Max -4.40, 4.10 -2.80, 3.40
p-value™™ 0.7649 0.1546
Baseline (22 1)
RBC
n 44 45
(108/uL)
Mean+SD 4.67+0.39 4.65+0.36 0.8192"
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ANEZ 11 =z
p-value
N=44 N=45
Min, Max 3.88, 5.39 3.80, 5.35
125 (224)
n 42 42
Mean+SD 4.66+0.39 4.69+0.33
Min, Max 3.99 5.32 3.89, 5.26
Change from baseline
n 42 42
Mean+SD -0.00+£0.19 0.04+0.17 0.8544#
Min, Max -0.48, 0.43 -0.25, 0.46
p-value 0.4827@ 0.1658
Baseline (%2 1)
n 44 45
Mean+SD 5.75+1.44 6.16+1.51 0.2198#
Min, Max 3.68, 10.73 3.80, 11.70
12 (224)
n 42 42
WBC
Mean£SD 5.68+1.26 6.09+1.58
(103/uL)
Min, Max 3.26, 8.40 3.50, 11.10
Change from baseline
n 42 42
Mean£SD -0.06%1.15 -0.14£0.98 0.54007
Min, Max -3.04, 2.40 -2.10, 1.94
p-value 0.9055@ 0.3767**
Baseline (& 1)
n 44 45
Neutrophil Mean+SD 54.23+8.32 55.47+8.02 0.4771"
(%) Min, Max 38.30, 73.10 36.50, 73.50
125 (22 4)
n 42 42
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ANEZ 11 tHx=
p-value
N=44 N=45
Mean+SD 52.50+6.98 55.90+7.84
Min, Max 25.30, 62.20 37.40, 73.90
Change from baseline
n 42 42
Mean+SD -1.72+7.36 0.60+6.63 0.2932#
Min, Max -27.00, 11.70 -15.10, 17.00
p-value 0.2056@ 0.5621™"
Baseline (22 1)
n 44 45
Mean+SD 34.56+8.66 32.82+8.10 0.3292"
Min, Max 14.80, 53.80 7.10, 52.30
12 (224)
n 42 42
Lymphocyte
Mean+SD 35.52+7.16 33.05+7.36
(%)
Min, Max 23.50, 65.80 10.10, 54.30
Change from baseline
n 42 42
Mean+SD 1.10+7.37 -0.07+5.89 0.4214"
Min, Max -12.10, 22.40 -15.80, 9.90
p-value™ 0.3370 0.9377
Baseline (& 1)
n 44 45
Mean+SD 8.00+2.74 8.00%+1.77 0.3797#
Min, Max 5.00, 22.50 4.90, 16.10
Monocyte
12 = (2= 4)
(%)
n 42 42
Mean+SD 8.13+2.10 7.98+1.94
Min, Max 4.80, 13.80 4.00, 12.50
Change from baseline
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ANEZ 11 =z
p-value
N=44 N=45
n 42 42
Mean+SD 0.05+2.70 -0.05+1.54 0.4053#
Min, Max -13.70, 5.00 -3.90, 3.80
p-value 0.2757@ 0.8185""
Baseline (22 1)
n 44 45
MeanxSD 2.53+£2.29 3.01+1.82 0.0671#
Min, Max 0.20, 10.40 0.70, 7.20
125 (22 4)
n 42 42
Eosinophil
Mean+SD 3.11+2.07 2.47+1.54
(%)
Min, Max 0.60, 7.30 0.50, 6.70
Change from baseline
n 42 42
Mean+SD 0.53+1.57 -0.38+1.19 0.0036"
Min, Max -4.10, 4.90 -3.10, 2.30
p-value® 0.0344 0.0442*
Baseline (#¥& 1)
n 44 45
Mean+SD 0.68+0.45 0.69+0.43 0.8561#
Min, Max 0.00, 2.40 0.10, 2.20
12 (224)
Basophil n 42 42
(%) Mean£SD 0.73+0.48 0.60+0.29
Min, Max 0.20, 2.50 0.20, 1.40
Change from baseline
n 42 42
Mean+SD 0.03+0.42 -0.09+0.31 0.0888%
Min, Max -1.10, 1.20 -0.90, 0.50
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



AE=2A

Clinical Study Report (Version 1.0)

Protocol No.: HOS_HU-033 (Version 2.2)

185/266
ANEZ 11 tHx=
p-value
N=44 N=45
p-value 0.6083™" 0.1555@
Baseline (%2 1)
n 44 45
Mean+SD 210.70+55.96 244.98+137.40 0.1718*
Min, Max 27.00, 352.00 110.00, 1084.00
125 (424)
n 42 42
Platelet
Mean+SD 218.12+55.47 249.12+133.89
(103/uL)
Min, Max 27.00, 331.00 147.00, 1048.00
Change from baseline
n 42 42
Mean+SD 7.98+£25.23 -0.36+27.51 0.1518"
Min, Max -43.00, 92.00 -65.00, 61.00
p-value™ 0.0469 0.9334
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
Table 63. EHUSSIA HA (AEZ | vs I EX) (Safety Set)
ANEZ 1 ==
p-value
N=46 N=45
Baseline (% & 1)
n 46 45
Mean+SD 7.22+£0.40 7.14+0.42 0.3852"
Total
Min, Max 6.40, 8.00 6.20, 8.10
Protein
12 (424)
(g9/dL)
n 41 42
Mean+SD 7.18+0.37 7.18+£0.43
Min, Max 6.50, 7.90 6.40, 8.10
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ANEZ 1 xz
p-value
N=46 N=45
Change from baseline
n 41 42
Mean+SD -0.03+£0.36 0.01+0.28 0.5849"
Min, Max -0.80, 0.80 -0.60, 0.70
p-value™ 0.6331 0.7865
Baseline ($& 1)
n 46 45
MeanxSD 191.30+46.74 183.44+36.75 0.3756"
Min, Max 101.00, 322.00 84.00, 280.00
12 (£24)
Total n 41 42
Cholesterol Mean+SD 192.73+53.02 190.64+41.42
(mg/dL) Min, Max 107.00, 360.00 89.00, 285.00
Change from baseline
n 41 42
Mean+SD 0.66+26.47 6.76+26.95 0.0563#
Min, Max -60.00, 92.00 -73.00, 69.00
p-value 0.5532@ 0.1116™
Baseline (Z& 1)
n 46 45
Mean+SD 52.91+14.58 52.87+14.82 0.9842#
Min, Max 31.00, 91.00 30.00, 96.00
HDL- 12 (L=24)
Cholesterol n 41 42
(mg/dL) Mean+SD 52.83+13.74 53.40+14.26
Min, Max 30.00, 94.00 33.00, 92.00
Change from baseline
n 41 42
Mean+SD 0.12+8.67 0.38+8.43 0.8906"
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ANEZ 1 xz
p-value
N=46 N=45
Min, Max -21.00, 28.00 -20.00, 20.00
p-value™* 0.9287 0.7711
Baseline (22 1)
n 46 45
Mean+SD 17.73+£5.51 16.06+£4.20 0.1684#
Min, Max 8.40, 35.90 8.90, 25.30
12 (£24)
n 41 42
BUN
Mean+SD 16.15+3.84 16.33+4.13
(mg/dL)
Min, Max 8.50, 23.00 7.60, 26.70
Change from baseline
n 41 42
Mean+SD -1.99+4.30 0.18+3.91 0.0346#
Min, Max -16.10, 4.70 -8.00, 10.90
p-value 0.0086° 0.7656™
Baseline (#& 1)
n 46 45
Mean+SD 116.91+42.35 107.00+34.53 0.2248"
Min, Max 49.00, 245.00 30.00, 194.00
12 (£24)
LDL- n 41 42
Cholesterol Mean+SD 115.32+44.07 113.31+£37.82
(mg/dL) Min, Max 45.00, 275.00 30.00, 185.00
Change from baseline
n 41 42
Mean+SD -2.44+21.67 5.95+21.61 0.0154%#
Min, Max -79.00, 63.00 -62.00, 57.00
p-value® 0.4038 0.0173
Uric acid Baseline (&= 1)
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ANE= 1 =z
p-value
N=46 N=45
(mg/dL) n 46 45
Mean+SD 5.54+1.35 5.52+1.25 0.9317"
Min, Max 3.10, 8.80 3.00, 8.80
12 (2=24)
n 41 42
Mean+SD 5.56+1.28 5.54+1.33
Min, Max 3.10, 8.80 3.40, 9.40
Change from baseline
n 41 42
Mean£SD 0.01+0.79 0.00+0.98 0.3891#
Min, Max -2.80, 2.10 -1.80, 3.40
p-value® 0.7744 0.4913
Baseline (#& 1)
n 46 45
Mean+SD 143.22+99.51 142.98+82.04 0.6943#
Min, Max 37.00, 520.00 20.00, 319.00
12 (2=24)
n 41 42
Triglyceride
Mean+SD 159.29+163.53 139.74+77.83
(mg/dL)
Min, Max 52.00, 1061.00 29.00, 302.00
Change from baseline
n 41 42
MeanxSD 16.51+154.61 -4.24+£82.70 0.7258%*
Min, Max -285.00, 825.00 -158.00, 176.00
p-value 0.7311@ 0.7415™"
Baseline (%2 1)
AST(GOT) n 46 45
(1U/L) Mean+SD 26.70+8.58 26.84+6.02 0.5375#
Min, Max 15.00, 48.00 17.00, 46.00
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ANEZ 1 tHE=
p-value
N=46 N=45
12 (2=24)
n 41 42
Mean+SD 28.59+13.22 27.48+10.36
Min, Max 13.00, 69.00 16.00, 81.00
Change from baseline
n 41 42
Mean+SD 1.32+9.85 0.62+8.48 0.5866%
Min, Max -21.00, 34.00 -18.00, 35.00
p-value® 0.8082 0.5871
Baseline (#& 1)
n 46 45
Mean+SD 0.91+0.14 0.91+0.13 0.9794"
Min, Max 0.64, 1.23 0.62, 1.30
12 (2=24)
n 41 42
Creatinine
MeanxSD 0.92+0.14 0.91+0.14
(mg/dL)
Min, Max 0.63, 1.18 0.67, 1.22
Change from baseline
n 41 42
MeanxSD 0.00+0.09 0.00+0.08 0.8962"
Min, Max -0.20, 0.26 -0.14, 0.19
p-value™ 0.8513 0.9845
Baseline (%2 1)
n 46 45
Mean+SD 27.00+£13.84 26.78+13.04 0.9810#
ALT(GPT)
Min, Max 11.00, 89.00 10.00, 76.00
(IU/L)
12 (#=24)
n 41 42
Mean+SD 28.54+20.30 27.64+16.70
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ANEZ 1 xz
p-value
N=46 N=45
Min, Max 3.00, 123.00 9.00, 92.00
Change from baseline
n 41 42
MeanxSD 1.22+10.17 1.71+10.50 0.4354%
Min, Max -16.00, 34.00 -34.00, 34.00
p-value® 0.8897 0.2528
Baseline (Z& 1)
n 46 45
Mean+SD 48.41+40.02 36.87+£31.48 0.0165#
Min, Max 16.00, 247.00 12.00, 141.00
12 (£24)
n 41 42
y-GTP
Mean+SD 47.37+30.65 39.31+38.44
(Iu/L)
Min, Max 16.00, 126.00 12.00, 209.00
Change from baseline
n 41 42
Mean+SD 2.39+16.04 4.12+12.48 0.8197#
Min, Max -37.00, 50.00 -10.00, 68.00
p-value® 0.2635 0.0354
Baseline ($& 1)
n 46 45
MeanxSD 140.70+2.39 141.16+1.48 0.6462#
Min, Max 129.00, 143.00 138.00, 145.00
Na 12 (£24)
(mmol/L) n 41 42
Mean+SD 140.46+2.28 140.76+1.65
Min, Max 134.00, 144.00 137.00, 144.00
Change from baseline
n 41 42
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ANEZ 1 tHE=
p-value
N=46 N=45
Mean+SD -0.29+2.60 -0.36%+1.39 0.6652%#
Min, Max -5.00, 11.00 -3.00, 2.00
p-value® 0.1321 0.1125
Baseline (Z& 1)
n 46 45
Mean+SD 4,53+0.40 4.62+0.37 0.2713"
Min, Max 3.80, 5.90 3.90, 5.80
12 (224)
n 41 42
K
Mean+SD 4.53+0.43 4,53+0.34
(mmol/L)
Min, Max 3.70, 5.50 3.70, 5.00
Change from baseline
n 41 42
Mean+SD 0.00+0.39 -0.09+0.43 0.3020"
Min, Max -0.80, 0.80 -1.30, 0.80
p-value™ 0.9681 0.1760
Baseline (% & 1)
n 46 45
Mean+SD 103.65+2.21 104.22+1.87 0.3535%
Min, Max 94.00, 107.00 100.00, 109.00
12 (22 4)
n 41 42
Cl
Mean+SD 103.20+2.03 103.69+1.76
(mmol/L)
Min, Max 98.00, 107.00 101.00, 108.00
Change from baseline
n 41 42
Mean+SD -0.39+2.31 -0.45+1.94 0.7566%
Min, Max -4.00, 9.00 -5.00, 3.00
p-value 0.0893@ 0.1385""
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AMEZ 1 thxz
p-value
N=46 N=45
Baseline (#& 1)
n 46 45
Mean+SD 104.43+18.74 109.31+£29.02 0.5593#
Min, Max 68.00, 189.00 81.00, 268.00
12 (2=24)
n 41 42
Glucose
Mean+SD 111.00+30.40 104.98+19.62
(mg/dL)
Min, Max 84.00, 237.00 78.00, 183.00
Change from baseline
n 41 42
Mean+SD 6.98+19.55 -2.98+31.11 0.2470%
Min, Max -24.00, 69.00 -187.00, 40.00
p-value® 0.0739 0.7305
Baseline (% & 1)
n 46 45
Mean+SD 4.39+0.21 4.32+0.27 0.3317#
Min, Max 4.00, 4.90 3.30, 4.90
12 (2=24)
n 41 42
Albumin
Mean+SD 4.40+0.23 4.30+0.26
(g9/dL)
Min, Max 3.90, 4.90 3.20, 4.80
Change from baseline
n 41 42
Mean+SD -0.01+0.23 -0.02+0.18 0.7976"
Min, Max -0.70, 0.50 -0.50, 0.30
p-value™ 0.8422 0.4929
Total Baseline (%2 1)
Bilirubin n 46 45
(mg/dL) Mean+SD 0.78+0.31 0.79+0.30 0.8056#
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ANEZ 1 CHE=
p-value
N=46 N=45
Min, Max 0.30, 1.98 0.36, 1.55
12 ($=24)
n 41 42
Mean+SD 0.78+0.33 0.81+0.30
Min, Max 0.41, 2.13 0.35, 1.95
Change from baseline
n 41 42
Mean+SD -0.01+0.31 0.02+0.28 0.5701"
Min, Max -0.90, 0.89 -0.59, 0.62
p-value™ 0.7880 0.5830
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
Table 64. EH3&H ZA (MEZ 11 vs LX) (Safety Set)
ANEZ 11 CHE=
p-value
N=44 N=45
Baseline (#& 1)
N 44 45
Mean+SD 7.23£0.30 7.14+0.42 0.1324#
Min, Max 6.40, 7.70 6.20, 8.10
Total 12 (2=24)
Protein n 42 42
(g/dL) Mean+SD 7.16+0.38 7.18+0.43
Min, Max 6.40, 7.80 6.40, 8.10
Change from baseline
n 42 42
Mean+SD -0.06+0.26 0.01+0.28 0.3769#
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AEZ 11 xz
p-value
N=44 N=45
Min, Max -0.50, 0.40 -0.60, 0.70
p-value 0.1680@ 0.7865""
Baseline (22 1)
N 44 45
Mean+SD 193.52+43.43 183.44+36.75 0.2401"
Min, Max 103.00, 303.00 84.00, 280.00
12 (£24)
Total n 42 42
Cholesterol Mean+SD 188.07+41.31 190.64+41.42
(mg/dL) Min, Max 103.00, 290.00 89.00, 285.00
Change from baseline
n 42 42
Mean+SD -4.33+£22.54 6.76+26.95 0.0439"
Min, Max -62.00, 49.00 -73.00, 69.00
p-value™ 0.2199 0.1116
Baseline (#& 1)
N 44 45
MeanxSD 51.34+11.18 52.87+£14.82 0.9640%
Min, Max 25.00, 73.00 30.00, 96.00
12 (£24)
HDL- n 42 42
Cholesterol Mean+SD 51.48+12.69 53.40+14.26
(mg/dL) Min, Max 27.00, 81.00 33.00, 92.00
Change from baseline
n 42 42
Mean+SD 0.36+7.58 0.38+8.43 0.9892*
Min, Max -23.00, 19.00 -20.00, 20.00
p-value™ 0.7617 0.7711
BUN Baseline (Z& 1)
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AEZ 11 xz
p-value
N=44 N=45
(mg/dL) N 44 45
Mean+SD 16.14+£3.81 16.06+£4.20 0.6755#
Min, Max 7.40, 27.70 8.90, 25.30
12 (224)
n 42 42
Mean+SD 15.91+£3.45 16.33+£4.13
Min, Max 9.40, 25.00 7.60, 26.70
Change from baseline
n 42 42
Mean+SD -0.25+£3.97 0.18+3.91 0.6156"
Min, Max -13.20, 7.40 -8.00, 10.90
p-value™ 0.6828 0.7656
Baseline (#& 1)
N 44 45
Mean+SD 115.70+38.34 107.00+34.53 0.2633"
Min, Max 42.00, 214.00 30.00, 194.00
12 (£24)
LDL- n 42 42
Cholesterol Mean+SD 112.05+37.55 113.31+37.82
(mg/dL) Min, Max 37.00, 208.00 30.00, 185.00
Change from baseline
n 42 42
Mean+SD -2.55+19.62 5.95+21.61 0.0058#
Min, Max -39.00, 65.00 -62.00, 57.00
p-value® 0.1507 0.0173
Baseline (#& 1)
Uric acid N 44 45
(mg/dL) Mean£SD 6.05+1.33 5.52+1.25 0.0551*
Min, Max 3.70, 8.60 3.00, 8.80
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



AE=2A

Clinical Study Report (Version 1.0)

Protocol No.: HOS_HU-033 (Version 2.2)

196/266
AME=Z 11 HE=
p-value
N=44 N=45
12 (224)
n 42 42
Mean+SD 6.33+2.03 5.54+1.33
Min, Max 4.30, 17.20 3.40, 9.40
Change from baseline
n 42 42
Mean+SD 0.24%+1.96 0.00£0.98 0.5398%
Min, Max -1.90, 11.50 -1.80, 3.40
p-value® 0.8786 0.4913
Baseline (#& 1)
N 44 45
Mean+SD 145.57+£81.91 142.98+82.04 0.9183%
Min, Max 54.00, 495.00 20.00, 319.00
12 (2=24)
n 42 42
Triglyceride
Mean+SD 145.71+99.85 139.74+77.83
(mg/dL)
Min, Max 43.00, 620.00 29.00, 302.00
Change from baseline
n 42 42
Mean+SD -1.26+75.49 -4.24+82.70 0.8637"
Min, Max -146.00, 196.00 -158.00, 176.00
p-value™ 0.9143 0.7415
Baseline (%2 1)
N 44 45
Mean+SD 25.73+7.34 26.84+6.02 0.1680#
AST(GOT)
Min, Max 18.00, 49.00 17.00, 46.00
(Iu/L)
12 (#=24)
n 42 42
Mean+SD 25.83+7.36 27.48+10.36
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



AE=2A

Clinical Study Report (Version 1.0)

Protocol No.: HOS_HU-033 (Version 2.2)

197/266
AEZ 11 xz
p-value
N=44 N=45
Min, Max 16.00, 50.00 16.00, 81.00
Change from baseline
n 42 42
Mean+SD -0.05+4.71 0.62+8.48 0.7430#
Min, Max -15.00, 10.00 -18.00, 35.00
p-value 0.9480"" 0.5871@
Baseline (22 1)
N 44 45
Mean+SD 0.93+0.14 0.91+0.13 0.5736"
Min, Max 0.63, 1.31 0.62, 1.30
12 (£24)
n 42 42
Creatinine
Mean+SD 0.92+0.17 0.91+0.14
(mg/dL)
Min, Max 0.62, 1.30 0.67, 1.22
Change from baseline
n 42 42
Mean+SD -0.02+0.08 0.00+0.08 0.3504"
Min, Max -0.18, 0.17 -0.14, 0.19
p-value™ 0.1978 0.9845
Baseline (Z& 1)
N 44 45
Mean+SD 24.39+11.79 26.78+13.04 0.2400#
Min, Max 11.00, 66.00 10.00, 76.00
ALT(GPT) 123 (2&4)
(IU/L) n 42 42
Mean+SD 23.14+9.77 27.64+£16.70
Min, Max 11.00, 61.00 9.00, 92.00
Change from baseline
n 42 42
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ANEZ 11 thxz
p-value
N=44 N=45
Mean+SD -1.33+6.33 1.71+£10.50 0.1274#
Min, Max -23.00, 12.00 -34.00, 34.00
p-value® 0.2959 0.2528
Baseline (Z& 1)
N 44 45
Mean+SD 37.27+26.13 36.87+31.48 0.3796%
Min, Max 13.00, 141.00 12.00, 141.00
12 (2=24)
n 42 42
y-GTP
Mean+SD 37.62+25.13 39.31+38.44
(IU/L)
Min, Max 15.00, 120.00 12.00, 209.00
Change from baseline
n 42 42
MeanxSD -0.12+8.06 4.12+12.48 0.1065%
Min, Max -21.00, 25.00 -10.00, 68.00
p-value® 0.8811 0.0354
Baseline (#& 1)
N 44 45
Mean+SD 140.64+2.16 141.16+1.48 0.2024#
Min, Max 135.00, 145.00 138.00, 145.00
12 (2=24)
n 42 42
Na
Mean+SD 140.26+1.82 140.76+1.65
(mmol/L)
Min, Max 136.00, 144.00 137.00, 144.00
Change from baseline
n 42 42
Mean+SD -0.36+2.05 -0.36+1.39 0.8060%
Min, Max -5.00, 6.00 -3.00, 2.00
p-value® 0.2024 0.1125
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AME=Z 11 HE=
p-value
N=44 N=45
Baseline (#& 1)
N 44 45
Mean+SD 4,55+0.35 4.62+0.37 0.3748"
Min, Max 3.70, 5.40 3.90, 5.80
12 (2=24)
n 42 42
K
Mean+SD 4.48+0.29 4,53+0.34
(mmol/L)
Min, Max 3.70, 5.10 3.70, 5.00
Change from baseline
n 42 42
Mean+SD -0.08+0.38 -0.09+0.43 0.9137"
Min, Max -1.10, 0.60 -1.30, 0.80
p-value™ 0.1700 0.1760
Baseline (%2 1)
N 44 45
Mean+SD 103.84+2.21 104.22+1.87 0.4469%
Min, Max 96.00, 108.00 100.00, 109.00
12 (224)
n 42 42
Cl
Mean+SD 103.12+1.81 103.69+1.76
(mmol/L)
Min, Max 99.00, 107.00 101.00, 108.00
Change from baseline
n 42 42
Mean+SD -0.76+2.27 -0.45+1.94 0.2651%
Min, Max -5.00, 8.00 -5.00, 3.00
p-value 0.0055@ 0.1385™"
Baseline ($& 1)
Glucose
N 44 45
(mg/dL)
Mean+SD 105.14+16.09 109.31+£29.02 0.7026%*
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ANEZ 11 thxz
p-value
N=44 N=45
Min, Max 83.00, 158.00 81.00, 268.00
12 (2=24)
n 42 42
Mean+SD 111.00+38.24 104.98+19.62
Min, Max 70.00, 276.00 78.00, 183.00
Change from baseline
n 42 42
Mean+SD 5.57+28.31 -2.98+31.11 0.7102#
Min, Max -24.00, 139.00 -187.00, 40.00
p-value® 0.9527 0.7305
Baseline (% & 1)
N 44 45
Mean+SD 4.40+0.15 4.32+0.27 0.1996%
Min, Max 4.00, 4.70 3.30, 4.90
12 (2=24)
n 42 42
Albumin
Mean+SD 4,37+0.18 4.30+0.26
(g9/dL)
Min, Max 4.00, 4.90 3.20, 4.80
Change from baseline
n 42 42
Mean+SD -0.02+0.16 -0.02+0.18 0.8423%
Min, Max -0.30, 0.30 -0.50, 0.30
p-value™ 0.3769 0.4929
Baseline (% & 1)
N 44 45
Total
Mean+SD 0.88+0.30 0.79+0.30 0.1228*
Bilirubin
Min, Max 0.42, 1.55 0.36, 1.55
(mg/dL)
12 (2=24)
n 42 42
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ANEZ 11 =z
p-value
N=44 N=45
Mean+SD 0.84+0.31 0.81+0.30
Min, Max 0.40, 1.57 0.35, 1.95
Change from baseline
n 42 42
Mean+SD -0.04+0.27 0.02+0.28 0.2780"
Min, Max -0.73, 0.42 -0.59, 0.62
p-value™ 0.3224 0.5830

*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test

**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test

11.3.2. =&A

@ S.G
4= (£=24)
Baseline (2#21) N
4 HI& &

PN 40 (97.56) 1 (2.44) 41 (100.00)

HI & At 0 (0.00) 0 (0.00) 0 (0.00)
AMNEZ 1T

N 40 (97.56) 1 (2.44) 41 (100.00)

p-value’ -
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4 38 (90.48) 3(7.14) 41 (97.62)
HI& A 1(2.38) 0 (0.00) 1 (2.38)
tHE=
N 39 (92.86) 3(7.14) 42 (100.00)
p-values 0.3173
-: Not Applicable
§: p-value by McNemar test
@ pH
4= (ZHE4)
Baseline (221) N
Hat HI & &
Pk, 41 (100.00) 0 (0.00) 41 (100.00)
HIE A 0 (0.00) 0 (0.00) 0 (0.00)
AME=Z 1
N 41 (100.00) 0 (0.00) 41 (100.00)
p-values -
PSS, 42 (100.00) 0 (0.00) 42 (100.00)
HIE A 0 (0.00) 0 (0.00) 0 (0.00)
tHE=
N 42 (100.00) 0 (0.00) 42 (100.00)
p-values -
-: Not Applicable
® Glucose
4= (ZHZ4)
Baseline (2#21) N
Hat HI & &
34 36 (87.80) 3(7.32) 39 (95.12)
HIE A 0 (0.00) 2 (4.88) 2 (4.88)
AME=Z 1
N 36 (87.80) 5(12.20) 41 (100.00)
p-value$ 0.0833
PSS, 38 (90.48) 1 (2.38) 39 (92.86)
HIE A 1(2.38) 2 (4.76) 3(7.14)
tHE=
N 39 (92.86) 3(7.14) 42 (100.00)
p-values 1.0000
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§: p-value by McNemar test
@ Bilirubin
4= (¥ =4)
Baseline (2 &1) N
A&t HIE &
da 41 (100.00) 0 (0.00) 41 (100.00)
HIE & 0 (0.00) 0 (0.00) 0 (0.00)
AMEz 1
N 41 (100.00) 0 (0.00) 41 (100.00)
p-value’ -
& 42 (100.00) 0 (0.00) 42 (100.00)
HIE & 0 (0.00) 0 (0.00) 0 (0.00)
tHx=
N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’ -
-: Not Applicable
® Ketone
4= (¥ =4)
Baseline (2 &1) N
& HIE &
o 36 (87.80) 0 (0.00) 36 (87.80)
HI&E & 3(7.32) 2 (4.88) 5(12.20)
AMEz 1
N 39 (95.12) 2 (4.88) 41 (100.00)
p-values 0.0833
& 38 (90.48) 1 (2.38) 39 (92.86)
HIE & 2 (4.76) 1 (2.38) 3 (7.14)
tHx=
N 40 (95.24) 2 (4.76) 42 (100.00)
p-value’ 0.5637
§: p-value by McNemar test
® Erythrocyte
4= (£ =4)
Baseline (#&1) N
& HIE &
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o 36 (87.80) 1 (2.44) 37 (90.24)
HI&E & 1 (2.44) 3(7.32) 4 (9.76)
MEZ 1T
N 37 (90.24) 4 (9.76) 41 (100.00)
p-values 1.0000
& 34 (80.95) 3(7.14) 37 (88.10)
HIE & 3(7.14) 2 (4.76) 5(11.90)
tHx=
N 37 (88.10) 5(11.90) 42 (100.00)
p-values 1.0000
§: p-value by McNemar test
@ Protein
4= 24)
Baseline (#&1) N
& HIE &
o 31 (75.61) 4 (9.76) 35 (85.37)
HIE & 3(7.32) 3(7.32) 6 (14.63)
MEZ 1T
N 34 (82.93) 7 (17.07) 41 (100.00)
p-values 0.7055
da 31 (73.81) 4 (9.52) 35 (83.33)
HIE & 2 (4.76) 5(11.90) 7 (16.67)
tHx=
N 33 (78.57) 9 (21.43) 42 (100.00)
p-values 0.4142
§: p-value by McNemar test
Urobilinogen
4= 24)
Baseline (#&1) N
4 HIE &
o 41 (100.00) 0 (0.00) 41 (100.00)
HI& & 0 (0.00) 0 (0.00) 0 (0.00)
MEZ 1T
N 41 (100.00) 0 (0.00) 41 (100.00)
p-values
tHE= 3 41 (97.62) 1 (2.38) 42 (100.00)
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HI& A 0 (0.00) 0 (0.00) 0 (0.00)
N 41 (97.62) 1 (2.38) 42 (100.00)
p-values -
-: Not Applicable
©® Nitrite
4= (Z=24)
Baseline (2 &1) N
A&t HI & &
da 41 (100.00) 0 (0.00) 41 (100.00)
HI & At 0 (0.00) 0 (0.00) 0 (0.00)
AMEz 1
N 41 (100.00) 0 (0.00) 41 (100.00)
p-value’ -
PN 42 (100.00) 0 (0.00) 42 (100.00)
HI & At 0 (0.00) 0 (0.00) 0 (0.00)
=z
N 42 (100.00) 0 (0.00) 42 (100.00)
p-values -
-: Not Applicable
Leucocyte
4= (H24)
Baseline (2 &1) N
A&t HI & &
<IN 34 (82.93) 5 (12.20) 39 (95.12)
HIE A 2 (4.88) 0 (0.00) 2 (4.88)
AMEz 1
N 36 (87.80) 5 (12.20) 41 (100.00)
p-value’ 0.2568
<IN, 40 (95.24) 0 (0.00) 40 (95.24)
HI & At 2 (4.76) 0 (0.00) 2 (4.76)
=z
N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’ -
-: Not Applicable
§: p-value by McNemar test
NeoNutra co., Ltd. (www.NeoNutra.com) Confidential



AE=2A

Clinical Study Report (Version 1.0)

Protocol No.: HOS_HU-033 (Version 2.2)

206/266
Table 66. =& A (AMEZ 11 vs X 2) (Safety Set)
@ S.G
4= (& 24)
Baseline (2 &1) N
A&t HI& &
= at 36 (85.71) 4 (9.52) 40 (95.24)
HI & A 1 (2.38) 1 (2.38) 2 (4.76)
AMEz II
N 37 (88.10) 5 (11.90) 42 (100.00)
p-values 0.1797
PN 38 (90.48) 3(7.14) 41 (97.62)
HI & At 1 (2.38) 0 (0.00) 1 (2.38)
==
N 39 (92.86) 3(7.14) 42 (100.00)
p-values 0.3173
§: p-value by McNemar test
@ pH
4= (& 24)
Baseline (2 &1) N
& HI& &
4 42 (100.00) 0 (0.00) 42 (100.00)
HIE A 0 (0.00) 0 (0.00) 0 (0.00)
AMEz II
N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’ -
a4t 42 (100.00) 0 (0.00) 42 (100.00)
HI & At 0 (0.00) 0 (0.00) 0 (0.00)
==
N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’ -
-: Not Applicable
® Glucose
4 (£ =24)
Baseline (#&1) N
& HI& &
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o 39 (92.86) 2 (4.76) 41 (97.62)
HI&E & 0 (0.00) 1 (2.38) 1 (2.38)
MEZ 11
N 39 (92.86) 3 (7.14) 42 (100.00)
p-values 0.1573
& 38 (90.48) 1 (2.38) 39 (92.86)
HIE & 1(2.38) 2 (4.76) 3 (7.14)
tHx=
N 39 (92.86) 3(7.14) 42 (100.00)
p-values 1.0000
§: p-value by McNemar test
@ Bilirubin
4= (YE4)
Baseline (#&1) N
& HIE &
o 42 (100.00) 0 (0.00) 42 (100.00)
HIE & 0 (0.00) 0 (0.00) 0 (0.00)
MEZ 11
N 42 (100.00) 0 (0.00) 42 (100.00)
p-values -
da 42 (100.00) 0 (0.00) 42 (100.00)
HIE & 0 (0.00) 0 (0.00) 0 (0.00)
tHx=
N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’ -
-: Not Applicable
® Ketone
4= (YE4)
Baseline (#&1) N
4 HIE &
o 39 (92.86) 0 (0.00) 39 (92.86)
HI& & 2 (4.76) 1(2.38) 3(7.14)
MEZ 11
N 41 (97.62) 1(2.38) 42 (100.00)
p-values 0.1573
tHE= 3 38 (90.48) 1 (2.38) 39 (92.86)
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HI & At 2 (4.76) 1 (2.38) 3(7.14)
N 40 (95.24) 2 (4.76) 42 (100.00)
p-values 0.5637
§: p-value by McNemar test
® Erythrocyte
4= (Z=24)
Baseline (2 &1) N
A&t HIE &
da 34 (80.95) 4 (9.52) 38 (90.48)
HI & At 2 (4.76) 2 (4.76) 4 (9.52)
AMEz II
N 36 (85.71) 6 (14.29) 42 (100.00)
p-values 0.4142
PN 34 (80.95) 3(7.14) 37 (88.10)
HI & At 3(7.14) 2 (4.76) 5 (11.90)
=z
N 37 (88.10) 5(11.90) 42 (100.00)
p-values 1.0000
§: p-value by McNemar test
@ Protein
4= (LE24)
Baseline (2 &1) N
A&t HIE &
<IN 30 (71.43) 6 (14.29) 36 (85.71)
HI & A 4 (9.52) 2 (4.76) 6 (14.29)
AMEz II
N 34 (80.95) 8 (19.05) 42 (100.00)
p-values 0.5271
a4t 31 (73.81) 4 (9.52)t 35 (83.33)
HI & At 2 (4.76) 5 (11.90) 7 (16.67)
=z
N 33 (78.57) 9 (21.43) 42 (100.00)
p-values 0.4142
8: p-value by McNemar test
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Urobilinogen
4= (HE4)
Baseline (#&1) N
& HIE &
o 42 (100.00) 0 (0.00) 42 (100.00)
HI& & 0 (0.00) 0 (0.00) 0 (0.00)
MEZ 11
N 42 (100.00) 0 (0.00) 42 (100.00)
p-values -
da 41 (97.62) 1 (2.38) 42 (100.00)
HIE & 0 (0.00) 0 (0.00) 0 (0.00)
tHx=
N 41 (97.62) 1 (2.38) 42 (100.00)
p-values -
-: Not Applicable
© Nitrite
4= (HE4)
Baseline (#&1) N
4 HIE &
o 42 (100.00) 0 (0.00) 42 (100.00)
HI& & 0 (0.00) 0 (0.00) 0 (0.00)
MEZ 11
N 42 (100.00) 0 (0.00) 42 (100.00)
p-values -
4 42 (100.00) 0 (0.00) 42 (100.00)
BI& & 0 (0.00) 0 (0.00) 0 (0.00)
tHx=
N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’ -
-: Not Applicable
Leucocyte
4= (YE4)
Baseline (221) N
4 HIE &
g 42 (100.00) 0 (0.00) 42 (100.00)
AME=Z II
HI& & 0 (0.00) 0 (0.00) 0 (0.00)
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N 42 (100.00) 0 (0.00) 42 (100.00)
p-value’
PN, 40 (95.24) 0 (0.00) 40 (95.24)
HI & At 2 (4.76) 0 (0.00) 2 (4.76)
=z
N 42 (100.00) 0 (0.00) 42 (100.00)
p-values
-: Not Applicable
11.4. 3535 (€Y, ¥EhH, M=
Table 67, 682 %=2Y &35 24 AWE LIEIH HOIC
aHer Hoter 2ANA &F = & ANEZ I2 2.1149.393/min SJtotd 1, A= II=

X0l =

XHOIOF LiEtSt 2L, S5

LHEFLEX

12 = AIE=2 I

5.19+£9.483|/min SJtotAth. EF 6 & 12F =

HUALH, 8F 6F = A= I

Table 67. ESIAF(EY, We), S Ha (MEZ 1| vs HHETZ) (Safety Set)
ANEgz 1 =z
p-value
N=46 N=45
Baseline (2 &1)
n 46 45
Mean+SD 126.09+10.25 124.42+12.79 0.4944"
Min, Max 94.00, 150.00 100.00, 150.00
==J|Y 6F (Y3)
(mmHg) n 44 43
Mean+SD 127.07+9.25 125.49+10.28
Min, Max 103.00, 141.00 99.00, 150.00
Change from baseline
n 44 43
Confidential
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A2 1 Hxz2
p-value
N=46 N=45
Mean+SD 1.43+10.88 0.30+12.06 0.5517#
Min, Max -20.00, 32.00 -28.00, 37.00
p-value 0.3876™ 0.8685¢@
12 (2=24)
n 42 42
Mean+SD 126.36+8.91 126.26+12.26
Min, Max 105.00, 140.00 98.00, 150.00
Change from baseline
n 42 42
Mean+SD 1.17+£11.50 1.00+13.65 0.6193%#
Min, Max -30.00, 46.00 -19.00, 41.00
p-value 0.4797@ 0.6375™
Baseline (% &1)
n 46 45
Mean+SD 80.35%+7.57 78.82%9.26 0.3915"
Min, Max 57.00, 95.00 57.00, 99.00
6= (Z=3)
n 44 43
Mean+SD 82.20+6.95 80.79+6.95
ol Min, Max 65.00, 97.00 64.00, 93.00
(mmHg)  Change from baseline
n 44 43
Mean+SD 2.05+7.37 1.63+8.38 0.8052#
Min, Max -11.00, 20.00 -12.00, 22.00
p-value™ 0.0727* 0.3875@
125 (224)
n 42 42
Mean+SD 80.43+7.96 81.83+8.30
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NEZ I =
p-value
N=46 N=45
Min, Max 61.00, 95.00 62.00, 100.00
Change from baseline
n 42 42
Mean+SD 0.50+8.49 2.88+7.91 0.6444%#
Min, Max -18.00, 14.00 -8.00, 24.00
p-value™ 0.7047** 0.0787@
Baseline (#&1)
n 46 45
Mean+SD 73.22+10.08 71.38+8.63 0.3527"
Min, Max 56.00, 97.00 51.00, 91.00
6= (ZE3)
n 44 43
MeanxSD 75.50+9.55 76.23+£7.70
Min, Max 57.00, 93.00 59.00, 92.00
Change from baseline
n 44 43
oot Mean£SD 2.11+9.39 5.19+9.48 0.1261%#
(8l/min) Min, Max -19.00, 25.00 -24.00, 27.00
p-value 0.1428™ <.0001@
12 (2 &4)
n 42 42
Mean+SD 75.26+10.55 71.62+6.70
Min, Max 52.00, 95.00 59.00, 85.00
Change from baseline
n 42 42
Mean+SD 2.55+12.68 0.67+8.97 0.4350"
Min, Max -25.00, 30.00 -22.00, 19.00
p-value™ 0.2002 0.6324
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NEZ I tHEz
p-value
N=46 N=45
Baseline (2 &1)
n 46 45
Mean+SD 70.21+8.97 68.54+9.55 0.3907"
Min, Max 51.00, 88.00 51.10, 95.00
6= (2=23)
n 44 43
Mean+SD 70.59+8.80 69.16+9.48
Min, Max 50.50, 86.00 51.10, 94.50
Change from baseline
n 44 43
S Mean+SD 0.17+0.88 0.21+£0.48 0.6494#
(Kg) Min, Max -2.20, 2.00 -1.00, 1.00
p-value 0.0366@ 0.0053™
12 (2 &4)
n 42 42
Mean+SD 70.55+8.80 69.35+9.91
Min, Max 51.00, 86.00 52.00, 94.00
Change from baseline
n 42 42
Mean+SD 0.11+1.28 0.67+3.19 0.9821#
Min, Max -3.50, 2.00 -3.60, 20.10
p-value 0.2062@ 0.0145@
*: Compared between groups; p-value by Two sample t-test or Wilcoxon rank sum test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test or Wilcoxon signed rank test
@: Compared within groups; p-value by Wilcoxon signed rank test
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Table 68. E3AF (Y, W), S B3 (AEZ 11 vs HXF) (Safety Set)
NEzZ 11 tHEz
p-value
N=44 N=45
Baseline (2 &1)
n 44 45
Mean+SD 128.41+8.81 124.42+£12.79 0.0901"
Min, Max 109.00, 147.00 100.00, 150.00
6= (223)
n 44 43
Mean+SD 126.25+8.58 125.49+10.28
Min, Max 106.00, 140.00 99.00, 150.00
Change from baseline
n 44 43
==Y Mean+SD -2.16+£9.77 0.30+12.06 0.5238*
(mmHg) Min, Max -29.00, 17.00 -28.00, 37.00
p-value 0.3636@ 0.8685@
12 (2=24)
n 42 42
Mean+SD 126.76+10.14 126.26+12.26
Min, Max 99.00, 150.00 98.00, 150.00
Change from baseline
n 42 42
Mean+SD -1.55+9.72 1.00+13.65 0.3276"
Min, Max -28.00, 19.00 -19.00, 41.00
p-value™™ 0.3080 0.6375
Baseline (2 &1)
n 44 45
ol
Mean+SD 83.45+6.72 78.82+9.26 0.0083"
(mmHg)
Min, Max 71.00, 100.00 57.00, 99.00
6= (223)
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NEzZ 11 =
p-value
N=44 N=45
n 44 43
Mean+SD 83.50+6.48 80.79+6.95
Min, Max 66.00, 94.00 64.00, 93.00
Change from baseline
n 44 43
Mean%SD 0.05+8.69 1.63+8.38 0.6097#
Min, Max -20.00, 22.00 -12.00, 22.00
p-value 0.9725" 0.3875@
12 (224)
n 42 42
Mean+SD 83.71+7.63 81.83+8.30
Min, Max 61.00, 100.00 62.00, 100.00
Change from baseline
n 42 42
Mean%SD 0.55+9.29 2.88+7.91 0.3051#
Min, Max -23.00, 28.00 -8.00, 24.00
p-value 0.7043*" 0.0787@
Baseline (#&1)
n 44 45
Mean%SD 73.11+9.28 71.38+8.63 0.3634"
Min, Max 48.00, 93.00 51.00, 91.00
6 (ZE3)
o gt
n 44 43
(2l/min)
Mean+SD 74.20+9.69 76.23+£7.70
Min, Max 55.00, 92.00 59.00, 92.00
Change from baseline
n 44 43
Mean+SD 1.09+9.23 5.19+9.48 0.0064#
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ANEgz 11 Hxz2
p-value
N=44 N=45

Min, Max -19.00, 24.00 -24.00, 27.00

p-value 0.8069@ <.0001@

12 (¢=24)
n 42 42
Mean+SD 73.76£9.44 71.62+6.70
Min, Max 50.00, 94.00 59.00, 85.00

Change from baseline
n 42 42
Mean+SD 0.52+9.36 0.67+8.97 0.9432"
Min, Max -20.00, 23.00 -22.00, 19.00

p-value™ 0.7186 0.6324

Baseline (2 &1)
n 44 45
Mean+SD 72.21£8.95 68.54+9.55 0.0650"
Min, Max 56.00, 93.00 51.10, 95.00

6= (Z=3)
n 44 43
Mean+SD 72.60£9.09 69.16+9.48
Min, Max 56.30, 92.50 51.10, 94.50

o=
Change from baseline
(Kg)

n 44 43
Mean+SD 0.40%1.65 0.21+0.48 0.5726%
Min, Max -4.50, 8.90 -1.00, 1.00

p-value 0.0069@ 0.0053™

12 (2=24)
n 42 42
Mean+SD 72.37+£9.04 69.35+9.91
Min, Max 56.10, 92.40 52.00, 94.00
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0.0073@

Mean+SD
Min, Max

Change from baseline

p-value

*: Compared between groups; p-value by Two sample t-test or Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test or Wilcoxon signed rank test

#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
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Change from baseline 37 233.20+506.15 37 6.62+380.78 0.0121#
p-value 0.0015@ 0.9164**
85 12 = 36 1604.92+320.71 40 1565.87+329.94
Change from baseline 36 240.12+567.27 38 6.01+425.86 0.0171%
p-value 0.0058@ 0.9311*"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
2.83t=(9)
NEZ 1 thE=
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 200.09+65.41 38 233.80+63.79 0.0268"
&85 6 = 37 231.15+53.76 39 232.72+58.64
Change from baseline 37 31.06+63.78 37 -1.48+59.85 0.0267"
p-value™ 0.0054 0.8814
&85 12 = 36 238.16+49.93 40 237.75+54.72
Change from baseline 36 36.98+76.89 38 4.59+62.96 0.0404#
p-value 0.0043¢@ 0.6557*"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
3. X&(9g)
NEz 1 CHEZ
N=37 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 37 36.97+£25.54 38 37.31+£21.30 0.9156
g5 6 = 37 39.42+14.30 39 39.67+18.12
Change from baseline 37 2.46+27.47 37 1.18+23.20 0.5963
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
p-value 0.1091@ 0.7588™"
&85 12 = 36 42.18+17.83 40 38.83+19.18
Change from baseline 36 5.94+30.60 38 -0.79+23.85 0.2494
p-value 0.0256@ 0.8392**
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
4. 4124 XZ(9g)
ANEz 1 tHx=
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 14.72+8.87 38 17.57+13.58 0.5925#
g5 6 = 37 17.95+6.43 39 18.59+10.31
Change from baseline 37 3.23+8.47 37 1.05+12.72 0.3894"
p-value™ 0.0260 0.6172
g5 12 = 36 19.32+10.14 40 19.34+12.50
Change from baseline 36 4.21+11.85 38 0.97+11.69 0.3068%#
p-value® 0.0292 0.2307
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
5,524 XNZ&(g)
NEz 1 HE=2
N=37 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 37 22.25+23.15 38 19.75+15.89 0.8695
&8 6 = 37 21.47+£11.57 39 21.09+16.44
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Change from baseline 37 -0.77+£24.89 37 0.13+19.64 0.4557
p-value® 0.1755 0.5288
8F 12F = 36 22.86+£12.52 40 19.50+13.14
Change from baseline 36 1.73£25.05 38 -1.76+18.31 0.2630
p-value® 0.1556 0.8701
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
6. EHe R (g)
NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 57.94+21.97 38 62.04+23.31 0.4614
g5 6 = 37 70.16+£20.09 39 61.17+14.44
Change from baseline 37 12.22+28.43 37 -1.19+23.10 0.0069
p-value™ 0.0008 0.6732
g5 12 = 36 66.52+17.60 40 62.71+£14.54
Change from baseline 36 9.28+29.06 38 -1.03+24.63 0.2494
p-value® 0.0319 0.6032
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
7.824 cHE(g)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 25.42+8.12 38 28.41+9.35 0.1438"
a5 6 = 37 30.93+8.05 39 29.20+7.45
Change from baseline 37 5.52+8.41 37 0.90+8.14 0.0190"
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
p-value™ 0.0003 0.5077
&85 12 = 36 30.74+8.28 40 30.75+7.81
Change from baseline 36 4.87+9.46 38 2.14+8.50 0.1399#
p-value 0.0005@ 0.1298**
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
8.5=4 HHME(qg)
ANEz 1 tHx=
N=37 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 37 32.52+22.24 38 33.64+23.51 0.9198
g5 6 = 37 39.22+19.28 39 31.97+13.43
Change from baseline 37 6.70+27.32 37 -2.08+23.27 0.1698
p-value 0.1443*" 0.5685@
g5 12 = 36 35.78+15.08 40 31.96+£12.65
Change from baseline 36 4.41+24.65 38 -3.16+25.35 0.3899
p-value® 0.2314 0.8367
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
9. 4018 %=(9)
NEz 1 HE=2
N=37 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 37 14.85+5.35 38 17.03+6.85 0.1302
&8 6 = 37 18.94+5.53 39 17.86+5.79
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Change from baseline 37 4.09+5.08 37 0.94+6.54 0.0237
p-value™ <.0001 0.3853
8F 12F = 36 18.49+5.69 40 18.77+5.97
Change from baseline 36 3.57+£5.36 38 1.69+6.52 0.1812
p-value™™ 0.0003 0.1190
*: Compared between groups; p-value by Two sample t-test
**: Compared within groups; p-value by Paired t-test
10. ==2(9)
NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 502.29+191.45 38 676.01+376.53 0.0243
g5 6 = 37 754.71+244 .48 39 656.94+203.19
Change from baseline 37 252.41+295.65 37 -25.22+371.51 0.0008
p-value <.0001™" 0.6305@
g5 12 = 36 690.66+219.55 40 705.03+225.86
Change from baseline 36 189.74+304.02 38 23.51+£367.05 0.0845
p-value 0.0006™" 0.2666@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
11. 312(9)
NEZ 1T tHEz
N=37 N=40 p-value™
n Mean+SD n Mean+SD
Baseline 37 13.94+4.20 38 16.59+6.18 0.0332
a5 6 = 37 17.26+4.78 39 16.84+4.58
Change from baseline 37 3.32+4.50 37 0.45+6.07 0.0238
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
p-value™ <.0001 0.6539
&85 12 = 36 17.14+3.64 40 17.83+5.32
Change from baseline 36 3.12+4.67 38 1.00+6.20 0.1016
p-value™ 0.0003 0.3286
*: Compared between groups; p-value by Two sample t-test
**: Compared within groups; p-value by Paired t-test
12. HIEtE! A(pg RE)
ANEz 1 H=x=
N=37 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 37 730.58+779.44 38 624.51+425.56 0.8363
g5 6 = 37 766.63+537.01 39 819.00+424.52
Change from baseline 37 36.06+660.68 37 215.72+507.03 0.6576
p-value® 0.0898 0.0219
g5 12 = 36 784.39+324.58 40 818.00+379.60
Change from baseline 36 64.11+871.99 38 196.78+495.39 0.9698
p-value 0.0899@ 0.0192*
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
13. clEl=(pg)
NEz 1 HE=2
N=37 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 37 232.13+567.85 38 103.52+96.66 0.7546
83 6 = 37 203.75+443.47 39 143.09+204.28
Change from baseline 37 -28.38+447.16 37 39.31+234.64 0.7132
p-value® 0.1313 0.6624
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
g5 12 = 36 133.53+134.22 40 107.80+94.10
Change from baseline 36 -104.57+591.99 38 1.79+94.74 0.9698
p-value® 0.4399 0.3416
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
14. HIEIIIZ EI(pg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 2997.90+£2097.19 38 3129.54+2331.64 0.9451#
a5 6 = 37 3385.54+1395.72 39 4059.45+2005.50
Change from baseline 37 387.65+2324.66 37 1058.98+2547.02 0.2402"
p-value™ 0.3172 0.0160
8F 12F = 36 3914.46+2074.83 40 4264.48+2281.44
Change from baseline 36 1013.94+2908.71 38 1169.63+2745.21 0.8134"
p-value™™ 0.0438 0.0125
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
15. HIEtR!I D(ug)
NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 3.01+3.56 38 4.10+£4.30 0.3004#
g5 6 = 37 4.54+3.50 39 3.33+£2.76
Change from baseline 37 1.53+3.49 37 -1.03+5.15 0.0153"
p-value™ 0.0117 0.2334
g5 12 = 36 4.14+3.54 40 3.83+3.52
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 36 1.04+4.08 38 -0.56+4.04 0.0947*
p-value™ 0.1341 0.4021
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
16. HIEtE! E(mQ)
NEz 1 HE=2
N=37 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 37 9.65+4.78 38 12.13+8.35 0.1835
83 6 = 37 11.75+4.04 39 12.91+5.13
Change from baseline 37 2.10+5.69 37 0.70+6.55 0.7870
p-value® 0.0249 0.1273
&85 12 = 36 12.39+4.52 40 12.06+4.63
Change from baseline 36 2.53+6.12 38 -0.56+7.53 0.1428
p-value 0.0179** 0.4625@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
17. HIEtE! K(pg)
ANEz 1 tHx=
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 219.87+267.72 38 294.16+384.77 0.4679*
45 6 = 37 315.93+223.02 39 290.93+197.08
Change from baseline 37 96.06+337.10 37 16.07+384.09 0.3414%
p-value 0.0916™" 0.3224@
g5 12 = 36 357.51+229.47 40 373.90+£232.56
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 36 133.62+358.69 38 74.45+332.69 0.4640"
p-value™ 0.0319 0.1760
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
18. HIEtBI C(mg)
NEz 1 HE=2
N=37 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 37 55.42+34.46 38 69.44+49.22 0.1733
83 6 = 37 74.70+£35.87 39 85.71+41.95
Change from baseline 37 19.28+37.02 37 17.47+54.,17 0.7457
p-value 0.0031** 0.0024@
&85 12 = 36 82.95+47.93 40 81.03+31.40
Change from baseline 36 27.40+58.09 38 12.04+49.55 0.4720
p-value 0.0076™ 0.0281@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
19. EIOI2I(mg)
ANEz 1 tHx=
N=37 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 37 0.93+0.39 38 1.04+0.36 0.0795
a5 6 = 37 1.12+0.37 39 1.15+0.41
Change from baseline 37 0.19+0.47 37 0.09+0.53 0.2098
p-value 0.0027@ 0.2896™"
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
g5 12 = 36 1.20+0.31 40 1.10+0.32
Change from baseline 36 0.29+0.55 38 0.03+0.45 0.0112
p-value 0.0002@ 0.6946""
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
20. 212 Z2t8I(mg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 0.92+0.47 38 0.98+0.46 0.4810*
a5 6 = 37 1.15+0.38 39 1.04+0.35
Change from baseline 37 0.22+0.44 37 0.04+0.52 0.1105"
p-value™ 0.0036 0.6059
8F 12F = 36 1.11+0.31 40 1.08+0.38
Change from baseline 36 0.19+0.52 38 0.06+0.51 0.2782"
p-value™™ 0.0375 0.4869
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
21. LIOt&I(mg)
NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 12.69+5.13 38 13.39+6.05 0.5895"
&85 6 = 37 14.96+4.20 39 13.57+£3.74
Change from baseline 37 2.27+5.91 37 0.17+£5.99 0.1319"
p-value™ 0.0250 0.8673
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
g5 12 = 36 14.67+3.71 40 12.96+3.37
Change from baseline 36 1.82+6.56 38 -0.73+5.90 0.2156#
p-value 0.0781@ 0.4494**
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
22. HIEt2 B6(mg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 1.20+0.42 38 1.35+0.59 0.1930"
a5 6 = 37 1.44+0.41 39 1.38+0.44
Change from baseline 37 0.24+0.44 37 0.03+0.63 0.0989"
p-value™ 0.0020 0.7879
8F 12F = 36 1.41+0.34 40 1.32+0.38
Change from baseline 36 0.23+0.52 38 -0.05+0.55 0.0845%
p-value 0.0115@ 0.5854™*
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
23. S (ug)
NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 354.01+154.81 38 432.58+194.32 0.0571"
&85 6 = 37 477.41+134.86 39 439.00+154.10
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 37 123.40+142.79 37 9.41+225.31 0.0018#
p-value <.0001*" 0.8534@
8F 12F = 36 453.65+141.83 40 479.95+148.83
Change from baseline 36 92.84+159.43 38 47.95+203.33 0.1286%
p-value 0.0013*" 0.2195@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
24. HIEt2! B12(ug)
NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 6.37+7.05 38 7.49+6.89 0.4055
g5 6 = 37 8.50+4.06 39 7.62+3.48
Change from baseline 37 2.13+7.52 37 0.19+7.19 0.2301
p-value 0.0023@ 0.8736"
g5 12 = 36 8.19+6.70 40 9.03+6.39
Change from baseline 36 1.69+9.82 38 1.53+9.87 0.6303
p-value® 0.0480 0.1392
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
25. BHEHIA(mQg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 4.11+1.56 38 4.28+1.47 0.7028#
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 37 4.74+1.30 39 4.30+£1.05
Change from baseline 37 0.63+1.34 37 -0.04+1.75 0.0664"
p-value™ 0.0070 0.8794
g5 12 = 36 4.31+0.96 40 4.45+1.15
Change from baseline 36 0.17+1.41 38 0.12+1.46 0.8918"
p-value™ 0.4860 0.6166
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
26. HILEl(ug)
NEZ 1T tHEz
N=37 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 37 17.28+14.71 38 17.00+11.60 0.5564
845 6 = 37 20.84+10.18 39 16.08+5.95
Change from baseline 37 3.56%+12.92 37 -1.41+12.26 0.0341
p-value 0.1024" 0.9352@
&85 12 = 36 17.95+10.97 40 18.23+8.75
Change from baseline 36 0.29+13.13 38 1.05+11.33 0.8245
p-value® 0.2846 0.2666
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
27.Z5(mg)
NEz 1 CHEZ
N=37 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 37 317.19+158.41 38 385.05+245.44 0.1603
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
g5 6 = 37 422.51+123.59 39 416.36+158.63
Change from baseline 37 105.32+169.84 37 28.18+294.08 0.1474
p-value 0.0006™" 0.1612@
g5 12 = 36 430.03+170.43 40 448.73+£194.87
Change from baseline 36 108.07+£207.66 38 52.43+277.56 0.3277
p-value 0.0036™" 0.0462@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
28. A24 Z&(mg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 200.00+£79.15 38 199.51+85.13 0.9793"
845 6 = 37 238.59+61.78 39 232.70+87.72
Change from baseline 37 38.59+84.83 37 36.33+100.00 0.5594%#
p-value 0.0089"" 0.0928@
&85 12 = 36 244.92+96.34 40 255.08+82.83
Change from baseline 36 40.61+106.35 38 52.71+£87.78 0.5944"
p-value™ 0.0281 0.0007
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
29. =4 Z=(mqg)
NEz 1 CHEZ
N=37 N=40 p-value#
n Mean+SD n Mean+SD
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 117.19+127.38 38 185.54+220.64 0.0571
&85 6 = 37 183.91+98.38 39 183.66+115.42
Change from baseline 37 66.72+139.25 37 -8.16+252.38 0.1170
p-value® 0.0003 0.3079
g5 12 = 36 185.11+116.85 40 193.66+175.88
Change from baseline 36 67.46+139.00 38 -0.28+243.58 0.0735
p-value 0.0062** 0.7489@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
30. 2I(mg)
NEZ 1T tHEz
N=37 N=40 p-value™
n Mean+SD n Mean+SD
Baseline 37 789.98+235.14 38 872.08+313.96 0.2049
a5 6 = 37 978.58+229.96 39 864.74+229.53
Change from baseline 37 188.60+282.73 37 -15.38+311.85 0.0043
p-value™ 0.0003 0.7660
8F 12F = 36 931.25+237.26 40 920.79+239.82
Change from baseline 36 135.70+£329.60 38 27.96+321.44 0.1589
p-value™™ 0.0185 0.5951
*: Compared between groups; p-value by Two sample t-test
**: Compared within groups; p-value by Paired t-test
31. LIE&(mg)
NEz 1 CHEZ
N=37 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 37 3132.90+1286.52 38 3847.73+1486.54 0.0292
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
g5 6 = 37 4140.95+1408.37 39 3962.01+1059.08
Change from baseline 37 1008.05+1459.89 37 165.83+1610.51 0.0212
p-value™ 0.0002 0.5351
g5 12 = 36 3961.33+1128.48 40 4163.75+1244.32
Change from baseline 36 749.32+1404.22 38 284.37+1588.80 0.1874
p-value™ 0.0029 0.2770
*: Compared between groups; p-value by Two sample t-test
**: Compared within groups; p-value by Paired t-test
32. E4(mg)
NEZ 1T tHEz
N=37 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 37 170.64+147.00 38 206.58+161.91 0.3483
845 6 = 37 283.46+370.41 39 597.56+1028.25
Change from baseline 37 112.82+425.63 37 283.63+866.06 0.2138
p-value® 0.0229 0.6517
&85 12 = 36 374.38+467.23 40 522.42+839.46
Change from baseline 36 202.69+467.08 38 209.66+574.79 0.2494
p-value® 0.0072 0.1515
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
33. Z28(mg)
NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 1971.26+683.12 38 2247.89+845.55 0.1240"
g5 6 = 37 2423.49+611.79 39 2281.41+711.83
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 37 452.23+702.82 37 21.54+750.94 0.0056%
p-value 0.0004™* 0.8073@
8F 12F = 36 2339.30+611.85 40 2428.88+703.76
Change from baseline 36 379.83+627.73 38 144.75+831.81 0.1083#
p-value 0.0009*" 0.2364@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
34. 0t2UlI&(mg)
NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 69.84+51.18 38 85.06+60.82 0.3375%
g5 6 = 37 94.57+33.12 39 79.01+£36.41
Change from baseline 37 24.73+66.73 37 -6.84+62.44 0.0391"
p-value™ 0.0304 0.5096
g5 12 = 36 78.04+31.79 40 88.10+50.82
Change from baseline 36 8.57+65.03 38 -1.86+66.17 0.5129#
p-value 0.4347 0.7598@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
35. Z(mg)
NEZ 1T tHEz
N=37 N=40 p-value*
n Mean+SD n Mean+SD
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NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 12.08+4.41 38 13.07+6.21 0.7667
&85 6 = 37 14.81+3.90 39 13.33+3.33
Change from baseline 37 2.73+5.19 37 0.37+5.55 0.1145
p-value 0.0028™ 0.3374@
g5 12 = 36 13.68+3.85 40 13.33+£3.54
Change from baseline 36 1.65+4.97 38 0.19+6.25 0.5340
p-value 0.0541"* 0.3874@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
36. 424 E(mg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 8.24+3.46 38 8.67+3.83 0.6126"
a5 6 = 37 9.41+2.51 39 9.31+2.97
Change from baseline 37 1.17+£3.27 37 0.75+3.51 0.6007"
p-value™ 0.0366 0.2003
8F 12F = 36 9.43+£2.76 40 9.62+3.07
Change from baseline 36 1.27+3.69 38 0.92+3.60 0.6536*
p-value 0.0473* 0.0534@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
37. 324 #(mqg)
NEz 1 CHEZ
p-value?
N=37 N=40
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n Mean+SD n Mean+SD
Baseline 37 3.84+3.04 38 4.40+4.04 0.5249
&85 6 = 37 5.41+2.87 39 4.02+1.63
Change from baseline 37 1.56+3.90 37 -0.38+3.84 0.1248
p-value 0.0198™ 0.1056@
8F 125 = 36 4.25+1.95 40 3.71+1.50
Change from baseline 36 0.39+3.05 38 -0.73+4.51 0.4019
p-value 0.4532* 0.9603¢@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
38. 0t (mgq)
NEz 1 CHEZ
N=37 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 37 8.66+3.84 38 8.61+2.70 0.6872
g5 6 = 37 10.14+£2.45 39 9.11+2.11
Change from baseline 37 1.47+4.33 37 0.45+3.30 0.1731
p-value 0.0019@ 0.4135""
g5 12 = 36 9.57+2.08 40 9.33+2.17
Change from baseline 36 0.88+4.60 38 0.56+3.06 0.8077
p-value 0.0377@ 0.2636™"
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
39. #2l(mg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 0.85+0.36 38 0.91+0.39 0.6448#
&85 6 = 37 1.09+£0.29 39 0.95+0.25
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 37 0.24+0.38 37 0.04+0.36 0.0263"
p-value™ 0.0006 0.4869
8F 12F = 36 0.96+0.25 40 0.99+0.29
Change from baseline 36 0.10+0.35 38 0.08+0.39 0.8754#
p-value 0.0937*" 0.0899@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
40. 22(Mg)
NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 9.45+22.34 38 25.20+109.89 0.7262
g5 6 = 37 23.75+40.44 39 11.77+17.91
Change from baseline 37 14.30+45.39 37 -13.39+114.98 0.7457
p-value® 0.0029 0.0376
g5 12 = 36 15.79+24.35 40 12.20+24.43
Change from baseline 36 9.04+30.70 38 -12.74+£112.66 0.6771
p-value® 0.0154 0.1134
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
41. 22H(mgqg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 3.08+1.66 38 3.91+2.27 0.1283#
a5 6 = 37 3.92+1.26 39 3.83+1.31
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 37 0.83+1.76 37 -0.01+£2.27 0.1505%
p-value 0.0065™" 0.3606@
8F 12F = 36 3.81+1.44 40 4.24+1.50
Change from baseline 36 0.71+1.88 38 0.29+2.05 0.3712"
p-value™™ 0.0308 0.3832
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
42. L= (ug)
NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 210.85+369.41 38 293.12+648.89 0.9958
g5 6 = 37 466.10+£610.82 39 522.90+£814.40
Change from baseline 37 255.24+615.67 37 230.67+1094.72 0.5236
p-value® 0.0046 0.1198
g5 12 = 36 336.56+489.88 40 529.44+625.87
Change from baseline 36 119.85+568.92 38 245.42+942.90 0.2406
p-value® 0.0461 0.0131
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
43. 2dls(pg)
NEZ 1T tHEz
N=37 N=40 p-value
n Mean+SD n Mean+SD
Baseline 37 80.33+31.46 38 77.85+30.40 0.7296"
a5 6 = 37 94.23+£29.26 39 80.14+21.19
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NEz 1 CHEZ
N=37 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 37 13.90+36.20 37 2.76+36.62 0.1922*
p-value™ 0.0251 0.6492
8F 12F = 36 85.36+23.45 40 91.14+41.76
Change from baseline 36 6.04+35.41 38 12.48+54.43 0.7994%#
p-value 0.3134" 0.1882@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
44, Z2Y AHZE(mg)
NEz 1 CHEZ
N=37 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 37 315.08+271.75 38 314.20+204.87 0.5600
g5 6 = 37 355.81+185.83 39 281.21+132.64
Change from baseline 37 40.74+245.58 37 -36.14+217.44 0.1221
p-value™ 0.0407 0.7282
g5 12 = 36 307.54+202.75 40 311.64+191.24
Change from baseline 36 -10.03+230.43 38 -9.15+210.25 0.9440
p-value 0.7465@ 0.7900**
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
Table 70. S2E24 (AMEZ 1l vs HXZ) (PP SET)
1. dl Xl (kcal)
ANEZ 11 thE=
N=36 N=40 p-value
n Mean+SD n Mean+SD
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Baseline 36 1312.08+373.44 38 1535.05+348.45 0.0097"
&8 6 = 36 1521.66+449.33 39 1554.20+326.36
Change from baseline 36 209.58+508.82 37 6.62+380.78 0.1437#
p-value 0.0268@ 0.9164"
&85 12 = 36 1474.06+373.35 40 1565.87+329.94
Change from baseline 36 161.98+422.83 38 6.01+£425.86 0.1185"
p-value™ 0.0276 0.9311
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
2. &3t =2(9)
AMEZ 11 H=x=
N=36 N=40 p-value®
n Mean+SD n Mean+SD
Baseline 36 206.81+55.65 38 233.80+63.79 0.0569
g5 6 = 36 229.67+73.13 39 232.72+58.64
Change from baseline 36 22.86+81.45 37 -1.48+59.85 0.1493
p-value™ 0.1011 0.8814
g5 12 = 36 223.06+61.13 40 237.75+54.72
Change from baseline 36 16.26+72.72 38 4.59+62.96 0.4623
p-value™ 0.1884 0.6557
*: Compared between groups; p-value by Two sample t-test
**: Compared within groups; p-value by Paired t-test
3. X&(9g)
ANEZ 11 =2
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 29.70+15.38 38 37.31+21.30 0.1428#
&8 6 = 36 36.38+15.97 39 39.67+£18.12
Change from baseline 36 6.68+17.15 37 1.18+23.20 0.2543"
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
p-value™ 0.0253 0.7588
&85 12 = 36 35.94+15.53 40 38.83+19.18
Change from baseline 36 6.24+18.87 38 -0.79+23.85 0.1652"
p-value™ 0.0550 0.8392
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
4. 4124 XZ(9g)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 13.98+9.29 38 17.57+13.58 0.3959#
g5 6 = 36 18.07+11.41 39 18.59+10.31
Change from baseline 36 4.09+13.81 37 1.05+12.72 0.3323"
p-value™ 0.0845 0.6172
g5 12 = 36 17.43+£7.18 40 19.34+12.50
Change from baseline 36 3.45+10.90 38 0.97+11.69 0.2494%#
p-value 0.0661"" 0.2307@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
5,524 XNZ&(g)
ANEZ 11 =2
N=36 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 36 15.71+10.37 38 19.75+15.89 0.4426
&8 6 = 36 18.31+10.57 39 21.09+16.44
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Change from baseline 36 2.59+12.37 37 0.13+19.64 0.5849
p-value 0.2168 0.5288@
8F 12F = 36 18.51+12.31 40 19.50+13.14
Change from baseline 36 2.80+14.09 38 -1.76+18.31 0.2156
p-value 0.2411* 0.8701@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
6. EHe R (g)
AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 36 52.62+22.05 38 62.04+23.31 0.0270
g5 6 = 36 60.11+17.38 39 61.17+14.44
Change from baseline 36 7.49+23.04 37 -1.19+23.10 0.1320
p-value® 0.0154 0.6732
g5 12 = 36 59.57+16.80 40 62.71+£14.54
Change from baseline 36 6.96+21.14 38 -1.03+24.63 0.1925
p-value® 0.0024 0.6032
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
7.4 =4 HHE(g)
ANEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 25.63+7.45 38 28.41+9.35 0.1630"
a5 6 = 36 29.17+£10.31 39 29.20+7.45
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 36 3.54+10.71 37 0.90+8.14 0.3925%
p-value 0.1137@ 0.5077**
8F 12F = 36 28.57+9.03 40 30.75+7.81
Change from baseline 36 2.95+9.08 38 2.14+8.50 0.6926"
p-value™™ 0.0597 0.1298
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
8.5=4 HH™E(qg)
AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 36 26.99+18.01 38 33.64+23.51 0.2258
g5 6 = 36 30.94+13.55 39 31.97+£13.43
Change from baseline 36 3.95+18.62 37 -2.08+23.27 0.2444
p-value® 0.0162 0.5685
g5 12 = 36 31.00+14.14 40 31.96+12.65
Change from baseline 36 4.01+18.12 38 -3.16+25.35 0.3277
p-value® 0.0195 0.8367
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
9.41018%=(9)
ANEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 15.75+7.42 38 17.03+6.85 0.2077#
a5 6 = 36 17.09+£6.51 39 17.86+5.79
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 36 1.33+£7.64 37 0.94+6.54 0.8149"
p-value™ 0.3016 0.3853
8F 12F = 36 18.39+6.24 40 18.77+5.97
Change from baseline 36 2.63+7.68 38 1.69+6.52 0.5685"
p-value™™ 0.0471 0.1190
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
10. ==2(9)
AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 553.48+283.95 38 676.01+376.53 0.1888"
g5 6 = 36 648.94+278.58 39 656.94+203.19
Change from baseline 36 95.46+381.11 37 -25.22+371.51 0.5186%
p-value 0.1418™ 0.6305@
g5 12 = 36 690.54+256.06 40 705.03+225.86
Change from baseline 36 137.06+278.69 38 23.51+367.05 0.2819#
p-value 0.0056™" 0.2666@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
11. 312(9)
ANEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 13.16+5.30 38 16.59+6.18 0.0105#
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 15.65+5.56 39 16.84+4.58
Change from baseline 36 2.49+6.39 37 0.45+6.07 0.1669"
p-value™ 0.0252 0.6539
g5 12 = 36 16.99+£5.45 40 17.83+£5.32
Change from baseline 36 3.83+6.58 38 1.00£6.20 0.0522#
p-value 0.0002@ 0.3286™"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
12. HIEF2! A(ug RE)
ANEZ 11 tHEz
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 614.60+370.60 38 624.51+425.56 0.9096
845 6 = 36 825.99+541.22 39 819.00+424.52
Change from baseline 36 211.39+548.59 37 215.72+507.03 0.9253
p-value® 0.0256 0.0219
&85 12 = 36 1110.53+1250.27 40 818.00+379.60
Change from baseline 36 495.93+1132.42 38 196.78+495.39 0.3119
p-value 0.0004@ 0.0192**
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
13. dIEl=(ng)
AMEZ 11 H=x=
N=36 N=40 p-value#
n Mean+SD n Mean+SD
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 36 116.60+126.70 38 103.52+96.66 0.7620
&85 6 = 36 191.83+381.26 39 143.09+204.28
Change from baseline 36 75.23+410.29 37 39.31+234.64 0.8469
p-value® 0.6663 0.6624
g5 12 = 36 355.11+1202.05 40 107.80+94.10
Change from baseline 36 238.51+1209.94 38 1.79+94.74 0.8499
p-value® 0.4681 0.3416
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
14. HIEIIIZ2 EI(pg)
ANEZ 11 tHEz
N=36 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 36 2991.98+2171.73 38 3129.54+2331.64 0.8414
a5 6 = 36 3808.51+2384.06 39 4059.45+2005.50
Change from baseline 36 816.53+2889.97 37 1058.98+2547.02 0.6470
p-value 0.0996@ 0.0160™"
8F 12F = 36 4536.13+£3327.20 40 4264.48+2281.44
Change from baseline 36 1544.16+3780.84 38 1169.63+2745.21 0.5412
p-value 0.0017@ 0.0125™
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
15. HIEtR!I D(ug)
AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 2.94+3.41 38 4.10+£4.30 0.4739*
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 4.05+3.96 39 3.33+£2.76
Change from baseline 36 1.11+4.25 37 -1.03+5.15 0.0578"
p-value™ 0.1268 0.2334
g5 12 = 36 4.20+3.65 40 3.83+£3.52
Change from baseline 36 1.26+5.01 38 -0.56+4.04 0.0905"
p-value™ 0.1419 0.4021
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
16. HIEtE! E(mQ)
ANEZ 11 tHEz
N=36 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 36 9.93+4.93 38 12.13+8.35 0.3224
845 6 = 36 11.48+4.64 39 12.91+5.13
Change from baseline 36 1.55+£5.61 37 0.70+6.55 0.9253
p-value 0.1061*" 0.1273@
&85 12 = 36 12.52+3.91 40 12.06+4.63
Change from baseline 36 2.59+5.69 38 -0.56+7.53 0.0437
p-value 0.0098™" 0.4625@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
17. HIEtE! K(pg)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 242.05+256.48 38 294.16+384.77 0.8839#
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 334.68+290.21 39 290.93+197.08
Change from baseline 36 92.63+387.50 37 16.07+384.09 0.5550#
p-value® 0.0899 0.3224
g5 12 = 36 370.77+296.43 40 373.90+£232.56
Change from baseline 36 128.72+368.50 38 74.45+332.69 0.5078"
p-value™ 0.0434 0.1760
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
18. HIEtBI C(mg)
ANEZ 11 tHEz
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 65.91+49.84 38 69.44+49.22 0.5129
845 6 = 36 83.72+71.65 39 85.71+41.95
Change from baseline 36 17.82+75.00 37 17.47+54.17 0.2723
p-value® 0.1464 0.0024
&85 12 = 36 83.27+41.54 40 81.03+31.40
Change from baseline 36 17.37+£59.37 38 12.04+49.55 0.9871
p-value® 0.0072 0.0281
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
19. EIOtBI(mg)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 0.87+0.40 38 1.04+0.36 0.0263*
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 1.05+0.34 39 1.15+0.41
Change from baseline 36 0.18+0.46 37 0.09+0.53 0.4532"
p-value™ 0.0246 0.2896
g5 12 = 36 1.08+0.34 40 1.10+0.32
Change from baseline 36 0.21+0.48 38 0.03+0.45 0.0684#
p-value 0.0021@ 0.6946™"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
20. 22 E2tB!(mg)
ANEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 0.83+0.46 38 0.98+0.46 0.1131#
845 6 = 36 1.04+0.39 39 1.04+0.35
Change from baseline 36 0.20+0.51 37 0.04+0.52 0.1904"
p-value™ 0.0220 0.6059
&85 12 = 36 1.14+0.56 40 1.08+0.38
Change from baseline 36 0.30+0.67 38 0.06+0.51 0.0460*
p-value 0.0006@ 0.4869"*
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
21. L|Ot&l(mg)
AMEZ 11 H=x=
p-value
N=36 N=40
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n Mean+SD n Mean+SD
Baseline 36 10.74+5.02 38 13.39+6.05 0.0384#
&85 6 = 36 12.74+4.10 39 13.57+3.74
Change from baseline 36 2.00+5.25 37 0.17+£5.99 0.1695"
p-value™™ 0.0287 0.8673
8F 125 = 36 13.54+3.94 40 12.96+3.37
Change from baseline 36 2.80+5.73 38 -0.73+5.90 0.0110"
p-value™ 0.0059 0.4494
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
22. BIEL2I B6(MQ)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 1.21+0.57 38 1.35+0.59 0.1646*
g5 6 = 36 1.27+0.36 39 1.38%+0.44
Change from baseline 36 0.06+0.63 37 0.03+0.63 0.8383"
p-value™ 0.5785 0.7879
g5 12 = 36 1.35+0.35 40 1.32+0.38
Change from baseline 36 0.14+0.61 38 -0.05+0.55 0.0684#
p-value 0.0377@ 0.5854™"
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
23. 2 4&H(ug)
AMEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 382.82+154.66 38 432.58+194.32 0.2285"
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 439.41+166.33 39 439.00+154.10
Change from baseline 36 56.59+193.18 37 9.41+225.31 0.1910#
p-value 0.0876™ 0.8534@
g5 12 = 36 470.69+153.44 40 479.95+148.83
Change from baseline 36 87.87+£169.83 38 47.95+£203.33 0.1458"
p-value 0.0038™" 0.2195@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
24. HIEtD! B12(ug)
ANEZ 11 tHEz
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 5.33+4.81 38 7.49+6.89 0.2917
845 6 = 36 7.06+4.63 39 7.62+3.48
Change from baseline 36 1.73+6.64 37 0.19+7.19 0.5624
p-value 0.0214@ 0.8736™"
&85 12 = 36 7.39+5.56 40 9.03+6.39
Change from baseline 36 2.06+7.32 38 1.53+9.87 0.8925
p-value® 0.0224 0.1392
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
25. BHEHIA(mg)
AMEZ 11 H=x=
p-value”
N=36 N=40
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n Mean+SD n Mean+SD
Baseline 36 4.24+1.75 38 4.28+1.47 0.9070
&85 6 = 36 4.32+1.33 39 4.30+1.05
Change from baseline 36 0.08+1.98 37 -0.04+1.75 0.7716
p-value™™ 0.8021 0.8794
8F 125 = 36 4.36%+1.64 40 4.45+1.15
Change from baseline 36 0.12+2.01 38 0.12+1.46 0.9926
p-value™ 0.7149 0.6166
*: Compared between groups; p-value by Two sample t-test
**: Compared within groups; p-value by Paired t-test
26. HI2E(ug)
AMEZ 11 H=x=
N=36 N=40 p-value#
n Mean+SD n Mean+SD
Baseline 36 18.75+18.85 38 17.00+11.60 0.5887
g5 6 = 36 17.50+9.42 39 16.08+5.95
Change from baseline 36 -1.25+16.69 37 -1.41+12.26 0.6710
p-value® 0.5202 0.9352
g5 12 = 36 19.86+10.95 40 18.23+8.75
Change from baseline 36 1.11+18.89 38 1.05+11.33 0.5412
p-value® 0.2193 0.2666
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
27.Z8(mg)
ANEZ 11 tHEZ
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 355.99+191.80 38 385.05+245.44 0.7415
&85 6 = 36 389.83+160.49 39 416.36+158.63
Change from baseline 36 33.83+£194.58 37 28.18+294.08 0.8125
p-value 0.3040™" 0.1612@
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
g5 12 = 36 363.74+119.11 40 448.73+194.87
Change from baseline 36 7.74+£210.94 38 52.43+277.56 0.5850
p-value® 0.4873 0.0462
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
28. A24 Z&(mg)
ANEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 194.60+98.77 38 199.51+£85.13 0.8193"
a5 6 = 36 221.98+99.17 39 232.70+87.72
Change from baseline 36 27.37+£112.21 37 36.33+100.00 0.9780%#
p-value 0.1522*" 0.0928@
8F 12F = 36 232.32+81.70 40 255.08+82.83
Change from baseline 36 37.72+£107.28 38 52.71+87.78 0.5117"
p-value™ 0.0421 0.0007
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
29. 524 Z&(mg)
AEZ 11 H=x=
N=36 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 36 161.39+144.26 38 185.54+220.64 0.9053
&85 6 = 36 167.85+105.52 39 183.66+115.42
Change from baseline 36 6.46+£179.61 37 -8.16+252.38 0.7997
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
p-value 0.8304™ 0.3079@
&85 12 = 36 131.42+80.57 40 193.66+175.88
Change from baseline 36 -29.97+169.12 38 -0.28+243.58 0.5924
p-value 0.2949* 0.7489@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
30. 2I(mg)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 783.15+306.17 38 872.08+313.96 0.1428#
g5 6 = 36 863.86+262.24 39 864.74+229.53
Change from baseline 36 80.71+338.05 37 -15.38+311.85 0.2108"
p-value™ 0.1609 0.7660
g5 12 = 36 851.54+231.19 40 920.79+£239.82
Change from baseline 36 68.38+303.90 38 27.96+321.44 0.4458%#
p-value 0.0539@ 0.5951**
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
31. HE&(mg)
ANEZ 11 =2
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 3006.00+1275.08 38 3847.73+£1486.54 0.0070#
&8 6 = 36 3579.77+£1391.93 39 3962.01+£1059.08
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Change from baseline 36 573.77+£1445.91 37 165.83+1610.51 0.2591"
p-value™ 0.0228 0.5351
8F 12F = 36 3833.74+1218.39 40 4163.75+1244.32
Change from baseline 36 827.74+1400.36 38 284.37+1588.80 0.1238"
p-value™™ 0.0011 0.2770
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
32. 24(mg)
AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 36 234.50+256.67 38 206.58+161.91 0.8626
g5 6 = 36 222.05+142.12 39 597.56+1028.25
Change from baseline 36 -12.45+268.81 37 283.63+866.06 0.8211
p-value® 0.8415 0.6517
g5 12 = 36 353.73+381.18 40 522.42+839.46
Change from baseline 36 119.23+453.79 38 209.66+574.79 0.5999
p-value® 0.1175 0.1515
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
33. Z28(mg)
ANEZ 11 tHEz
N=36 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 36 2057.44+£921.83 38 2247.89+845.55 0.2450
a5 6 = 36 2187.36+£737.13 39 2281.41+711.83
Change from baseline 36 129.92+966.57 37 21.54+750.94 0.4564
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
p-value 0.4254"* 0.8073@
&85 12 = 36 2308.43+£686.89 40 2428.88+703.76
Change from baseline 36 250.99+888.14 38 144,75+831.81 0.4081
p-value 0.0988™" 0.2364@
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
34. 0tJUlE(mg)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 76.98+46.99 38 85.06+60.82 0.8541#
g5 6 = 36 80.06+44.84 39 79.01+£36.41
Change from baseline 36 3.08+55.31 37 -6.84+62.44 0.4754"
p-value™ 0.7405 0.5096
g5 12 = 36 86.86+47.54 40 88.10+50.82
Change from baseline 36 9.88+47.56 38 -1.86+66.17 0.6380%
p-value 0.2210™" 0.7598@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
35. E(mq)
ANEZ 11 =2
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 11.69+5.19 38 13.07+6.21 0.2653
&8 6 = 36 12.97+4.56 39 13.33+3.33
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Change from baseline 36 1.29+5.28 37 0.37+£5.55 0.4767
p-value 0.1529*" 0.3374@
8F 12F = 36 14.35+5.54 40 13.33+£3.54
Change from baseline 36 2.66x+7.13 38 0.19+6.25 0.1207
p-value® 0.0187 0.3874
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
36. =4 E(mg)
AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Baseline 36 8.75+4.77 38 8.67+3.83 0.6303
g5 6 = 36 9.06+3.55 39 9.31+£2.97
Change from baseline 36 0.30+4.87 37 0.75+3.51 0.7365
p-value 0.4307@ 0.2003**
g5 12 = 36 9.75+4.30 40 9.62+3.07
Change from baseline 36 1.00+6.08 38 0.92+3.60 0.6614
p-value® 0.1963 0.0534
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
37. 24 E(mg)
ANEZ 11 tHEz
N=36 N=40 p-value*
n Mean+SD n Mean+SD
Baseline 36 2.93+1.97 38 4.40+4.04 0.0895
a5 6 = 36 3.92+2.02 39 4.02+1.63
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AEZ 11 H=x=
N=36 N=40 p-value”
n Mean+SD n Mean+SD
Change from baseline 36 0.98+2.59 37 -0.38+3.84 0.4699
p-value 0.0292** 0.1056@
8F 12F = 36 4.60+4.14 40 3.71+1.50
Change from baseline 36 1.67+4.36 38 -0.73+4.51 0.0310
p-value® 0.0007 0.9603
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
38. 0t (mg)
AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 7.87+2.69 38 8.61+2.70 0.1488#
g5 6 = 36 8.74+2.34 39 9.11+£2.11
Change from baseline 36 0.87+3.23 37 0.45+3.30 0.7448#
p-value 0.1376@ 0.4135""
g5 12 = 36 8.67+2.49 40 9.33+2.17
Change from baseline 36 0.80+2.83 38 0.56+3.06 0.7299*
p-value™ 0.0990 0.2636
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
39. ?2l(mg)
ANEZ 11 tHEz
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 0.86+0.32 38 0.91+0.39 0.5961#
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 0.96+0.35 39 0.95+0.25
Change from baseline 36 0.09+0.33 37 0.04+0.36 0.5358"
p-value™ 0.1059 0.4869
g5 12 = 36 0.98+0.32 40 0.99+0.29
Change from baseline 36 0.12+0.33 38 0.08+0.39 0.8669#
p-value 0.0386™" 0.0899@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
40. 22(Mg)
ANEZ 11 tHEz
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 12.35+28.99 38 25.20+109.89 0.4200
845 6 = 36 20.51+£58.73 39 11.77£17.91
Change from baseline 36 8.16+62.65 37 -13.39+114.98 0.1873
p-value® 0.4994 0.0376
&85 12 = 36 16.14+33.80 40 12.20+24.43
Change from baseline 36 3.78+41.94 38 -12.74+112.66 0.4267
p-value® 0.5373 0.1134
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
41. 22H(mg)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 3.21+1.46 38 3.91+2.27 0.1981#
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 3.72+£1.77 39 3.83+1.31
Change from baseline 36 0.51+2.17 37 -0.01+2.27 0.6790#
p-value® 0.2917 0.3606
g5 12 = 36 3.90+1.62 40 4.24+1.50
Change from baseline 36 0.69+1.63 38 0.29+2.05 0.3648"
p-value™ 0.0162 0.3832
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
42. L2 =(ug)
ANEZ 11 tHEz
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 242.87+524.67 38 293.12+648.89 0.8161
845 6 = 36 393.05+805.74 39 522.90+814.40
Change from baseline 36 150.18+953.50 37 230.67+1094.72 0.5476
p-value® 0.1213 0.1198
&85 12 = 36 530.01+719.20 40 529.44+625.87
Change from baseline 36 287.15+956.69 38 245.42+942.90 0.7415
p-value® 0.0319 0.0131
#: Compared between groups; p-value by Wilcoxon rank sum test
@: Compared within groups; p-value by Wilcoxon signed rank test
43. 2dls(pg)
AMEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
Baseline 36 76.10+£32.98 38 77.85+£30.40 0.8126"
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AEZ 11 H=x=
N=36 N=40 p-value
n Mean+SD n Mean+SD
g5 6 = 36 79.68+22.30 39 80.14+£21.19
Change from baseline 36 3.59+30.00 37 2.76+36.62 0.9166"
p-value™ 0.4780 0.6492
g5 12 = 36 81.42+29.19 40 91.14+41.76
Change from baseline 36 5.32+38.33 38 12.48+54.43 0.5999#
p-value 0.4107*" 0.1882@
*: Compared between groups; p-value by Two sample t-test
#: Compared between groups; p-value by Wilcoxon rank sum test
**: Compared within groups; p-value by Paired t-test
@: Compared within groups; p-value by Wilcoxon signed rank test
44, Sl AHEZE(mg)
ANEZ 11 tHEz
N=36 N=40 p-value?
n Mean+SD n Mean+SD
Baseline 36 303.66+322.00 38 314.20+204.87 0.2196
845 6 = 36 292.60+159.15 39 281.21+132.64
Change from baseline 36 -11.06+294.75 37 -36.14+217.44 0.3864
p-value® 0.3951 0.7282
&85 12 = 36 331.79+208.12 40 311.64+191.24
Change from baseline 36 28.13+348.59 38 -9.15+210.25 0.3224
p-value 0.1963¢@ 0.7900**

#: Compared between groups; p-value by Wilcoxon rank sum test

**: Compared within groups; p-value by Paired t-test

@: Compared within groups; p-value by Wilcoxon signed rank test
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