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O »alMd g2 (Overactive Bladder, OAB)

O ("He & E/)123) njolM dtate @2 4 £= ChE HWuist 2S5}
LIELE QAEE SM4o =2 Mol . o T4k Hlx(8H/24A|ZF o|2h)e
25 metst = 9lon{, Hute AMZ(urgency urinary incontinence) &
sHrE 5 A0 SHHEX| 22 = US

- duteslFo| zHHE fold ghaks wet OABZIXD stof, SHEE|X|
ol gkabs dry OABZ AMelgh <F 2/32 3ol "hab skXJ}F dry
OABO|0, LIHX| 1/30|] wet OABE =F=

- ofolMd ek E5tM QAlF(stress urinary incontinence, SUNZt =
= AS. =2 A& (mixed urinary incontinence, MU SAMQ
1 dueteaAlz(wet OAB)O| SHiE|= AFE ZsiH, S¢MdAAF
HistL} AutAlZ2 SHsHX| 2= A (dry OAB)= =28 24 Z0
SHX| 232

(22 1] Dol 2@ SAe| ol [D82] Sdedan ooy 4 5|
:::;:::s of symgmfractive bladder ;i:'g;;:::nn;?:::?ﬁng the overlap betwsen the dilferent categories of
Urgency ccu?rr};lplnagi d'l'.:f:rﬂlﬂﬂaﬂ compelling desire to pass urine that is

Urgency urinary Comgplaint of involuntary leakage accompanied by or

incontinence immediately preceded by urgency

Increased daytime  Complaint by patients who consider that they void too often
frequency by day

Nocturia Complaint thal the individual has to wake up at night one or
more times to void

Ficure 1.1 Definitions of symptoms of overactive bladder. Adapted
from Abrams et al. [7. 8]

1) White N & Iglesia CB. Overactive bladder. Obstetrics and Gynecology Clinics. 2016; 43(1): 59-68.
2) Wein AJ & Chapple C. Overactive bladder in clinical practice. 2012.
3) Campbell-Walsh-Wein urology. 12th edition. chapter 117. Overactive baldder.
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2| o oo HiZlo| <ol oislsg| Hia o] ol =
O (gelh)4)s) nfold ghdo|l 22 HES| HEH UX| (2L, ZeE AE
N A= 4 x oks o ol= HIAH S
ZH &0 4™ cfetst olof| osf Ll gl
nl
[28 3] nalM ad =83 4=
Neural
integration
Forabrain Atferent Integration Efferent
Conscious Homaostasis Inhibition for
awareness =  valition slorage
I Emotion Disinhibition
far voiding
FILLING
SENSATION
Midbeain/ Alterent Integration Efferant
Brainstem Subconscious [=={ voiding reflex | Bladder inhibition/
monitaring of H outlet excitation
bladder filling RINBCEASS for storage
Bladderfoutiet
synergy
Sacral Afferent Integration Efferent
spinal cord *| Subconscious |—* Immature —=| Bladder and
monitoring of voiding reflexes outlet motor
bladder filling nuche
AHerent Integration Efferent
imtegration || Urothelum =
Interstitial cells Myovesical plexus Widespread
Pelvic plexus/LUT | | Locally released Micromotions ————— c:r::da:ﬁ;n
mediators
CONTRACTION
O (®lehe)
— d A X
He 3
= = . = =| 4 = H
= B4 UL 42Xl OAB &% Tsks MEY stFeE34Hi.e., urgency,

urgency incontinence, daytime frequency, and nocturia),
(e.g., SUI,

incomplete emptying), iz = SIFRESAH &z, Hi'=Sol Cist
= A MF el B/l 2k FtH elnt &2 X=FH HF iR} ChE
= SAZT MAA Zet of & x[Zo| 2ot ool 2l S A
el ME 5z % ClA3 HE gE off
=  Frequency-volume chart(FVC): Bl 3=, =[Cf bz EF i

= Patient perception of intensity of urgency scale(PPIU ):
exet Y8 ot

- 7le AA A o

4) White N & Iglesia CB. Overactive bladder. Obstetrics and Gynecology Clinics. 2016; 43(1): 59-68.
5) Campbell-Walsh-Wein urology. 12th edition. chapter 117. Overactive baldder.

6) Wagg A et al. Urinary incontinence in frail
Neurourology and urodynamics. 2014; 34(5): 398-406.

S PSP
Hi =& SHERESAHe.g., straining, hesitancy, sensation of
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elderly persons: Report from the 5th International Consultation on Incontinence.
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7) Kim MK et al. The prevalence of lower urinary tract symptoms and overactive bladder in South Korea: a cross—sectional,

population—-based study. International neurology journal. 2022; 26(1):31.

8) i1 783 (A127-081-2025%, 2025.12.3.)



(2) <A F49)

O AMHEZES B3 Z2HE, WY 2ol =xXsts 3 ol=g <l 2
MEi oz XiTsto WS oMo o J5S BAsI Iio
Aol Hi Mekzh Hlb ¥ MebN oAMF 2 JiME

Vibegron .
[! Activates B3AR in the bladder wall and urothelium |
Blocks Ab-fibre activity Bladder PMC - = ¥ Blocks C-fibre activity
in the detrusor muscle in the urothelium
Microcontractions Ab-fibre T P3AR

C-fibre

[.

Suppresses detrusor
‘microcontractions

Reledses NO from
urothelium

|__ M Facilitates bladder filling W |

and improves urgency

ZX: Benoit Peyronnet! et al, Vibegron in overactive bladder: a comprehensive

review of efficacy, safety
and patient-reported outcomes. World Journal of Urology (2025) 43:514

9)
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21 X
— AUA/SUFU(2024)13)
. Aol OAB EAbel EYH Bk /wE Hupy

O
sl SREAFEIM E= [33 A=2ys M2st 2 9}

Recommendation; Evidence Level: Grade A)

RSk
(Strong

O|A|—O|i
0o —l=

- Tt OAB M2 MEE a2 2O[X| 2HE OABEXNA,
Cte2 AE < Hg XEE Mzt = US.(Conditional
Recommendation; Evidence Level: Grade B)
- EAU(2025)14)

= SFRATIEM X =2IF 2RAMOIX| RotH, EEEE, CHE ST ATFHEA|
3= 2]

= B3 II—..?.X—”(I:E CC

—
= LT ST
=]

= mirabegron2} vibegron
otffid| O L2 JIME EH
e |

=)
/|
= mirabegron} vibegron?| £&tx <M

(LE: 1a)

H
= OAB #[=Zof UONA, B3 ZHEM= &FAFtEAMLE mrA0|X[gH O

Lte olgj= |:||OO Hol (LE: 1a)

= solifenacin 5mge 2 MAEs| X[=Z&X| 22 2HAt= solifenac
Ct mirabegron F7H7F o o2l = US. (LE: 1b, Weak)

= H=EXM X Zof Muist OABZI U= OodMof|AH p3 ZrEX AL

10) DiPiro's Pharmacotherapy: A Pathophysiologic Approach, 13th Edition, 2024

11) Campbell Walsh Wein Urology 13th Edition, 2026

12) Goldman-Cecil Medicine 27th Edition. 2024

13) The AUA/SUFU Guideline on the Diagnosis and Treatment of Idiopathic Overactive Bladder (2024)

in S&H

(Strong)

% American Urological Association (AUA)/Society of Urodynamics, Female Pelvic Medicine & Urogenital Reconstruction (SUFU)

14) EAU(European Association of Urology) Guidelines on Management of Non-Neurogenic Female Lower Urinary Tract Symptoms (2025)

15) [LE[Level of Evidence °]"7] LELevel of Evidence 2]"] LBLevel of Evidence 2]7]
1a|RCT = EHEA b IS E A7/ A 92 RCT | 4=, FellHy _
1b I RCT (A 337F Fo 2clQutcomes research. MElsHA A 5 [HAE7} oA, 7[AA 2
1c |All-or—none case series 3aF A -t Z v A1 HEHEA]
2|75 E AT vEFEA 3b/HE ShA-tf 2t A

_6_



(4) & AT =2

O MEES AMESTSZ 34F RCT 64, 2bal 1H, NMA 2HZ HESH

O [Yoshida, RCT 34t|16) =2 1olM i SHXH(n=1232)17)& CHAHBIOZ Al
HED 2efel &M 2 ofMME dH|lwet Cpy|at R 34 AMAIH
Z1}

\O

- [1AF YIIX|3E19)] 7|A CHH]| 12F 1o b =Sl gl
ZF2  vibegron 50mg, vibegron 100mg, koA 2t2ZE —2.08,
-2.03, -1.21 ¢

=]

- ANHEZRD

| Mg et
It

off 7t Ha ddufIl42| X}I0|(95% Cl)= vibegron
.8 C -0.60)(p < 0.001), vibegron 100

mg™e -0.81(95% Cl: —1.07, -0.55)(p < 0.001)&2 |2k CHH|
o5t 2 ZHAE Hl,

N Vibegron 50mg |Vibegron 100mg 2 ok Imidafenacin®
H &= 3/ day (n=370) (n=368) (n=369) (n=117)
7| H4+SD 11.13%£2.37 11.08+2.25 11.20%£2.40 11.21+£2.17
LS mean change -2.08 -2.03 -1.21 -2.06
(95% ClI) (-2.27,-1.89) (-2.22,-1.84) (-1.40,-1.03) (-2.39,-1.73)
Estimated difference® -0.86 -0.81 B B
(95% Cl) (-1.12,-0.60) | (-1.07,-0.55)
p-value <0.001 <0.001 - -
Cl=confidence interval; LS mean=the least—squres mean; SD=standard deviation.
@ imidafenacin @} ?[2F# = vibegron® el Xo| EAME2 X 2S.
b vibegron @t |2t Zk2| LS mean(EAH = )

16) Masaki Yoshida et al. Vibegron, a Novel Potent and Selective b3-Adrenoreceptor Agonist, for the Treatment of Patients with
Overactive Bladder: A Randomized, Double—blind, Placebo—controlled Phase 3 Study EUROPEAN UROLOGY 2018;73;pages 783-790.

17) 72914 12327 (A187]3k 201549 7€ ~ 20169 69), Fo]57HAR)

=298 |- Rk . 21k gz . 24 M ]
v vibegron 50mg 1% 13] | vibegron 100mg 1% 13] 2ok Imidafenacin O0.1mg 1% 23]
T2 A 372 3729 3714 1179

SAE 3709 3699 369 1179

FAS 3709 368™ 369 117

PPS 3544 3564 356 1134

SAF, safety analysis set; FAS, full analysis set; PPS, per protocol set
* AEy o]l X7 E BAS T 237k 919 run-in 717 A A, 3.3:3.3:3.3:12] v &2 F2H9] ul%
x 257k9] 9]eF run-in 713+ 50} A7MAEL of el vibegron Y¢F 293 imidafenacin Y9 1945 E-83}a, #9] imidafenacin
19 F7te B8

jg
JSL

1?@71% A7) 5= 32 54
o OAB 4ol UehdA 6 |« A W 4F A 2 AF7|75e ofg | o 94 ok 90%
e o]l - E TS %O}“OW e Bt « OAB-wet type(8H% ¢ 13] ol duAy
o 3 Hw 347 8 | v OBA%EJ %, 1AW &3 ek, o] BE AmdolA 77% o
o]l A% dAG/SAEA, AEAG-EA, | 13 olulo]l OAB therapys WA & A}
o 3F 13 o]t Huhn JHVXH, 139 Frgaz, Hazo|st 7F B42(80% ©173)
EE dutade A A, Be-ot=ddd F8&A AEA 5 | o o FF2IHA T FAr 11.1%~12.4%

19) 12 B7HAE: 7]1A4 oy] 1253 9o

?r
m
r&
)
ot



- [2% B7IX| E20)]
715 el 12FAte] Ao eFut A, HuedF I, 24F I,
Ot ===, vl ZollAM, Vibegron 50mg=2} 100mg= 25 ¢
CHe| FelstAl o 2 72 2.
Vibegron 50mg | Vibegron 100mg 2|2k Imidafenacin®
(n=370) (n=368) (n=369) (n=117)
L& 83l =/day
N 370 368 369 117
7| 4H#+SD 3.70+2.08 3.77%£2.25 3.77+£2.23 3.54+1.91
LS mean change -2.28 —2.44 -1.77 -2.15
(95% ClI) (—2.46,-2.09) (-2.63,-2.25) | (-1.96,-1.58) | (-2.47,-1.82)
Estimated difference® -0.51 -0.67
(95% Cl) (-0.76,-0.25) (-0.93,-0.42) N -
p— value <0.001 <0.001 - -
e A FE8 5/day
%Fﬂ—r 329 327 333 102
7| 4H#+SD 1.97+1.48 1.86+1.31 1.88+1.33 2.15+1.44
LS mean change -1.35 -1.47 -1.08 -1.51
(95% ClI) (-1.48,-1.23) (-1.60,-1.34) (-1.21,-0.96) | (-1.73,-1.29)
Estimated difference® -0.27 -0.39
(95% Cl) (-0.44,-0.10) (0.55,-0.22) B -
p—value 0.001 <0.001 - -
A F Sl 4/day
2hRp= 329 327 333 102
7| §H4+SD 2.14+1.63 2.04t1.54 2.07t1.54 2.43+1.79
LS mean change -1.40 -1.53 -1.10 -1.47
(95% ClI) (-1.54,-1.26) (-.67,-1.38) (-1.24,-0.96) | (-1.71,-1.23)
Estimated difference® -0.30 -0.43 B B
(95% ClI) (-0.49,-0.12) (-0.61,-0.24)
p—-value 0.001 <0.001 - -
OfZH= Zl=/day
2R 312 304 313 103
7|X "®A£SD 1.37+£0.85 1.36+0.85 1.41+0.87 1.40+0.84
LS mean change -0.58 -0.62 -0.47 -0.63
(95% ClI) (-0.65,-0.51) (-0.70,-0.55) | (-0.54,-0.40) | (0.74,-0.51)
Estimated difference® -0.11 -0.16
(95% Cl) (-0.21,-0.02) | (-0.25,-0.06) - N
p—-value 0.016 0.001 - -
HeH Hf 'z A| HY i 2k(m)
2tk 370 368 369 117
7|1 §H4+SD 154.75+45.10 157.08+45.74 | 157.70+x45.16 | 158.86+53.07
LS mean change 33.55 29.96 7.80 20.80
(95% ClI) (29.53,37.58) (25.90,34.01) (3.75,11.84) (13.61,27.99)
Estimated difference® 25.76 22.16
(95% Cl) (20.05,31.46) | (16.44,27.89) - -
p—value <0.001 <0.001 - -
Cl=confidence interval; LS mean=the least—-squres mean; SD=standard deviation
@ imidafenacin® 2} ¢2k2 = vibegron® ofe| Xfo| EAM 2 FIEX| &S,
® vibegronT 2 and ¢I2F2+2| LS mean(E M ST )

20) 22+ H7HAE
714 ] 2 AR

o

Agat/ala AlE (1Y Wi

sl A% 21

o Auh 3%, AadT 314,

314483, ot
King’'s Health Questionnaire(KHQ)

<13, d

®

9%, ok %, B e
Auba A/ AT WA o

Patient Global Impression(PGD)<

1l e B

%)
%8 %7}



Wik Wka WkE Wki12 Wka Wk Wks Wk 12 Wk Wik WkB Wk 12
00 : + + 0o + an + - +
= -
E-Lo E 10 - Ev
2 -
E ¥ 3 g -1.0
5 2
E -2 g 20 - %
el = g
3.0 -3.0 2.0
Patient numbes WED  WEA WKE  Wk12 Paieni number WEO  Wka WkE  wki2 PAtENt number WO Wk4  WkE Wik 12
Vibegron 50 mg M ME 1 30 Vibegron 50 mg 300 s 31 360 Vibegran S0mg 3 3 3 an
Vibegron 100 mg 358 365 357 355 Vibegron 100mg 368 365 357 35S Vibegran 100 mg 3 34 316 3S
Placebo 1 367 359 354 Placebao 369 367 380 354 Placebo 33 3 34 39
frnidafenacin 107 16 15 12 imidatenasin EFER 115 12 Irmidafenacin W 100 87
D Wk Wk 4 WkE Wk 12 00 +—40
(Y] i a0 ws
= -
- é— "ll
% = Ew ..
é E‘ 5 e
5 g
B0 i° Exn
g 3 E
g : 3
H i T ® I
oIkl
o
Patiant number WED Wh4 O WEE  WkI2 Patient number Wk Wkd  WeE W12 Wk 4 Wha wk17
Vibegran 50 mg I oI 32 Vibegron 50 mg ETFINE TR - T
'J:b-tsrnn 100 mg 37 324 316 ERL] ibagron 100mg 304 0% %6 293 Patr] number Wk Wk4  WEE  Wki2
Placebo 333 3 34 339 Placebo 313 311 303 301 Wibiegron 50 mg 30 3@ 31 380
tmidatenacin 102 01 100 o insklatenacin 103 103 102 59 ibegron 100 mg 368 365 7 55
Placebao 35 367 39 355
imeddafenacin 117 116 1% ¥z

(A) 32 R i 5%, (B) 5tF BT REUNS, (O) 517 FF YUARMT I+, D) 517 BF 243 1%, (B) 3%
HF Ok 3%, (F) 8 ¥ thk Al Bj=ZH(mL) *p<0.05. *=P<0.001.

—a—Placebo—e— Vibegron 50 mg —8-Vibegron 100 mg —e—Imidafenacin

ol

125 7ke] HiSls o Ofzbk B4l MG} 8|S e/
H

=< o
2uZol a2 BIBOM, AFER0| A%F | E4204, Vibegron
100mgTe| ot Sl HYatst H|E2 Mot SHMSZE 725t 3.
| Vibegron 50mg | Vibegron 100mg | 2| of | Imidafenacin®
12 v = 351=<83| H[S
A= 370 368 369 117
YAsE H|E 31.6% 30.2% 19.0% 24 8%
p—value (¢l X}0]) <0.001 <0.001 - -
Ot Bl<13 H|E
2N 227 218 224 73
kst vl 44 5% 42 7% 34.4% 41.1%
p—value (92} X}0J) 0.028 0.073 - -
et sf|& H[S
StX}= 370 368 369 117
Halst Hl g 28.6% 34.5% 20.3% 31.6%
p—value (9/2ka}t xtoJ) 0.009 <0.001 - -
HurAF s H[E
A 329 327 333 102
Yust H|E 55.6% 59.6% 45.0% 56.9%
p-value (9/2Fa} xtol) 0.006 <0.001 - -
AF &l HE
2R 329 327 333 102
Halst Hl g 50.5% 54.7% 39.3% 47 1%
p—value (92} X}0J) 0.004 <0.001 - -




v' King's Health Questionnaire(KHQ)

sol F 9 EA GIFE
2Nz EHF sl B Il

n] =
Vibegron= 744 2lAl el 2A 2222 Moot ?[2kF tiH| KHQ

ool M2 So|51H ZAAZA.

v Patient Global Impression(PGIl) H7IM Vibegron 50mg2l 90.8% 2}

-

v 2% O|Ate| ok= At TEAE= imidafenacinOllA] 2FASH 22474

Vibegron 100mge| 91.6% =tAt7t x| =of THESHR N, off oHEsh
stXlo| H|E2 ZHZt 59.5%, 62.0%%F 20 ek HCt Fo|5HH =U=2.

OtM A ]22)

—

At 2(range: 27.4-33.3%)

—
SRIE=E
S MAL TUUE, LB,

— —

°FtE 2t TEAES| YME vibegron 50mg=olA 7.6%(28/370),
vibegron 100mg=ollA  5.4%(20/369), <ITAA 5.1%(19/369),

Imidafenacin®oll A 10.3%(12/117)% .
Z3=.(4.3%)
°tE FLICZ O|0{ZFl O|MEEZ 2 Vibegron 50mgw, 100mg, #2F+,

/= &S
imidafenacinollA 2t2F 324 33 29 13§0(U=.

21) King's Health Questionnaire (KHQ) : 84+
1

selde WK (A% 94, 247

AT/ g dAte] dhe] AQol)E Wrkehs AEAR, 9749 Erl)l Gl AAA

[¢]
@ oa a AR A FE AT, ARDE A, el WA AR, A, TR/, S A

711)
22) o]’dir-&(Adverse Events, AEs), Wl & Zu®, &4 12-lead ECG 2 U FA]of tigt A7}
5 5 o))

23) TEAEs(treatment-emergent AEs, 2|

_10_



O [Yoshida, 34}, post—hoc]24) 34 Al o] HEIQAIZ(UUIRS) 2HKKNn=989)26)
st 2ol tiet At &M A3}

- [F&4A] Z7|IM ofH]| 12FXte| e HUQAZ(UUI) S, QLEEN Sl
Hi =2, UUl-free HB|Z, PGl BtSE HItZ 1, severe UUI stlO&E2 2
Mekslg= UUI-free H|ES M 2let ClE2 XES0M AEELS 21}
] Rolsil o 2 HME BHS.

| Vibegron 50mg (n=329) | Vibegron 100mg (n=327) | 2|2k (n=333)

Het MZ(UUNBl=/day  : ZIA oid| 123Xt #3} (LS mean(SE))

DE sk} -1.35 (0.06; p<0.05) -1.47 (0.07; p<0.001) -1.08 (0.06)
mild—moderate UUI -1.04 (0.05; p<0.05) -1.13 (0.05; p<0.001) -0.89 (0.05)

severe UUI -2.95 (0.28; p<0.05) -3.28 (0.31; p<0.05) -2.10 (0.28)
QHEUSI4/day : 7|X CHH| 12F X} 835} (LS mean(SE))

2= 3HX} -2.34 (0.10; p<0.001) 2.54 (0.10; p<0.001) -1.84 (0.10)
mild—moderate UUI -2.11 (0.10; p<0.05) -2.25 (0.10; p<0.001) -1.68 (0.10)

severe UUI -3.55 (0.33; p=0.064) -4.04 (0.37; p<0.05) -2.70 (0.33)
St Hi ' Al Bl =2 (ml) : 7| A CHE| 12F X ¥3&F (LS mean(SE))

DE &KX} 33.89 (2.19; p<0.001) 31.16 (2.19) 8.29 (2.19)
mild—moderate UUI 34.27 (2.39; p<0.001) 31.28 (2.37; p<0.001) 7.48 (2.39)

severe UUI 31.82 (5.49; p<0.05) 30.74 (6.14; p<0.05) 12.26 (5.47)
UUl-free/day (diary—dry) HIE : 12FX B+ (95% Cl)

DE &KX} 55.6% (50.2, 60.9; p<0.05)|59.6% (54.2, 64.8; p<0.05)| 45.0% (39.8, 50.4)
mild—moderate UUI |59.3% (53.4, 65.0; p<0.05)|64.1% (58.3, 69.4; p<0.05)|50.5% (44.7, 56.4)

severe UUI 37.5% (26.0, 50.6; p<0.05)|32.6% (20.9, 47.0 p=0.085)|17.9% (10.0, 29.8)
PGI(Patient Global Impression)2 H7}gt HISE : 12FX Ho (95% Cl)

DE X} 60.2% (54.8, 65.3; p<0.001)|61.8% (56.4, 66.9; p<0.001)37.8% (32.8, 43.2)
mild—-moderate UUI |61.2% (55.3, 66.8; p<0.001)/63.3% (57.6, 68.8; p<0.001)/39.7% (34.1, 45.6)

severe UUI 55.4% (42.4, 67.6; p<0.05)|52.2% (38.1, 65.9; p<0.05)|28.6% (18.1, 41.5)

P-values= ¢l 2fchH|

- [okata]

» =5t o|AEFE S 2 Vibegron 50mgTollA tHH|(5H), FAA=(4YH)7}
BERdD LIHX|= 2Y o|styF E0E.

= X|EE ZEHSH &Xb= Vibegron 50mg, 100mg, #ekollA 2+zh 89
149 1290 =2.

= AZboh ofAMHIE 2 EE X 3.

24) Masaki Yoshida et al. Efficacy of vibegron, a novel b3-adrenoreceptor agonist, on severe urgency urinary incontinence
related to overactive bladder: post hoc analysis of a randomized, placebo-controlled, double-blind, comparative phase 3
study BJU international 2020;125;pages 709-717.

25) UUI, Urgency Urinary Incontinence

26) 9899, Fol=7HLE)

ZA 3 Al 3 ek gz
° vibegron 50mg 1¥ 13] (329%)|vibegron 100mg 1< 13] (327) 2k (3331)
mild/moderate UUI subgroup m - m
(>0.10.<3.UUL episades/day) 273" 2817 2777
severe UUI subgroup - - -
(=3 UUI episodes/dayv) o678 4678 067
o A BAATo] EAL ALY SAFA N Vibegron 100mgdollA] 118 ¢ 32} = OAB 7|zto] 71 3xp7) okzF t] @k
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O [Yoshida, 34t Z7[]27) 2 1folA gk 5HA(n=169)28)& CHAR9)S
Zo| Y| oMM 2 SEAME "Wt Cl7|2F open—label, H|CH=

3&+ eletAled 2ot

o= Ay
2, Mas

- [CHXM30)] ZE TEAEE= 55.1% (92/167) <2nf, ek=2te TEAEs &

16.2% (27/167) 2.

= HUE D G XERE 20| vibegron 50mgsAlT0l 100mgS EEECH
TRHez =UeL, RE BEE 2d2 vibegron 50mgwAl Tt
100mgS ol FAGINUS.

» =3t 2=2EH TEAES Vibegron 50mgR XAl ZolA Rt d 7 (4 3%),
TUHAE(2.6%), 2HHH(2. 6%) BHH|(1.7%)F 1, 100mgSE M=
TLHZE(3.9%), HH|(3.9%)F =

= AlZESE TEAE= 50mgRXl 2o 1E'J SH(AME, ZE=ME dAME, &
A F7H B2 E ) MM §7(5) St 17429 LA ALY
£ Melst ek=1f ZHE He=z ZIFE X 2A/UAS.

= TEAEZQ| 32.9%7} A= AlZH & M 123 Setof| E1=%lend,

Ol =0 AlZte|EMo=zE ZiAaBth

= 1HOo| HAo =2 AlSIF o, X2 FL2E 0|2l TEAE= 6H2e| =t
Aol Al 674 LA Btk

- [F&4] vibegron 50mg S22 7IMEE 52FXIX| d vl Bl A

Htr Sl HEbY QAF Sl QAE 3l otx Sl obH HilzA| i

=M et M E B,

SIUNES 115 115 93 93 103 115
0+-523 LS mean change -2.71 -2.91 -1.55 -1.61 -0.71 50.51

(95% ClI) (-3.21, -2.21)/(-3.43, —-2.39)| (-1.88, —1.22)(-1.97, —1.26)((-0.88, —0.54)|(41.66, 59.36)

p—value <0.001 <0.001 <0.001 <0.001 <0.001 <0.001

27) Masaki Yoshida et al. Long-term safety and efficacy of the novel b3-adrenoreceptor agonist vibegron in Japanese patients
with overactive bladder: A phase III prospective study. International Journal of Urology, 668-675. 11 May 2018.

28) @it 1697, Fol=7HUE)
R vibegron 50mg 1Y 13] vibegron 50mg 1Y 13 -> Z7Fd] 100mg o2 Z=3}
o 118(69.8%) 51%(30.2%)
SAF 116H 514
FAS 1159 514
29) W&zt B4 tIRE(88%) 914, OAB-wet type(daily® Hw 13] o] dubd QAF 98)0] 68.1%, 1d o] OAB therapy=
wz] oke 3xl7} 64.5%
30) 12+ H7HE: okAA 7}
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O [Shin, RCT 3431 gt= njold ghah 2kXK(n=210)32)& A3z AMHED}
flotel REY 3 oY vlwsh 14 o, RALIHY, ol3YH 3¢ &
2 23}

- [1X} GIOEX[E34)] 7| oid| 125kt o vz Sl 4 #HSI2H+SD)2
MEEZTO|M -2.38+£0.39, AHoAM -1.21+£0.40 O[Up2, AMHEED
elormziol BT UYUbfkESo| %0[(95% Cl)E -1.17(-1.91 to —0.43)
(p=0.0021) 2 k= "] RL5tH & HaE £l

Variable Vibegron 50mg (N = 97) Placebo (N = 100)
7|8 ®#+SD 11.63 + 5.14 10.96 + 2.47
12FM meant SD 9.04 + 3.32 9.57 £ 2.41
LS, meant SE -2.38 + 0.39 -1.21 £ 0.40
Difference between LS _
mean(95% Cl), p-value -1.17 (-1.91, -0.43), p= 0.0021

— [2X} HIIX|[#39)]

. IR ohl 12F Aol AY eMu A5, HULAMT 35, 24F 35
Ot Bl df=2o| =AMz BH 8ot Z1f, ot & H2ld
ChE R ESOIAM AMEZRS ok thy| Fols O 2 Mg =l

Variable | Vibegron 50 mg (N = 97) | Placebo (N = 100)
L U3l 5=/day
7| 44+SD 493 + 3.26 459 £ 3.19
1238 meant SD 1.38 £ 2.24 2.41 £ 3.47
LS, meant SE -3.72 £ 0.43 -2.34 £ 0.44
Difference betWeen I_S _1 38 (_2 25 O 52) :0 0019
mean(95% Cl), p—value : -9, U.02), PTU.

31) Jung Hyun Shin et al. A Randomized, Double-Blind, Placebo-Controlled, Bridging Study to Evaluate the Efficacy and Safety

of Vibegron in Treating Korean Patients With Overactive Bladder. Int Neurourol J. 2023 Jun;27(2):106-115.
32) Tl 2108 (A87]17E 20209 9€ ~ 2021 8€Y), o= 7HE)

Uz (n=104, 104(SAF), 100(FAS), 88(PPS))

=45 A F (=106, 105(SAF), 97(FAS), 79(PPS))
s vibegron 50mg 1Y 13]

placebo 19 13]

SAF, safety analysis set; FAS, full analysis set; PPS, per protocol set

¢ 29 AT 2% B VY w7, 90K run-in BAE AD F 12% 5 oF WA AR ©
g, g 99l e 3% 8T S olRE 2gste] okEsh vibegron 02 1i19] Ml ER
e X8 v AF 4F, 8F, 1250 &

A= 23

T

7# =
7249] w4

& A~
* T

33) tidsAt 71 (24)

23}7E v A7) &
° = (5= 1ok 7o
o OAB Z4o] vEbdA] 6712 oAl Ao =3 o (3% =% >3,000mD] 4%
= 5] o Wlm ¥ A=FHPVR)O] 100ml o3¢l 45
o el W 057k 8w o4kl A
Z gl felnts e ¢ run-in 7]7FESE Eok =8 v 759 wjukel AL
A% oA 85 s duedF 8471 13 of ! AEe Hef L2 7% MUl 2 ¥
Aol AL o 1¥(160/100mmHg) 745
T . 7lFuuto] 110bpmel 4%
34) 12} H7HAE: 714 o] 1253F A v Sl wsle

35) 27+ W7 R

= 1A Ay 4 BEAEY] duby 34 dug A 34 QA 35 ot 34 S alleA] e
= Qs vE (1Y Mx39<83], okt 31413, A/ duke Ae/ QAT o] MAIEHA] 23)
=  (OABSS(total overactive bladder symptoms score) H<

I CIEER S
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Hute A Z35/day
7|14 "HA+SD 1.79 £ 1.95 1.60 + 1.84
1254 meant SD 0.34 + 0.96 0.79 + 1.45
LS, meant SE 124 + 0.23 ~0.62 + 0.23
n?'efienr@%‘ii %T)t’wg‘i’;afe ~0.62 (~1.09, -0.14), p=0.0112
R4IZ3=/day
7|8 HA+SD 213 + 2.25 1.81 + 2.04
1254 meant SD 051 + 1.14 1.02 + 1.60
LS, meant SE 157 + 0.26 ~0.78 + 0.26
n?'efienr@%ii %T)t’wg‘i’;afe ~0.80 (-1.32, -0.27), p=0.0031
0FZtz Bl ==/day
7|x HA+SD 1.50 + 1.26 1.51 + 0.97
1275 meant SD 0.97 + 0.96 113 + 0.84
LS, meant SE ~0.52 + 0.12 ~0.38 + 0.13
n?'ef;enrg%iz %T)t’wg‘i’;afe -0.14 (-0.39, 0.12), p=0.2948
95% Cl of difference \
Shed B Al B = Z(m)
7|1x HA+SD 171.31 + 60.92 182.60 + 56.70
1275 meant SD 204.05 + 79.19 190.91 + 63.43
LS, meant SE 28.82 + 6.40 293 + 6.45
Difference between LS 05.89 (12.79, 39.00), p=0.0001
mean(95% Cl), p—-value ' T I ‘
B 4 c
‘E" g 05
31 £
E_H g:.m
i 28 15
N L
Week () ’ ! ' "9 2 : Week d H(B
EF ,
B w0 T I
% & » 1 T
E J ' B 12
— —T ek
Week (D) Week Q LF)

== Vibegron 50mg
= Placebo
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O [Kinjo, RCT 34t]36) x|2& 2 XMo| gl= ZolM dHlo| = HZE =
0{AM(n=199)37)5 CHARBIoZ AXHED mirabegrone FEAM Z oMMES
Hlmweh FAAElA MEFA 34F QAN S A}

3
- [1X} HIIX|3£39)] t"é‘ﬂ%-_.ﬁ I mirabegron® 25 43, 12FXfofl OABSS7}

SHMOZE FootH HASIF2LHP<0.001), & O Z2te| Hst Mz
= ®olst xto|7} 81918. (P=0.380)
& OABSS baseline 4 weeks 12 weeks P

vibegron 877 £ 2.31 | 5.81 £ 2.86 | 4.98 £ 2.61
mirabegron 8.44 £ 253 | 579 £ 2.98 | 5.35 + 2.79

0.380

— [2X} EI}X| 340

)]
T T 25 432t 12F0 RolEt HaE HEYLLH

- QOL X EE 2
2t Hslo| welst XHo[7) gl .
QOL Xl & baseline 4 weeks 12 weeks
vibegron 472 £ 1.20 | 3.60 £ 1.56 | 3.41 £ 1.49
mirabegron 474 £ 113 | 3.77 £ 1.53 | 3.43 £ 1.42
» H{ 22X ==
v 24A12F Hix Bl 5 oA 12F 2o welst AT UYL
(p < 0.001), & & ZF Hslof| Felst xHol= AS(p = 0.929).
v 24A12h 28 Sigel HuMI(UU) ST £ ZolM 12F o
Folst HAAE EUX|THp < 0.001), & =& 2t 7elst Xto|l= Y

36) Manami Kinjo et al. Comparison of Mirabegron and Vibegron in Women With Treatment-Naive Overactive Bladder: A
Randomized Controlled Study. UROLOGY 175:67-73, 2023.

37) FA 1999 (A 71%E 20199 19 ~ 2021 129), F=7HLE)

=4 Al (n=102(SAF), 83(FAS)) 2= (n=97(SAF), 82(FAS))
vibegron 50mg 1¢¥ 13] mirabegron 50mg 14 13]

FAS, full analysis set; SAF, safety analysis set

# 1}o](<654] = =654))¢F &= OABSS(OAB symptom score) F4(<10%3 2 >10%)ol| wa} F3l5 o], F29 1:1 wjA.

w« I 7o o], BMI, S8HdW, OABSSEH, QOL A&, wlx¥d A 3EE PVR(postvoid residual urine)ol] 2]3F x}o]7} QIS
* OABSS, QOL A %= AR 452, 1253 A5 AFo| Frie i, 39 wWliedX], PVRE 1253 A5 A5 FrhE.

38) WAL 71 (L)

LR AA =
o o]Ao| OABol| that &2 g2 wo 3z}
o FUA W Xz Ade] gl WA T oA e B3 adrenoceptor agonists Ab&o] thal F717} A= A9
o o° ROl = BA T o T o . _z_]_o EH]—%‘]—OE7]—O§0]O]‘—¢]O
. MR =7 34d o]Ar A 2 3y T3} oo= L == M BT
o TR ET RSN ET L 2ga ge a8 we nagel 98 44
) o e Wi F 2:ZPVR)O] 100ml 27l A4S
. T;]—_,‘:;_

39) 1z} H7HAE: & OABSS(Overactive Bladder symptom score, 914 "4 24k 247) W3}

s

* OABSS : %]%oﬂ}ﬂ /\]’%-E]T‘E ;q_u 14 Hl—ﬂ— 7-/\} x%f\i _,_7]. HHL g])\(o 2) o]: Z4ass /\(O 3) oA Zu I—(O 5)1 ZAdrA] 0/\13(0_5)

/\T
% 0-158 2=, 4Z0-5), 6-11(55%), 12-15(F3)22 E7HH, 125F 34 ol #AhA Aoz ougls a4,

40) 22 HAAE ¢ 49 A(QOL), #l=YA - PVR(postvoid residual urine, ¥l 3= A=)

= AeUA e vk 34 wln, A 314 Au e AF(UUL urgency urinary incontinence) 34= 714+ Al7h, #H A Agbo] ¥t
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=.(p =0.641, p = 0.440).

v bz Al B I:'H'—Eh Al F oA 125 =of FestA S7FstH K|
OHp < 0.001), & =& Zt Folst Xtol= |IAS.(p = 0.673).
b L QIX| &2 vibegron mirabegron P
e e baseline 12 weeks baseline 12 weeks

ESl=/24A] 24 9.30+2.98 7.87+1.87 9.39+2.65 8.34+2.28 [0.929

Gl
QHEY Sl/244 24 2.66+1.74 0.92%+1.25 2.29%+1.69 0.92+1.11 ]0.641

HutQ M SI4=/24AZH 1.78+1.60 0.26+£0.57 1.76+1.68 0.6+1.053 |0.440

B Al Bi=2F (mL) [169.75+74.87|197.76+88.22|159.64+£51.94/185.69+58.59|0.673

= FollME 12F Bof F 2 2F fol8 el YN
S (AMHEEZ p = 0.252, mirabegron p = 0.516).

PVR baseline 12 weeks P
vibegron 26.5+34.4 23.1£27.8 0.252
mirabegron 29.0x£37.9 36.1%£42.6 0.516

— [oFF A ]41)

—

= TEAEE AMEHEZOAM 15.7%, mirabegron®oM 17.5%2 FAIS.
(p=0.650)
v JHE HIHSHH 2 SE TEAEE 52 25 HU|[F S (MEEF 11.8%
mirabegron= 10.3%, p=0.82
» TEAEZ QI§t SEleg2 5 274

1)
b Felst Xto|7} S . (MEET 6.8%,
mirabegron™ 6.2%, p=0.861)

41) 125+%} TEAEs(treatment—emergent AEs, X/ & 3 o|Ak2)o] vty =} A7}



O [Hirotaka, RCT 34t]42) x|2& "t2 HMo| gle TolM gkdto| U= HZE
= oM (n=89)43)2 iAM4H2=2 MHEEZD} mirabegrone wEAM & M2
HlW S FERAufA | EHAT |2 open—label 34F AAAIH ZHD}

- [FEA49)]
= J|XOiH| 123Xte] & OABSS, F7HOoiZt xSl Aer MElQ Al
= WM AHEELD mwabegron-E?_F Te|et Xto|7}F /iR S
7|X CHH By .
| 1 el LS mear.1(SE) =t difference[SE] | (95% CI), p—value
vibegron mirabegron
= OABSS —4.50 (0.46) | -4.26 (0.48) | -0.31 (0.67) | (-1.66, 1.04), 0.65
=7t Bj=312 | -0.31 (0.11) | -0.19 (0.11) | -0.12 (0.15) | (-0.43, 0.18), 0.42
ofzt Bl =315 | —0.69 (0.15) | —0.64 (0.16) | —0.052 (0.22) | (-0.49, 0.39), 0.81
[=¥=CT -1.81 (0.21) | -=1.73 (0.22) | -0.084 (0.30) | (-0.69, 0.52), 0.78
HMutQAIZ(UUI) | -1.73 (0.23) | -1.65 (0.23) | —0.080 (0.33) | (-1.74, 0.58), 0.80
= J|XCHH| 12FXte| |PSS46) HSIO|A AAEEFD mirabegronTZt 72l
St Xto|7} |l =.
7| CHe H{S
X1 tH8| LS mean(SE) M=t | 00 o o1sE] | (95% CI). p-value
vibegron mirabegron
IPSS—QolL -1.82 (0.39) | -1.96 (0.36) | 0.17 (0.56) | (-0.96, 1.31), 0.75
IPSS-V —1.27 (0.49) | -1.26 (0.46) | -0.01 (0.69) | (-1.41, 1.38), 0.98
IPSS-S —2.83 (0.56) | -3.17 (0.62) | 0.34 (0.22) | (-1 38, 2.06), 0.69
PVR 7.56 (12.0) 7.21 (12.2) 0.35 (17.2) | (-34.3, 35.0), 0.98
» J|XCHH| 123 X0l OABSSS| MCICOIA 3& oAb Z+ASH SHXFE2| H|

42) Hirotaka Sat et al. Mirabegron versus vibegron in previously untreated female patients with overactive bladder: A
randomized, single-clinic, open-label trial. Lower Urin Tract Symptoms. 2023 Jul;15(4):129-138.

43) 29 1049 (A@717k 20199 129 ~ 2022 99), Fo=7HIE)

= Alg <t n=52 (SAF=51, FAS=44) & n=52 (SAF=47, FAS=45)
A4S | 2.0 . 2 (64
vibegron 50mg 1Y 13] mirabegron 50mg 1¢¥ 13]
125 A A7 o]A 7|7Hvisit 1, baseline), 45 3+ X & 717 visit 2), 85 ZF X & 7|7Hyvisit 3), 125 2+ A& 7]7H(visit 4)
44) o } 715 (23D
X3+ A7)+

o O]Hel| HNEW2 A glow, I|UA | o] OAB TR FEATE WIH H§-
g Zako] 9lE HA T oA o B3 adrenergic receptor agonist A& &7]¢1 A$

o OABSS A&A 4 34 o9 HE& |« w4 82749, 44, 55 AFA, 594 847 24HX g5 9k B 1
9 3 £ g3 23 ol A &, Al A B “é‘ﬂl“& 173’“ U, Wi T ZFRFPVR) > 150ml

45) » 12 H7IAE: 7|AdE] 125:%k2] B OABSSe] W3}
b 23 HIIAE

714 hm] 1252k OABSS ¢
71 thE] 12521¢] IPSSIPSS-S, IPSS-V, IPSS- QOLH tﬂﬁ}
OABSSOIA gz oz 93 H43ghe] W3 Minimal
KHQ2 44 d4 w3}

OAB-wet(Zat 8 AF(UUD score >2), OAB-dry H|&

ObHAl o] AMFS i BT odnEE g7 A5

3G ORE M WE, SHu, Huhe a3

3}

46) 1PSS(International Prostate Symptom Score, =4 AHA F4F ) ¢
8% HAHE. [SAHS 7838 24 3vH R AF(0-7), T5E(8-19), F

= [PSS-V(voiding symptoms, HH%?”) [PSS-S(storage symptoms, A%

_18_

clinically important change, MCIC)7} Yol

LUTS(ﬁ} 2239

54, PVR(postvoid residual urine volume, 8% ¥ Zhx

el sl st

Bape) ug

S S =1

TTEE Wk A dAiew, ¥

5(20-35)] + [QoL: 133H0-6)]

&

N



&, OBA-dry HlZE, KHQ Zf Ao 5% Zaol U

mirabegronZt F2|et XO|7} |1 S.

- [oHRi Y]

, MEEFZ

= TRAE47)2e| Y2 AMXHEL(38.5%)0| mirabegront™(19.1%) EC} &

o|5tA o Z=US(p=0.047).

= et TRAEE UMEZFZOIM 5Y(9.8%), mirabegronTollA 1

(2.1%) 25t

= JIXMZ2EBEH XK=EEZE  AI™7FX|]  SBP(systolic blood
DBP(diastolic blood pressure), HR(heart rate)dllAd,
mirabegron=Zt F2|et XtO[7} AU S.

47) TRAEs (Treatment-related adverse events, #|

il
)
i
o
ox
Juv)
318

pressure),
MHEEZELA1



O [Zhongyu, NMAJ48) mpoldd dbd sbx}p ciam9)o =z MHEDL £
FAIENe M R MM E H[Wet HES M EEA £1F50)

- [¢Y v =3l] MEELS 22 o] FelstH &80 =U2L), &
22 M F H|wWA| Fo|gt Xfto|7) {i2end, vibegron 50mgZt 100mg
= felst 55 A0|7} I S.

i b 514 /d Vibegron 50mg |Vibegron 100mg| Vibegron 50mg |Vibegron 100mg|Vibegron 100mg
Y vs 9|2t vs 9|2t vs BHREAFIE | vs EHREATIE vs 50mg

WMD51)
p—value -0.82, p<0.001|-0.83, p<0.001|-0.09, p=0.528|-0.33, p=0.084|-0.06, P=0.576
- [y HuteAZ oY oAF, Hlud]
= MHEELES HH] 7ol &80 =jfeL}, vixZES M elst CtE
A FZFAAM SFREAFIEINF WA 72|t X}O|E HO|X| 2LUZ.
v ohH HizA| HiEZF2 AMHELO| SEATIEIMO H|SH FelskAl o
e 552 29
Vibegron 50mg vs &HfAF[El | Vibegron 100mg vs SEAF[E
HMete Al Z(UUl)/day WMD = 0.04; P=0.721 WMD = -0.11; P=0.278
L&t/ day WMD = -0.06; P=0.691 WMD = -0.34; P=0.018
A F/day WMD = -0.10; P=0.636 WMD = -0.17; P=0.137
SHeH H Iz A Y = 2F WMD = 8.24; P<0.001 WMD = 8.06; P<0.001
- oA
= FUAZT Y AS 2E MEELES R OH]| /"gsS STFIA

24 ,

U*end, (Vibegron 50mg(OR 1.86; p
p=0.918)) SFATJIEMTZEC= 2o
0.30; P<0.001 % OR 0.18; P<0.001)

= MEEAE SRAFIEZEC dHelFE "ol =UZ(Vibegron

AL

50mg(OR 1.86; P = 0.027) ¥ 100mg(OR 1.82; P = 0.029))

0.085) % 100mg(OR 1.04;
| o5t/ were(ztzt OR

RKAADO\N 11

=  Vibegron 50mg(OR 0. 88; P=0.879)1} StZ2IXN| Alo|of| F<elolst x}O|
7t gl2g EodFAX|gE Vibegron 100mg(OR 0.26; P < 0.001)2 &

48) Zhonyu Jian et al. Vibegron 50 mg is the optimal algorithm in the pharmacologic management of overactive bladder: outcomes
from a systematic review and meta-analysis. International Urology and Nephrology 2020;12;pages 2215-2221.

49) 28 A4 71 G713 2020 3€ 7HA)

study design: comparative studies

x|z wj A 7] &
Population OAB 3HA}
Intervaentions | Vibegron o 9 B, gi, HelEA stedd 22 =9,
Comparators | TF& X8 & =2 99 Aake A9 E e
Outcomes a5 9 oA Hut
50) AR w3 4789 ARl gk 670 A7t A% (Vibegron, $19F, Imidafenacin, Tolterodine©] X3+ <15)
51) WMD : Weighted Mean Difference
52) AAH 3o EgH gF 2713 2FA|E:  Imidafenacin, Tolterodine
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Z 2ol vlsh HH] ol IAS
= Vibegron 50mg,100mg2 AAKZZt OR 1.07; P=0.823, OR 0.69;
P=0.249)2} 2-&tH (22t OR 1.36; P=0.436, OR 0.85; P=0.689)0l U
of g=aIM el Rolgt &fo|7} BB
O [Hadi, NMA]53) 1folAd Hba SiXt cfabd o2 eRATFIEIA EEe B3 AHE
Mol mad X MMM E v|ueh U ES IMERZA] ZA1ts0),
- 2t 2kNle| 21} ZEE= OAB S2AMH=ZE Creklilend, vibegron 50mgel &4
ot Bz Al Bi=ZOM Tt =2 215 293,
OABZ& | <—-Y2 5 3p%r--r-—- =2 §3———>
oAz solifenacin propiverine hyarocholoride solifenacin
212 /da 5mg/d ER 3mg/d 10mg/d
y +++++ (%) + (%) FHH++ (% x)
i e 51 2 tolterodine 2mg solifenacin 5mg/d solifenacin imidafenacin
/d;' BID 10mg/d 0.5mg BID
y ++++ (%) o+ (%) +++ +
o = Ut solifenacin imidafenacin 0.5mg solifenacin fesoterodine 4
T:\E/d_' 5mg/d BID 10mg/d = 8mg
T/day (%) + +++ +
X uro Al = [fropsium chloride| tolterodine 1mg BID  |fesoterodine 8mg solifenacin
=S5=0. 60mg/d 10mg/d
AL
3 =/day ++ + ++ ++
SRTIN imidafenacin fesoterodine 8mg |vibegron 50mg/d solifenacin
0.5mg BID 10mg/d
B e 2
+ + + ++
o TH AT I+ <+ < +H+ < - < A
- RAEZE: B  (2E52+5 A B58; 2lgte A8 ZAL 2HF)

53) Hadi Mostafaei et al. Choosing the Most Efficacious and Safe Oral Treatment for Idiopathic Overactive Bladder: A Systematic
Review and Network Meta—analysis. European Urology Focus 8(2022) 1072-1089

54) 8 AA 71E FHA7IZE 20219 2€ 7HAD)
¥E A7
o AT FF 27 B3 FAEAZR XNEWLS | o HAT e TAMA
OAB #txte] RCT & o G HH gk A8 ofA
o ok FaAdd kdA v o olA Y o] 2AolX] FE oA
. 349 ] % Ha shve fFas AdEX |« F84 AT, HAE AT, pooled AT, open-label AT &
e 2953 AT g « A7ZA OAB gxlel =3¢ RCT
55) AAE F3: 54709 A7} AAH
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O [Mitcheson, RCT 2b4}t]56) niolAM "hak SHXH(n=1395)57)& CHAl
H

Zo| 2|2k 9! tolterodine CHH|
AFE Al OFHM ) LH2FM

A 2bet LA Z2}59)60),

- [Part1] Z|McHH| 8Fxte| A =Sl HULSLAFSIL E2HAFI T,
QAEESILO|M, vibegron 50mgTe HAUCHH| ZE X[ FEOM Fe|SHA
O 2 445 E¥ 1, tolterodine 4mg2 fettiH] EQAZSI+E K|
st X|EAM welstd o & 28 29 S,

, Tolterodine | Vibegron 50mg ol ok
[Part1] Vibegron 50mg amg +Tolterodine 4mg 2l
b &= 2! 4=/day
BHR} 4 148 134 134 141
7|d =HA(SD) 11.21 (3.16) 11.00 (2.17) 10.90 (2.52) 10.86 (2.84)
8T At 7INEREH BH HEEHSD)| -1.87 (1.78) -1.73 (2.02) -1.99 (2.64) |-1.09 (2.17)
Difference from 9122, p-value -0.64, 0.007 | -0.54, 0.026 - -

56) Henry D Mitcheson et al.

Vibegron (RVT-901/MK-4618/KRP-114V) Administered Once Daily as Monotherapy or

Concomitantly with Tolterodine in Patients with an Overactive Bladder: A Multicenter, Phase IIb, Randomized, Double-blind,

Controlled Trial. Eur Urol. 2019 Feb;75(2):274-282
57) T4 1395% (A&717k 2011 49~20139 109), Folx7HLE 9] 1870=)

X &27]3k S ke =T

8T(V50 . V@begron 3mg (V3, n=144)

+TER4E ¢ SFHEXH » Vibegron 15mg (V15, n=134)
Partl |o 43w [¢ @E=QW vs |« Vibegron 50mg (V50, n=150) e Tolterodine 4mg (n=135)
(n=987) | &>l Heaw e Vibegron 100mg (V100, n=149) e Placebo (n=141)

F AFE St A7 A | » Vibegron 50mg + Tolterodine 4mg

V50 &) (V50+ TER4, n=134)

. Wmagm : OE (= ]
Part2 4= 5;05 / Vibegron 100mg (n 112.) * Tolterodine 4mg (n=122)
_ a Ch=Q W ¢ Vibegron 100mg + Tolterodine 4mg ~
(n=408) 7} (n=110) e Placebo (n=64)
3 -

e part 1/ part 22 Y59 AP part 1S part 29] €HFS AASEE A H.
A 1FEHY 3F)0e] 24

(S
717 xS
sl 2} =

.
N
-
k]
o
=
—

Ik A 79ANY RUAE FARAL. EEE 1, 2, 4, 85

g
2, 177k9] 919 run-in, NEGHE 18 85, SE 2 47), 293 2540 F4 w3

45900, 93 B W 29

xE

A7)

A

[

/3

o o] 40-75A(FHE 1), 18-75A(FE 2)
o 2APY A AN B A4S 7 A 37E o]l

o OAB-wet, dry 7]5& W53 4§ o IE 1o st
. .

v OAB-wet @ Hl QA4 3t f3319) and (=1 4 A HE 2
EEREEES A AR
v OAB-dry : WA Ho (=28 #lx3<) and (23 & |« 42, EH{HTFH,
Aubsl4s) and (<1 AuFQAF315) Jale] oAy E=
o BN QAT Slgny AUl AFe 3t ¢ we A A 5
o Ao fojs AP HAF BE AR olio] §l=
Iz 5

« %3 (SD) 34} A% 58.6(9.3)
AT 89.7%2 FA7} oA e]
[es Ke)

AT

o 80.6%7} OAB-wet type(¥]:=d
A Ft 83 o9 Hlw, 13
o] o] AukA QAF)o|AUS

* 63.3%]

A = = [}
@'E%}é X]JEJ"-E E]:LT:

327 OABol

o
Aol gl

60) 1 9| H7FEE
= A O] 45l A e I Bl Sl5e] Wsk(part 2)
= 7)EA oie] 453K part 2), 85K part 1)o141<]
* King’s health questionnaire(KHQ) 2}
o OFHA: SRS ECG, AAMY §2%], o]t
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® vibegron®2} and ¢l2kE2t2| LS mean(E &M B H )

Hute M F3l+/day
EHRp 121 100 111 118
7|8 H(SD) 2.81 (2.06) 2.80 (2.13) 2.71 (1.88) 3.11 (2.68)
8F X 7|M2HE A HeIZH(SD)| -1.90 (1.75) | -1.67 (1.55) | -1.66 (2.07) |-1.34 (1.77)
Difference from 912, p-value | —0.72, <0.001 [-0.46, 0.030 - -
E 2433 5/day (OAB-web HAtZH
SR 121 100 111 118
7|1 " 4(SD) 3.10 (2.26) 3.08 (2.39) 3.15 (2.41) 3.61 (3.26)
8F At 7IMZEE Hoa HslZHSD)| -2.02 (1.82) -1.80 (1.47) -1.97 (2.45) |-1.68 (2.01)
Difference from 912t p-value -0.60, 0.005 | -0.34, 0.140 - -
2385 =/day
BHR} 148 134 134 141
7|4 =HA(SD) 6.43 (4.22) 6.39 (3.78) 6.84 (3.96) 6.52 (4.37)
8FXI ZIMZ28E HA HsEH(SD)| -2.36 (2.35) -2.52 (2.73) -2.84 (3.70) |-1.57 (3.28)
Difference from $12t%, p-value -0.76, 0.024 | -0.94, 0.007 - -
LS mean=the least-squres mean; SD=standard deviation.
@ Constrained longitudinal data analysis model included variables for time, region, and interaction of time by
treatment. Negative mean treatment differences were in favor of the intervention (vibegron or TER4 as monotherapy)
versus placebo.

KHQ
%sr, A8t At
ol of 2 M2

/\Ix.”X-|

- [Part2]
. 7|X1EHH| 8T Ate| L

ME Aol M, vibegron 50mg

stk ZHel

EXRE

H|_3|A Myt

2 oz jb| 571x| Hoi(AlF
A, BAF AZEE)OIM IR ] R
2MIHS, E24IFHS, WY

Sl4=0llM, vibegron 100mg+tolterodine 4mgw< vibegron 100mg= CH

X ZEAAM O

EL 7I—A§

BE@FoLl B2&F

9_| 3|_7(| o_I-oI-_T)_

LS A

H 2= b=
tolterodine 4mgw | 2& X[ FoAM Felsti o & 428 EQUS.
, Tolterodine | Vibegron 100mg @
[Part2] Vibegron 100mg amg eTalreelie A 22k
b i 3 5~/day
2tk 111 122 110 64
7|X "H(SD) 11.88 (3.81) 11.07 (2.30) 11.24 (2.94) |11.56 (3.23)
AKX 7| Z28EH HAa HslEH(SD)] -1.95 (1.90) | -1.16 (1.80) -2.09 (2.01) |-1.20 (2.00)
Difference from /2%, p-value -0.79, 0.009 | -0.12, 0.691 - -
Difference from V100, p—value - - -0.23, 0.356 -
Difference from TER4, p—value - - -0.91, <0.001 -
Hute A F3l/day
SR 86 102 86 53
7|4 "HA(SD) 3.22 (2.41) 3.29 (2.43) 2.83 (2.04) 3.52 (2.52)
AFX 7| ME2EFEH B HSEHSD)| -1.71 (1.72) | -1.38 (1.85) -1.77 (1.25) |-1.50 (1.93)
Difference from $12#%, p-value —-0.24, 0.421 0.12, 0.668 - -
Difference from V100, p—value - - -0.17, 0.49 -
Difference from TER4, p—value - - -0.53, 0.027 -
& AIZ3I5/day (OAB-web61) EHX}ah)
2tk 86 102 86 53
7|X "H(SD) 3.63 (2.81) 3.76 (2.90) 3.24 (2.43) 4.25 (3.43)
AT Z|IMZ2REH HA HslEH(SD)] -1.98 (1.94) | -1.65 (1.90) -1.98 (1.39) [-1.73 (1.84)
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Difference from 912, p-value -0.39, 0.195 | -0.01, 0.984 - -
Difference from V100, p—value - - -0.12, 0.626 -
Difference from TER4, p—value - - -0.51, 0.038 -

2 435(%/day

N 111 122 110 64

7|1 Ha(SD) 6.53 (3.77) 6.68 (3.71) 6.13 (3.14) 7.24 (3.69)

AT 7|2 R o #HSIZ(SD)| -2.52 (2.67) -1.56 (2.16) -2.68 (2.44) |-2.35 (2.44)
Difference from 9128, p-value -0.24, 0.530 | 0.76, 0.042 - -

Difference from V100, p—value - - -0.27, 0.400 -

Difference from TER4, p—value - - -1.27, <0.001 -

LS mean=the least-squres mean; SD=standard deviation.

@ Constrained longitudinal data analysis model included variables for time, region, and interaction of time by
treatment. Negative mean treatment differences were in favor of the intervention (vibegron or TER4 as monotherapy)
versus placebo.

® vibegron® 2} and ¢|2kE2+2| LS mean(E M BE )

= KHQ A& Z3ol|lM, vibegron 100mgT % ekt CHH| 671X P (A
= dak Aot AN sH AMAAE MEH JHolEA, A, SAF AZIE)o|A T

MO Felst o 2 JiIME 2 S.
— [oFM M 62)]
= Vibegron 50mg+Tolterodine 4mgTOlAl =2 O|AMEIE 2 22.4%
1

Z, Vibegron 50mg® 2 Tolterodine 4mg ( 6.3%)0]|
H|g =t} AMzZist o|AtHls 2 X|Z2FEF H[SHAl= & XH0o|7} §

F-I-l

o =
AA 3 -
, Tolterodine | Vibegron 50mg ol ok
[Part1+Part2] Vibegron 50mg e +Tolterodine 4mg A<
NS 148 257 134 205
>1 AEs, n(%) 62 (41.9) 116 (45.1) 69 (51.5) 88 (42.9)
Drug-related AEs, n(%) 23 (15.5) 42 (16.3) 30 (22.4) 30 (14.6)
SAEs(AlZtst o|AHEES), n(%) 1 (0.7) 3 (1.2) 1 (0.7) 2 (1.0)
X7 Zct 7 (4.7) 11 (4.3) 8 (6.0) 17 (8.3)
(=8 Hj=3197) and (21 HAHreAF3SF)

61) OAB-wet : Wi IA3 H
62) partl, part2=25FE o] otdAl Az
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2t 5+s(63)64)0f =™ vibegrone &s0| 7| 2N =2 tisSstl, £
22 2 ASAe Held =HAM JHMAE S HM3sto, niolA gbdt sk}
=2 X7 MEAH ot 4o A JIM FHAM SE8H JIX|7F JLEZ,
22 ALl mirabegront sstH =0{ 21™0| Eet

- vibegron® &FAFIEIA Sl EAZ(FLAE, HH|) 22 2Ist =3 & X5t
EE= mirabegron?| AEMSEE 3 detas BAE ffdH| et Mo =of
2tXE0| X2 E X|&H JtsMo| =3.

O dEE2 "Dl ghgko| oy Mukzt dim 3 HulM QAT I X &7
of 37 g2 <22, A mirabegron S0| Z0i=11 A0 x| 754
a2 1 Al UM el LYZHUHMEE S BIV|E # HX So &5t
7 Hex=(Rz4t HEA| Zesicty Erekel= kAo s EstX|] 23,

63) -9l 713t 3|( )
64) thhn] o) sk3)( )
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(8) M= SH &

olet

O A

02t

K
rlo

A8 =7t & 17/= I (=)ol =M= US.
O Mel= grtEzt

O NICE (20244 9€): #H11 (vibegron 75mgoll CHall =7}
- 5o 7|&

= SHEATIEINO MEsEX

2xrgo| gHst M

ool M 5
= vibegronO| Metet X|2& T SILIE

o] MEdz|ojo} & (FeHH|E, 8, =HSFY 74, commercial
arrangement 7F 25 112{=[0fof &)

= AMAIAN|M vibegron= $2iH| OAB S4F 2440 o E2™o|Y D
olg{st A A= SFAIIEIME F0o{st Mol U= 2
2k 7| RARES (Mgt 2H)

. Eot
=

O SMC (20244 11&): A1 (vibegron 75mgdl tHsl =7}

= Mol Il grd ZAe| X[ =o| B3 ABA| AZe FItAQl

AP -1 PN Ye)
M3
- e =
= H[W2FH|: mirabegron
= ZH¥H|m S E2, vibegron 75mgOl mirabegron®t |
F A 2HZE Mz o|dEkSoll x0T}t flEE 2o F U

O CDA-AMC, PBAC: ®Jt A2t 818,
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