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NEW DRUG
CRITICISM

BiH|2| 22| Revolution, GC-C £83 &5A|, EFMA

HH[of] O AFAZ AMESH=7t?

ASTHY StA|(Bulk-forming laxatives)

rlo
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2o stAolE 24 RHpsyllium), methylcellulose S=2 2 polycarbophil S0| UCH O] 2FA|
3
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2 37tA7|= HlEadel doj2at 30|22 Egetn QUL OfaHE AHAle ZHOM He &5 2 ot
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NEW DRUG
CRITICISM

BiH|2| 22| Revolution, GC-C £84| &4, EFAUA

2| QO 65M O|A 1 Sixte| HHH|X|=0|= QHESH SkAl2tn B & RUCE
5. 7|Et
Lubiprostone (Amitiza®)2 MEHA type-2 chloride channel (CIC-2) AF2AHE 20063 0| FDAO|A

‘chronic idiopathic constipation (CIC) 2|20 &QI=[RA10, Of2 ZU0= AIHE|R| LQUCEH

Uroguanylin O ZFZ0I7}?

o
ne

Guanylin2t uroguanylin® 242t 25t AHOM HAE== H(heat)o 2ot HEO|E2 ZH2O0|LL A1Z0]
M Ao £20 £82 ZHste 7162 JHAIL AT LA UCH O o= F|Fah B 22 2
M= g Eol Eoleldct. of &

EZ2 ¥ Jls, M 28 2 o Z7|(stool consistency)E RAst= 222 St

0| HMEIO|EEL2 guanylate cyclase-C (GC-C) receptoro] Z&st & cGMP (cyclic guanosine 3,
oA

5-monophosphate)?t Z2 OI7HHE Solf &I|e £Fut 0|2e| &8 RHSICL Ol dd HdR3 4T
g HEZR A2} (cystic fibrosis transmembrane regulator, CFTR)E ARSI MIMEES S5 FL0|2
(C), LLEE&O|2(Na"), 2|1 SEMIHOIR(HCO3)e| &HIE S7HA7| Aol 0|52 RE=FHCt

Guanylate cyclase-C (GC-C) receptor= O{H HetZ 51=7}7?

Uroguanylin® &0 42| Zz5H= GC-C receptors EH3HA|ZICH &M351El GC-C receptord 2|3
2712l MEL cGMP= cGMP-2F cAMP-dependent protein kinases (PKA)E &/d3tA|ZICt Ol= CFTRE

2955t F2 WY U2 CI'et HCO3'E EH[AIZICH £8t Na'/H™ exchanger (NHE)E A[510] Na™2|

ol2{gt 2g2ol Zi, Hi# Jls= J7HAZI7] floi & Wd U= AHY olss FUAIZIL Or=2f
StAM

Py
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NEW DRUG
CRITICISM

HH|X| 29| Revolution, GC-C £83 254, EZAUA

M ZEol U= DNAS £4AIM 7, W, YTHS TS ofz) 290 o] M7|H ot = Fufol
GC-CE A=35tH ZHE J3AIA O FelAQl Hels o8 4+ UL}
guanylin

uroguanylin
STa

Guanylate cyclase-C (&: www.mdpi.com)

ERAE A ofYHA SAULIU=71?

AHZ|  IORRE[ZA(Synergy  Pharmaceuticals)?l  ERaA(Trulance®, H&%: Z2f7tLEo|=
plecanatide)= guanylate cyclase-C (GC-C) 2% ESAHZ 2017E 12 0O FDAOA “AQl oty Euty
18| (chronic idiopathic constipation, CIC) X|&0f &QIE|AUD ZLHO|= OF2l AJHE[R| OFQUCTH O A

=
—
3 mgE AARRFL AIZO| 2HAIS0] SR 18] A+ =85t gofe o2 4 Ble 87 =M =8¢ &

olct
O Al MY RHIZ EWSHE ARHOR WSS 9 U LRI BEIIS! uroguanylin®] 715E
A3to) o] SHS 2T Yo R 2E RAFE JIUSR At 20| oHolch

Plecanatide #2222 QIZt uroguanylind}t |{ASID 22X {ASHH, plecanatide?t 1 CHAAI=
etote] mAMo = ZE MIOQ| LiZ HHO| 2E6HC GC-C 242 ME Qb M 2

GC-C receptoro]|

-
=
of = cGMPY 5%

£ 25 SUHAZICH ME Wel «GMP &52 &2 WZL2Z (et HCO39 2HIE
ASAIRILE Ol F2 CFTR O|2AEe| &d& Sdll OIFR0A|=H|. o= & W AU 0|5 S7tA7]12

SUE 7HEAIRIT.
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NEW DRUG
CRITICISM

HH| 2| 22| Revolution, GC-C £84 E54,

E220A
EZaiA

Table 2: Efficacy Responder Rates in the Two Placebo Controlled Studies of CIC:

and at least 3 of the last 4 weeks (ITT Population)

at least 9 of 12 weeks

Study 1

Placebo
N=452

TRULANCE 3 mg
N =453

Treatment
Difference”
[95% CT]

Responder”

21% 10%

11%
[6.1%, 15.4%]

Study 2

Placebo
=440

TRULANCE 3 mg
N =430

Treatment
Difference”
[95% CT]

5
Responder

21% 13%

8%

[2.6%, 12.4%)]

" CI = confidence interval

" primary endpoint defined as a patient who had a least 3 CSBMs in a given week and an increase of at least 1 CSBM from baseline in
the same week for at least 9 weeks out of the 12 week treatment period and at least 3 of the last 4 weeks of the study

# p-value <0.005

TTe 222 HiFE ZE EAE S R HiZE 2220 &8 Aoz 7tFsiH A&EM &8 620
A Q0| AUMAY ZENRA| 2 2SI Wolels SMYOICH 222 HiY AAAHOM ITTE =222t
CH= 2o Oof|=QlAt(prognostic factor)?] @S RAIAZ £ UL O|F Sol0] MEH HS¥(selection
bias)2t Wzt 2010 IS Z|ASIAIZ & ULE
SHZ|OF A2 22t HiY UMAFHOAM AHEAM Eto|L 2= €ztoz 70| S A4 Al
Aol M Cidz et oEE Ye&s| Jolste 22 EAMZN0 F2 02 & JUTs HOM 0i1? S5t
Cto & & ULt

Z2&
BH| 2|2z O|atyd €QIOo|Lt 7|4 ASZ HiA|EH & S4 ASHE T A TAZ ME S L Alde Iy
MOl A|=EICt 34 SH0| QoM ASHAHE FO0SICt ASHHE Ost =AMt REF22 AFESHOF SH=3]
Or2] Falizl 2|2 iz|gt 2|28 2o6t= 7|7t F0{ ZHADt kAl HEH, Aol ot 2 B222 2 4
2240 HS 1N2{st0] MEHsHO} FIC},
oty E2Y HH|(CIO)E 7|124Q 2QI(EY, A= 58 5)2 Alelsty, 28 279 7[sd W40l 2fst
27 HMY BH|Qt T 59| 7|s0|40f ot Malid BiH|e] & 71| YEf2 IA Ls & UL EEE
Of LIEtLI= HRE QL.
Prucalopridec= MEfA 5-HT4 £8% E5HZE & 252 77|l 482 o, MEA 2AstA|0o B8-S0
o= FAR20s A2 208 ASHAHE STSt 0] AA|E AFESICH 1A 5-HT4 £84 &sH & cisapride

©Copyright All Rights Reserved @ Korea Pharmaceutical Information Center Since 2000



NEW DRUG
CRITICISM

HH|2| 29| Revolution, GC-C £24 &5, EFAUA

|-
= Z

= =
St1l, tegaserod EE cisaprideS CHAE A2 7|CHSHRAR|T HA| HASO| EH22 A ALERA| ¢
E

& =20 2Y 2Esto] QT 4 dy2= st FYUW o 4y FAe fAHZ A A0l 27ts

’

=
ULt olof prucaloprides $&, 79 £9

O BmElof Q| otk

k=

rlo

SIA M2 7|49 HARSZEANZ 0| FDAOIM CICO| &2l 2= type-2 chloride channel (CIC-2)
AF2H2A 20060 24S £9Q=l |ubiprostone (Amitiza®)0fl 0|0] E22HA (Trulance®, MEH: Zoj|7tLt

E}O|E, plecanatide)7t & HH&O|CE,

ESFUMAE= guanylate cyclas (GC-O) 84 EsAHZE FURSS FRotH AU 3 L o 27
(stool consistency)E Z#Hotez ZES Bttt ol U0l Ha4H2=2 Zst= uroguanylindt |AFSH 2
£ 20 AT AES SIER 5-HT £84 EsH0|M LEIE & e A2 2282 glg 22z o
AFSICEH

o2z ERUMAE HH|E Ut 101y Y SFEF AT A4 34 AF0] A== Aoz Lo &
HEITHH CIC 2AtofAle 7ot2t =30] 2 22 O 45t

CHStLlabet3|2|: & 88 & Al 1 & 2015
CHotL2}SES|Z]: Al 83 # A 5 & 2012
7|EF QIE{Ul 2t=2
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