2018/10/17

R Gk

) UMIN-CTR ERFRER 2 RISIROME

BACK TOP @& UMIN-CTR /h—/ @ FHAEDSA (55 hk) @ HEOHE GElRk) -#H#E+ @ FAQ
FIRER : UMIN ID :
HERERIRR HERIL T /Completed
UMINEXERID UMINO00020904
SHES R0O00024116
StEs ERBERREREFNLEICE T 7RI EVEREERVTFLYS Y 3—)LE
" FZE (1.2L%) EMRUIFLYYY I—)BRENHIRTED R
— )\ E
ﬂaz_\ﬁaElE])(zlsﬁﬁﬁE 2016/02/08
RREHA 2016/08/08

K AR—IINFOERIF. BARARICETZERLMAZENE LT, UMINDFHER U TWAUMINERRERER S X7 ARt Nl

RABRBE®R TIo

¥ RBEDERERVCAERZFICOVWTE, BEEERELC—MROAICAITTEETZIEFENE L TVWEREA,

i E% 4 /Official sci
entific title of th
e study

HERfEEE % /Title o
f the study (Brie
f title)

SRR fEithisk/Regi
on

¥WHREL %A /Condit
ion

EREBRX 451 /Classifi
cation by special
ty
EEBRX 5 2/Classifi

cation by malign
ancy

7'/ LR OER

HAKIE$R/Basic information

EXRBREEREFNBICE TS 7RI
EyvBesaRYTFL VS Y d—)LEAZE
% (1.20%) &RUIFL>ZY =)L
B E WAIERED LB R

2REBEARBEREFILEICK TS 7 A3
ErBeAERY TFL I d—)LRAIZE
= (1.2L%) ERUTFLYZUIO—)L

1.2L polyethylene glycol + ascorbic ac
id versus 2.0L polyethylene glycol-ele

ctrolyte acid for outpatient bowel pre

paration.

1.2L polyethylene glycol + ascorbic ac
id versus 2.0L polyethylene glycol-ele
ctrolyte acid for outpatient bowel pre

BB RFERED LLBEER paration.
H#A/Japan
X &REE/Condition
KBEELMK (EXKBREERERITE | Colon diseases (Patients undergoing r
#) outine total colonoscopy)

HLERMEIE (H1EE) /Gastroenterology

EEEZE AN /Others

WWZ /NO

file:///Users/Hiroyuki/Desktop/%E8%87% A8%ES5 %B A %8 A%E8 % A9 % A6%E9 % A8%93%E7%99%BB %E9%8C %B2.htm



2018/10/17 ik R R St
Ly/Genomic infor

mation
B#/Objectives
KEARFEREFLEICH 27 XTJLE | To evaluate the efficacy and safety of
B#91/Narrative vBEERYIFLYSIY I-)LEEFZEEL  1.2L polyethylene glycol + ascorbic ac

(1.2L%) &ERMRVUIFLYZUIO—=)LE | id compared with 2.0L polyethylene gl
REMNFEREOBTRN - REMZHHEMR | ycol-electrolyte for outpatient bowel p
HIEESE reparation.

objectives]

H#2/Basic obje
ctives2
BH2 -z oftiEil/
Basic objectives
-Others

HERDMEE /Trial
characteristics_ | #5E#Y/Confirmatory
1

HERDEE2/Trial
characteristics_ | E##J/Pragmatic
2

ZeM - BiE/Safety, Efficacy

HERD 7 —X/De
velopmental pha | & llI#8/Phase llI
se

£¥{fi/ Assessment

FE7 7 MALFHE Boston Bowel Preparation Scale (BBP | Degree of colon cleansing assessed b
JEE/Primary out S)E L UUBMBD X7 UV TV XF |y Boston Bowel Preparation Scale (BB
comes INEQW Su L AV N~ eSS PS) and an original scoring system.

ERIREE, BILEBICFTEUKRE. 8 Volume of fluid intake, required time t

HICET 27— MNER, R2MFHE | o bowel preparation, result of questio
nnaire on acceptability and evaluation
for safety.

BIR7 D b H LG
1§58 /Key second
ary outcomes

HEAXEIE/Base
s %
BUROMS/Study M A/Interventional
type
HERT Y1 > /Study design
BETTAY/BAS | o cavnstgm Parallel
¢ design

S v 4% Lit/Rando <> 4% L{t/Randomized

file:///Users/Hiroyuki/Desktop/%E8%87% A8%ES5 %B A %8 A%E8 % A9 % A6%E9 % A8%93%E7%99%BB %E9%8C %B2.htm

2/9



2018/10/17 ik PR R
mization

Z9 LMD HLL/
Randomization u | f&35!/Individual
nit
774142 KR{E/Blin |  NMAEREE - BIEEN T 7> MEIhTWS EEF1#/Single blind -investigator(s) an
ding d assessor(s) are blinded

> ~A-—JL/Cont
rol

BRIk /Stratificat
ion

EHIEI{F/Dynami
c allocation
HAEREMEER DE
E/Institution co #ERZETJOwv U &H4 L TWLWB/Institution is considered as a block.

nsideration

Z'aw 71t/Blocki
ng

gFa—R&EH3AH
i%/Concealment

EE - EXEERES IR /Active

[EWLWV/YES

WL Z/NO

[EW/YES

#fA%/Numbered container method

f* A/Intervention

B¥/No. of arms | 2

NADBEH/Purpo

se of interventio | F[5 - 1852 - #%&&/Prevention
n

T ADELE/Type o

) . = /Medicine
f intervention
RERH: Y /YK (ZILEZKR) 12 | On the day before colonoscopy: 48m
mgie4 it Zz BRETIC AR g of sennoside once at bedtime.
REYH : 2.0LOKICEAELZ7 X)L On the day of colonoscopy: 1.2L of p
EVBEERYIFLYIY I—)L8AE  olyethylene glycol + ascorbic acid (Mo
(EEZL Y7 BROFRBEKASE. < | viprep; Ajinomoto Ltd, Tokyo, Japan; ¢
2 03—)L4000 200g. EfEE. A3  omposed of 200g of macrogol 4000,
IWEVE9.495%8) Z1.2LIREL. 25  electrolytes and 9.400g ascorbic aci
[CKEFIEHEFEZ0.6LULERAYT %, d) diluted into 2.0L of plain water and
at least 0.6L of additional clear fluid.

7+ A1/Interventio
ns/Control_1

T A2/Interventio | ®EFIH : T~ /YK (FILE=FK) 12 On the day before colonoscopy: 48m
ns/Control_ 2 | mgiE4ieziREICAR, g of sennoside once at bedtime.

REYH  2LOKICARULZRYIFL | On the day of colonoscopy: 2.0L of p

VI OA—)LEBREREF (Z7L v 7k olyethylene glycol-electrolyte (Nifrec;

Ajinomoto Ltd, Tokyo, Japan; compos

file:///Users/Hiroyuki/Desktop/%E8%87% A8%ES5 %B A %8 A%E8 % A9 % A6%E9 % A8%93%E7%99%BB %E9%8C %B2.htm 3/9



2018/10/17

Mt A3/Interventio
ns/Control 3

7t A4/Interventio
ns/Control 4

7t A5/Interventio
ns/Control_5

7+ A6/Interventio
ns/Control_6

7+ A7/Interventio
ns/Control 7

7t A8/Interventio
ns/Control_8

T A9/Interventio
ns/Control 9

T A10/Interventi
ons/Control_10

Fis (TBR) /Age-
lower limit

F# (EFR) /Age-
upper limit
451/Gender

EIRE % /Key incl
usion criteria

FRANE#E/Key excl

usion criteria

R Gk

ORBEMRA S, ¥7O0T—)L4000.
EMEEH) . 22=ElNT %,

& 1E/Eligibility

18 m&/years-old & D /<

7% U /Not applicable

Bz /5 /Male and Female
2REREFEREDESH H 2E

1. BEEEREERL L VBHAZEDRVNDH
5%&

2. GEZILDRVWDHDE

3. BHEHAR 2D VD HDE

4. BERBEARE ULF7FZVVIF7Z
> Z2<30ml/min) XD ALE (NYHA
classll 5LLFIV) DHBE

5. FF I SERMERREIRD B 5 BE

6. RIAEDBMEDHZE (UNEHE]
70mmHg, #E3REEEZ100mmHg)

7. PEUHBEXKEBIE S ZH e ncE

8. HIRFH LRI FDHE

ed of macrogol 4000 and electrolyte
s) diluted into 2.0L of plain water.
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