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E KR (Basic inform_ation)_

1B B (ltem) EVZ‘FEE(Japanese) HEEE(English)

(Official Eﬁgﬁ;%- DIEFHHZOTIRERER) L POEIAEIE | The effect of nutrition—supplement drink for
titlelzL‘at;:Iz::]uld:':c) BUNE)TF—av(cBkIZTES post-operative cardiac rehabilitation

PERMIRE ) N
(Title of the study | iiRORBRILVEROIER The effect of nutrition—supplement drink
Brief title

£ Hhiz

(Region} B/ Japan

i F I B{Condition)

I5 B {ltem) A& iE(Japanese) E EE(English)

(Gondition)

HRELH TEENR, S/ AT iR post-CABG surgery

.E% Z/ﬂ\1
(Classification by | & ¥} $}5/Vascular surgery
sbecialty)

i $ /\2
(Classification by | B4 8 LI#t/Others
malignancy) )

AN L
(Genomic { LMLVA/NO R .
information)

B #9{Objectives)

15 B (Item) HAKiE(Japanese) HEB(English)

=08 DMEFHTRICRERY D VEEIY L[ | To determine progressing effect of the
(Narrati Y, fifROBUNET—2aV BMEET LD | cardiac rehabilitation or anti-inflammatory
obi ei{;’fe;\%e) Q%ﬁﬁ&mwiﬁﬁﬁm%ﬁ%é@b\ﬂﬁﬁ effect of the by taking nutrition—supplement
drink

B2 | 2o /Efficacy

(Basic objectives?)
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(Basic objectives —

Others)
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(Trial
characteristics 1)

g1 FE2
(Trial

characteristics 2}

HEEnJr—X
(Developmental

phase)

R4l (Assessment)

IH B (ltem) B KEE(Japanese) HEE(English)

IBH o merss = daily amount of activity in post—operative
§Primar ﬁ‘lfﬁ@ EJE@JE period
outcomes)

= deid =0

I & .'};\ ~ i H
(Key seconﬁﬂdarv 3% O P2 5E =G serum inflammation marker

outcomes)

HAETH (Base)

(English)

B
B

I8 H (Item) A& :E(Japanese)

g

Mi 1t A/Interventional

HERTH A (Study design)

15 B (Item) B A (Japanese) HFE(English)

—_— gt o

M W4T W
(Basic. desizn s fT ¥ LL 8 /Parallel

228 Ll 524 Ik /Randomized

{Randomization)

S L{E @B
(Randomization
unit)

Z ganr;dubing) #—>/Open —no one is blinded

AYEB=L | 5ttt v A BB /Placebo

|
(Stratification)

B A9 E {1
(Dynamic
allocation)

nie

gD D

E
(Institution
gonsideration)

Jovsik
{Blocking)
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{(Concealment)

A {Intervention)

IH B (tem) H &5 (Japanese) HER(English)

B
(No, of arms)

TADHB | o,
(Purpose of intervention) B 7T Treatment

=
(Type of intervention) B ah/Food

AL} geaei2p

{Interventions/Control 1) hutrition—supplement drink

normal treatment

ji 2&2 S
{Interventions/Control 2) RERY > VIR

T A3
{nterventions/Control 3)

:

{Interventions/Cantrol 4)

:

{Interventions/Control 5)

:

{Interventions/Control 6)

:

Interventions/Control 7

A8
(Interventions/Control 8)

A9
(Interventions/Control 9)

1
{Interventions/Control 10)

:
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(English)

?Ef
nH

Iﬁﬁ(hem) Ejggg(dapanese)

A,

(Aze-lower Timit) 20 B /years—old Bl t /<=

iy
(Agem% AL /Not applicable
(Genjfﬁl) B4 A /Male and Female
w ML UHITRIRETHHBENNR/ A /AR T%Z | Patients underwent CABG surgery who can
criteria) TSN BAE walk pre—surgery

X p
(Key exclusion

criteria)

B HLBEIEE (e GFR <15mL/min/1.73m&#178;)
AT E 11 . _
AFHSEERE S (BT DAST, ALT, 7 GTPLYY
NHCEEEEEDDES)

renal failure (eGFR <15mL/min/1.73mm2)
hemodialysis

liver dysfunction (any abnormal value in
following marker: AST, ALT, or gamma—-GTP)

BEEMEY
{Target sample
size)

200

|

BEWHEHE (Research contact person)
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IH B (ltem)

H & iE(Japanese)

3558 (English)

BEAEMREES
(Name of lead
principal

investigator)

/A

Satoshi Matsushita

(Organization)

SN

Juntendo University

HER#E

(Division name)

MR AR R

Department of Cardiovascular Surgery

(Ad dfsfsﬁ) R RE AL 2-1-1 2-1-1, Hongo, Bunkyo—ku, Tokyo
B 03-3513-3111
Email . .
Email saty—m@juntendo.ac,jp

REBLSHhEE O(Public contact)

I8 B (Item)

HA&EE(Japanese)

# ;Z(English)
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{Name of contact
person)

wmT 3l

Satoshi Matsushita

fARE R
(Organization)

[EESp N

Juntendo University

&
(Division name)

I i it B 1l

Department of Cardiovascular Surgery

R
{Address)

B RENSGRE Adf2-1-1

2-1-1, Hongo, Bunkyo—ku, Tokyo

03-3813-3111

REOR—LR—D
(Homepage URL)

Email

(Email)

saty—-m@juntendo.ac,jp

1540258 (Organization sending information)

15 B (Item)

H A& (Japanese)

HEE(English)

]

{Name of person

sending
informaticn}

N

Satoshi Matsushita

&= 4, ==

S di $

(Organization)

IERE K

Juntendo University

{Division name)

i . B 4k

Department of Cardiovascular Surgery

RE# R A 2-1-1

2-1-1, Hongo, Bunkyo—ku, Tokyo

03-3813-3111

saty—m@juntendo.ac,jp
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EREEIT R (Sponser)
15 B {item) B AREE(Japanese) % #E{English)
(Name of primary | (O & b 54 Department of Cardiovascular Surgery
sponsor)

REFATHEE, THBROE, BITCER AR, HRAR
SR L TEEE B OMBITT, &
SREBOCETIIITVER A, BNELT. ML IEWSERITHY AT AL

%ﬂ
k=]

ErEOHLEROLOHDEE

B TRR B UET A, BE A AT H

i
FI I:l

itk

AR ERBEEM(Funding Source)

R 5 (English)

(Category of Org.)

IH B (Item) H A& (Japanese)
i s AT T cal Go L
(Source of funding) Sato Pharmaceutical Co Ltd
s 25
AR O X 7 B2 /Profit organization

I
{(Natjon of fundm g)

FOH#OEEMEE (Other related organizations)

IH H(Item)

HAXFE(Japanese) HEFE(English)

§Name of

secondary
sponsor(s))

FRMOFFRER
g

(Name of
secondary fund
EI’!SM

IRBE#E#% 55 (IRBs)

TE H (Item)

{(English)

b
o8

H A5

(Japanese)

HIBEFLIC LA
& -

(Research ethics
review)

HY/YES

i -
(F’ost marketmz

survev by drug
manufacture etc.,

specified by
Japanese law.)

GULDL(EEREEEEE TSR, SHLFREIRIZELY) /Not applicable {Chose this

category if vou are not drug manufacture etc. in Japan)

£H #8425 1

(Qrganizationt)

IEREKXZE

FEFL1
Addresst

AR R AR 2-1-1

03-3813-3111
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{Address3d)

&= = 3
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MR S 1T EN - ERID (Secondary study IDs)
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& BT
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{Secondary study
IDs
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{Secondary study

ID 1)

IDFE LT 1
(Org. issuing

Sacondary study
D1

[ )
SHESID2
{Secondary study

ID 2)

IDFEITHEEY 2
{(Org. issuing

Secondary study

ID 2)

Sl

(IND to MHLW)

3

SERENEMEER (Institutions)

IH B (Item) A& (Japanese) HF B (English)
{Institutions)

ZHMOEIEIFER (Other administrative information)

15 B (ltem) H *X#E(Japaness) HEB(English)
?:‘I ! 2% 8 .

HEBR
(Date of disclosure i 2013/11/01

of the study
information)
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.  BBRESRR (P rogress)
IH B (Item) HAE(Japanese) & (English)

£ B o HE R
(Recruitment | BA#RBU/Preinitiation
status)

JokaLEFEH
{Date of protocol{2013/10/01

fixation)
FEIR

{(Antjcipated trial 2013/12/01
start date)

22 D"‘“""uﬁ'{ j g EE!

{Last follow—up

date)

=

ADBTFEIE
(Date of closure to
data entry)

= oty

(Date trial data
considered

complete}

PR TCRE)E
(Date analysis
concluded)

. RAE{ESR (Related information)
H B (Item) H XREE(Japanese)
THra)LEEURL

(URL releasing

protocol)

45 BY d

{(English)

"
B

I il

P .
{(Publication of | AR22%/Unpublished
results)

HEEEIHURL
{(URL releasing
results)
A

(Results)

A 'i
(Other related
information)

EHE A H (UMIN user permited to amend)
IH B (ltem) H A EE(Japanese) HEE(English)

FE Al UMIN
ID1
(UMIN 1D1)

SFA[E UMIN
D2
(UMIN 1D2)
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