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ARSI th=Ag B Al LEEOOF sh= FH 2

CONSORT 2010 A= 2=E

CONSORT 2010 checklist of information to include when reporting a randomized trial

ZHEY AT 2E FE AT or
(Section/Topic) “te (Checklist Item) Ay | tedon
No) No
la | AE AGsuwAgelghs & 714
AB-=2
(Title and Abstract) Ag AA(trial design), ®H(method), ZAIH(result), 2=
1b (concluswn)«] —_rL 32} ZEMFAES FA g 3 F
Aol APt ¥ 2o gk CONSORT 4H7 & #z)
aslA mAT = i o] A
/\-]—-—(Intr(i_guctlon) 2a | A A # &=A(rationale)o] A
. s
O
Eackgromd and Cbjecive) | 5y | =596 57 =i 7} Ahypothesis
18 (Method)
3 | AB _AAl Hg NEIFTIE 2T F), FHE
DA 1= 8
A& A A (Trial Design)
3p | AE A F Y Fag WA
(BA71% eligibility criteria 5)3} 1 o]
da | F7tAL A A7) F(eligibility criteria)
7} AH(Participant)
4b | "ol +3E A (setting) 7} A4
. o) 43 ] ]
71 9 (Intervention) 5 iﬂj] Zj}\lé %—Eﬁifgg—;&a T MY AAR AA o
6a | PRl S0l Was Hojd F8, FAH A B
2 34 (Outcome) . AA ogA HUMEHAEAE 2§35
6b | A JMA & AR WAF T olf
7a | A9A EE Fd U7 A HAEA
Z# 4 (Sample size)
b | AREHE Aede S FAE A
# 9 s(Randomization)
8a | &d(allocation) =41 & ZrAd(generate)dt W
=4 24
(Gequence generation) | gy | gy 59 AR AAEH, B Aoz B)
g 24 7] AW TF A A A8 7T F3 87 ),
(Allocation concealment 9 |4 wof L] FEE WA FF =A7F 24
mechanism) AEA oAFY 7=
F7F 89 =AE AAINAEA, T FNARE TH
21 Al (Implementation) 10 (e}r%ollm]ent)ﬁﬁ‘i%xl, F7b ZhAE 7 ol ) (assign)
SR =X
EQIESIE O A= A9, Aol FF F 77 ojHA
o 1la | Epl=s}t Hol JYA=A.GH7HAL MY AR, A3 53
£-2} 21 9 (Blinding) 71 =)
11b | #EHE= A5 I #AH el e




EA5HA 51 12a | 8 - 33 Ao #3F vlae) A" A A +H
(Statistical method) 12b | AB 38 saoly =4 &4 g 2713 &4 9
Z #H(Results)
132 | A 7ol disl did gdE A, oEE Aug e <l
Wbt 55 A Fo A AN Aed dd Fof %
(Participant qflow)
= T E AL =% N _
E2AE AT 2D g 2o W 2 Boks Aedsh ARE Fo) A9 AL
£ ol ¥ e
lda | F7H4 =23 7133 3 713E 5HE e @
2 (Recruitment)
14b | Y 8 T FAT ol f
Hlo] 2=k}l H o] 15 | A o wejzEele]  flojM  17-g A k4 (demographic),
(Baseline data) PFE E4S JENE &
A e QA 16 | Aol sz siAol flojA H7hAk w(ER), sAol
(Number analyzed) d gl og AA.
17a | T8 - 2AA 23 Azpe] dis) 2 wof A, Jjgief o]
Azbel =7 HE . Afo]= FAI I FEEEEI5% 213+t 5)
(Outcome and estimation)
17b | 2% Al HsiMs Al o] HE - Alo]=ep A o
E - Alo]2 F&g VA sk Aol utgEA g
L 18 | AEIE sidold =4 siMe xodste] AARE 71E &)
(Ancillary analysis) A Az ARG EARE T gaA e FEs
7 9 23 RE Sj(Harm) £ =R e &3
3l (Harm) 19 | (AEAGe “Ags AFolN Hop T oelo] Rl
CONSORT Ao &4 5 #x)
21 (Discussion)
- AE A, 715A Y= vlolo] A~ AT(FEE) Aty
@A (Limitation) 20 ?J 1%7% 73}9?@?%*"1141 s ]%‘ié ‘%?_o% (;fiﬁzfl? q312]
Q) H}3 =x] - = [
hEA SR 21 | N9 Ashe) wus AbsAeE S, 1)
&l 4 (Interpretation) 22 | Azt 4, SAA I K 7, JE BEIE=E =4
71E} A X (Other information)
= E(Registration) 23 | 5EW59 ANY 529
= 2 EZ(Protocol) 24 | 7VsetE A Z2EF Y4 Uy
A= AlgAHFunding) 25 | AsAIZAL} 71eF AL 52 B), Aw AFAe] &

ZelY 7|0 X 2, RES Q AT, UFlobrt Bl S W9 CONSORT A9 ; #dsl WaF3t nuAd B
zgkel. kg9l A E. vol38, no.1l, 2010. URL: http;//www.lifescience,co,jp/yk.jpt_online/consort.htmlell A <1

¥ owe 37
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2 A 4 (cligibility) 37} (n= )

Al (n= )
MasEl EREA WS (n= )
o "la AE (s )
enrolment 71€t o] (n= )

Aol et &G (n= ) Aol g &L (n= )
) ged AdE BE (n= ) 499 AYe T (n- )
alllgcz o ggE YL # ne ggE YL 2 re
(o) (n= ) (ol (n= )
37 27 B71% (2 o) (n= ) F2 B7bs (L o) (n= )
follow-up
A AL ¢+ B ol (n= ) A AL ek FH o) (n= )
a4 M4 " (n= ) A4 " (n= )
AT Aol A AL\ o) Aol A A (T o)
n= n=

a9 2 #3Ee AYst vmAlge] 7t &A AAS UdEhle FEXAEGE, Yl digk 9, F3, dolE 34
Flow diagram of the progress through the parallel randomized trial of two groups
(that is, enrolment, intervention, follw-up, and data analysis)
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12} 3t 7% Aol g Research Question A A
AZF3lejok  dt=  Research Question® Z A  P(Participants : 7oA, I
(Intervention : ¥91& 3}H) £+ E (Exposure : F9lo] 2J3f), C (Comparison :
17 vlwale]), O (Outcome : SJEA =A]) Z PICO (YATo AL =& PECO
(FZEAT L)Y el et FxFH oz dAPGI

]
SRe| AAA S FASH7] 98l reviewere= YO 2 29 o]Fo=w 3int #H A

o1go] FAATE

Reviewer A, BellAlE #A #ofo St (Fo] ¥ dEoDS HRAHoE HE
& = 9l= 2ol Hasit. & Reviewer C o3 2o Bty HpA} = A
AR BEY ARALE Algo] HEH & =R AIAAEA HE AFE 7hR Ao

so @Bl AT SR AN APol fE AGFEo] R SR =B A%
2xe daol g A $7F HEHEAS UAFE e Fsok dk.

t HEos AgSAU, ge DI} At
T AAEE RS B4 MET AES 95 G AE A8st AL RAAs
. m@ 7154 Bgd Rl dall Adold $% WY SoE 83 oY 2

@ J9H Zz2EF 4
HA4T oo Abgrel disl dAlskA AA o
7v. AA glol e o] 2
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