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E A3

A3 2N Y B3 A ZFEofof st Fu

CONSORT 2010 Al=z8] ~E

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

H 322
A=Y < A AE F= AT epor
(Section/Topic) (ﬂfle (Checklist Item) Aew t%g on
No) No
la | A& AG Aot HE 1A
AE-2&
(Title and Abstract) Ag AA(rial design), W¥H(method), ZAHresult), A&
1b | (conclusion)e] FZ3} ZEAMFAEL ‘A L 39 Fo
Ao Wt Alg xFo| gigk CONSORT AW’ & #x)
7L & A A3 = i o] A
A E(ntroduction) 2a | B84 w74} =A(rationale)e] A
] R A
(Background and Ob]eCth@ 2h ERo] Bx wi: 7]—@(hypothes&s)
1 (Method)
3 | NG At 78T, 818 5), dEvE
AT =
A& A A|(Trial Design)
3p | AL A F Y sad WA
(R A7) eligibility criteria 5)3 1 o]
da | B7FA A A7) F(eligibility criteria)
%7} 2K (Participant)
4b | HlolE7E 38 A (setting) 7 A4
- d N5 Az AAE 2 Fo MY AAZ oA
70 Y (Intervention) 5 ;jj].ﬂ] @I ,‘f] E]} gf%x]/]-g— "zﬂsj@g} e . AA Aol
6a | ARl SR = a3 Hod Fa, w4 Ay Fre
2 34 Outcome) . A oA HUtEAEAE 233
6b | A& JMAl & Ao WA T ol f
7a | o9A Hx Fd 7 2B H A=A
Z=d 4 (Sample size)
b | AFEHE Ao ST FAFE AY
W 7 3H(Randomization)
8a | ¥ (allocation) «=41E Zt4d(generate)gt ¥
w4 24
(Sequence generation) 8b | 8 FF: AT FMAEZEZ, ES Ao)2 B)
adg 24 7T A T A AA AEEH Z|FRETE 437 87 B,
(Allocation concealment 9 | Z o ddwro) rE wrx g9 £Avt &4 Ho
mechanism) UEA AHF 7=
T @9 eAE AAFEEA, v FNRE FF
21 A](Implementation) 10 (erériollment)é}%i—t—x], F7F BAIAE ZF el X (assign)
SR =A
EHRAESIH e AF, MY 33 F FIF ALDA
1la | 941 =3 Ho AA=A.G7EA, A AAA, A 3
£-g} 219 (Blinding) A =)
11b | #E8= A5 Md FAHEY s
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EASA 21 12a | 8 - F218 239 3¢ vne A8 BAEE +H
(Statistical method) 12b | AB 22 sfAo)} =R a4 Be =71A 54 £
Z 7H(Results)
132 | A 7ol diel A I A, oEd A85E W <
FA 52 A9 2o A ol AHgE A Fo &
(Participant 4flow)
T alE ML XX N _
EEAE AT FD | |7 2o a8 23 woks Adst A T A9 A
£ olfret A V&
lda | 7t =y 71303 3 73S SHEe @4
Z 3 (Recruitment)
14b | A T8 =& FAT olF
H o] 22}l HolH 15 | ZF o wlejzgpelel  gloj A} QltE Al k2 (demographic),
(Baseline data) dAHRA E4E YRl E &
i e Qs 16 | A ol sl 2 s Aol 1o H7iA f(ER), s ol
(Number analyzed) g Tl 2% AAR
17a | T8 23R A Zpzbe] disl] Zt wof A, Yo o]
Azte} = HE . Alo]=2 A I FEUEEI% 273 F)
(Outcome and estimation)
17b | 23 Al HsiMs Aol o] HAE - Alo]zep g o)
E - Apo]2 FES A sk Zlo] urEA
BzA A 18 | AEIE siHel =4 s M xoste] dARE 71E &)
(Ancillary analysis) A A A AR A gAF e 7EE
Zr 79 83 RE sj(Harm) =& o 538tA e &}
) (Harm) 19 | (MFAEe Wds AgolA Hoh £ dof Hu o
CONSORT 4w ¢ 4’ »5 Z=x)
3 & (Discussion)
5 o A A, 7FeA AT Hiololau ATGEE) A5k
@A (Limitation) 2 1ol wed Afels a4 A 4ld 717
dnksl 7k 8 Az 5 7}
(Generalisability) 21 | A Ao kst T A9 A B, A -84)
3l 4 (Interpretation) 22 | A3 A, AT Felde] 2F, 7IEr #dsts A
7)€} A1 (Other information)
5= (Registration) 23 | SEH3E A 5E=H
= g & Z(Protocol) 24 | 7VsetE A% Z2EE A4 U
A= A3 AHFunding) 25 | AgAlZAet 7el LA A T4 B), Aa AFAe] 9

2B J|o|A 2, REL QAsHE, Urteknt BHAlQ M9 CONSORT AH ; :dst ¥hwt vaAg B
=kl ¢k} X &. vol38, no.11, 2010. URL: http;//www.lifescience,co,jp/yk.jpt_online/consort.htmlel 4] <1

EREC S
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enrol:

o

2 2 A (cligibility) #7} (n =

)

A 4

A9 (n= )
de71E
7t AHE (n= )
718k o+ (n= )

o £FHA &5 (n= )

iy

allocation

AA3} (n= )
MLl gk @ (n= ) Mol st &3 (n= )
g8 AYe B (n= ) e AYe B (n= )
SdgE MYs B s dgdE e & us
(2 o) (n= ) (2 olf) (n= )

%

follow-up

F4 B7b5 (2 o) (n= )

Al 2k KT olf) (n= )

i

34
analysis

a9 2 Y WS vaAge] 72 g 34 YElE EEAEGE, NYd td &d, F4,
Flow diagram of the progress through the parallel randomized trial of two groups
(that is, enrolment, intervention, follw-up, and data analysis)

F4 B7b5 (2 o) (n= )
MY A% <k L o) (n= )
A4 F (n= )

si Aol A Alel|(E o)

n=

4 =@ (n= )
LRI DGR ED)
n
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A A E& 11 2(Systematic review : SR) AA] Axpoll o3+ HA()

O EABA 8= 7)Ao 9+ Research Question A3

AF3slodoF = Research Question®. 24 P(Participants : FTolA), I
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Ojx[= &0 o215t xtof gteh) el HOIH= A el st

ol o g = AT AA

A FQRIAAI D teiAdE 53 F:HHES} vl A F(quasi-RCT)ol v HlH
3} Bl A FMmon-RCT) 59 FHF

vl Z} AF-e] vloloj 2 gl H(bias risk) ¥ 71EF HIFeHE Zbzbe] UMY

@ 7H U 2 T =19 Ao dig @k AE] (EHA & (V)-11-12)& #Z3
2 3t}

A 5 A FA(body of evidence)e| 7|} &

@ % TE5A FA A HJ7F AE (HA ¢4 (V)-13)s FaE 3o

oh. (MEHEAN & st A9 22 A7 A3 S

- 2d MA(AHaHRA(fixed effect model), IF&E&¥ =d(random effects

[e} - 1 T = = A = %X‘ﬂoi(PUbMeds/] MeSH ")E 7(‘] ,—j_
A 2T AL B dolemolEs AT

ot BE (V) A3 1 Qo= 714 thE dof nHio]oj =g 3dt= AH A
Holx go] =B} dRo| =8 HUL A

D Zy2re] =219 & H7}
7h vkelol 2 gl WL
23} AE A5k, HeEr|Eg NEHE =2 4 Wil 2zke] =2 ulolox
G ESE=E= R Misian g
HGADQRIAA A #G vlojoj 2 g2 U2+ o & 29 e 22 %
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7H?J(*M) 71 %), WREGAR, ofFAE
(Intention-To-Treat(ITT), Full Analysis Set(FAS), Per Protocol Set(PPS) &), & %

B3 Ak, FAAS, AS RE 5

s
A WA, ALTA AND BL FEANAN ANE G2 A )
54 Wl Ee BR, HAY,

3 A B UAAS B4, E2IFolt 7
Z2(37) 1 5, H2EZ 9l
A

oHu =
%'IT'T"S'

o}, "HolE FZo UEIAE =& Fgoly 282 9x3ly] Y3 HA 29
A 7 S

o]l Reviewer’t &2 o= HAAst= Zlo] nighz] st

Z7A(evidence) FA2] H7}

HFTAHOE It o=z 3 =55 A7 AA E=2 A & yolrt vlauy&
NEAH AR Hu 5), 2He FF, Ay FTREE A AHEA
(evidence) FADl th3ll SA(evidence)d] F=E H7Fgich

AT AA 1AsHe FAF Hholoj sk thEy] W] YFAT HHAT
AHE B FUSA PAGA L, SUATA HANE AN SHAYA =2
EdT B9 F84 AUFANEAT Do| ARE ©ed TUh] BASA @

=t
71 FAe Brtell JoMs O Hiolojx g2, @ ¥, @ WdBdE

H2h, @ FBFHAZ Ao]=27F AAY o|HE 7t AL A ol wek a3
FAE] AT HWARAA FUeTt ), @ F3 vloloj Fof| A A Hst
A Hr7bst= Aol Fa3stth &% Hlolojx HIrPHOZE o & E9, funnel plotd
e =AAQ @7 9o BeggH A, Egger A4 Fo] At

HEtE Ao Wt ARE AFHoE FFstA st Aeode ZFHQ SAFY
AR, P SAZS vtgoz =5 7o) ojdAd d& FAsty 1 AE uig
o2 FATHH YH(ED)S dust. FAFoZE, o|dAo] va A7EE=E 7
Sol= yAETHRAEAS] FFA uwEk Mantel-Haenszel'd, Petot, Inverse

variance¥ 5 FolA AAZ Ae Ade)H Ad &3 2dCEFAe] FR wet
DerSimonian-Laird®j o] 1} Restricted maximum-likelihoodd & 7h&8] A3 A&
Adg) o= Ae A= Huy, ojd4o] sral A4H= Feole ddasnd
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< gt AE OF oy = EAA ojdAFe Hde AWEeE Zo] Ht
Aty Eg Hlojojx 23rt w2 A9y 7 =19 oldAo] dAEA =2

Aol BEFAA AR T oA & AAAA] Ho| A of It
b 7|sA FEAANFS Alusked oA HAEA - AFAH SR BT EASL
2} 3le 7)Aol AFE HRE =RoA [totality of evidencel ¢ THNA FAHZ
olojo} Frh= Zo] o] HTE AbFo] §le =Eolu did o A7 AA=E 4
AE AT =70 tEiAe EASLA sk 71eAY HEH 2AE #EE wo
A ARZE HA AT (BE (V) A32 1 0 el gz o F 9 HEg
HE Ao 7|54 FAAEFS stz st A9, FAS A st 7154
o 2AA A2 A¢FH ATEATY AHAEMR)S AHES F fle), o189 =
Ts 718 1F A Fa ARE AESte AL Feith =3 dvjstazt g
R

715 BAAFES] gAY AHE 53 g4 gE A7 AdGnR)e #a
2 ARSI = AR, ool Al FAEHE A

W SRe] At BAFLA S Ao BRY BF
N4 EALEFA EAFLA S 54 348 2AZH SRe AR} o
A5 FEBAE Brst] @A low 23S WAl BT 53 thel w3

A% Bl R AHH AFEFIE AT BD
19 3 4H 712G
LRl Qlo1A Ak A} BAGLA S AHe] B

(A=)

- 0] Zof o] UL E Z Minds & 7hel=EiRl 2Hd QA 2014, ofshAed. 2014,
- Higgins JPT, Green S (editors), Cochrane Handbook for Systematic Reviews of
Interventions Version 5.1.0 [updated March 2011]. The Cochrane Collaboration,
2011.
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Z E[abstract]
lj 7 [background], &2 [objective], dlo]E]HUldata
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e 2= Z7 A participant], 7} lintervention], A7+ #H7}<}¢
[stﬁctur—eLdﬂ 9 Z g ([study appraisal and synthesis method],
summary] Z 3Hresult], ZYP?%][]lmnauon] A £[conclusion], 23
y A AmE)e] o 3Himplication of key finding],
Sz/stematic Review =W i[regmtrauon number]&
H-dsA 28 T3 25& AFT
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1=7[rationale] 3 T =AE 71Edd & A ¥ Fo] 7]t
EHLZF{FE] oF & ‘”‘j'@}ﬁ; o’}‘é[f[questlon]]«l A
I 271 part1c1pant 7l Alintervention
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¥ [methods]
TREZI 55 gi ZR2EZC| A, PF EREZ AT
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registration] EE 55HE 59 SEARI oW IS A
2 A Aleligibilityle] 71&o2 AL&3t °4:rl«l
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deha HF FAY S 7|edtt
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FSSC 22000 : Food Safety System Certification 220002} <Fz}. ISO 22000 2% <&
Az AA =20 Z2OS FAEE SO/TS 22002-1 55 U Al 2=H
oz F2H 7|de o3 A4z FRHI T

GMP Good Manufacturing Practice®] ¢kzl. dAls YaFH A =x, Ss5H7FA] =
SN AFo] Al A whEoxa [IAHI F4 ] =
st7] 913 AR Az ASHYME Y 7HE2F A=
5740 GMP 7lol=ekel <& ANt A2 < o
o7 7leAde #HE 233 GMPe HEVF Z|tidth

HACCP : Hazard Analysis and Critical Control Pointe] <fx}. 52l Y1 HEH HF
AZFNAY F4EE O A=, ststed, 559 &Y 5o 93 A4
A HAHE AR F oY DT e, @ Ss FAALAR oA = &
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Al2~®l. CODEX 9]¥3g]oA HACCP Al2®l3x 71 A& 93 7lo <

< AAskar .

[r
W
r

ISO 22000 : International Organization for Standardization(=f#| £=3}7]+)o] HA
A9 sht. AFFAAYA 2" stuE FE ARQIY BE X2
S7AE AT AAlacls 4% & Favy IJEE AS
Al - 71 &8s FAIEAI2ES HACCPOA, ZZFAA 2=l 7id
ISO 90014 =13+ ISO 4. AEALAAE, 821, 571 A5 AxY
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