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Background Key eligibility criteria Patient characteristics (n=921) In-hospital , non hematdlogical adverse event (n=912)
N — — Rroven gusiric DG {n=453) LADG( n=452 ) (CTCAE vard 0 G3-8), (%)
= The ety of isted distal {LADG) with Eal stuge 1A (TINO} or 1B [T1H1, TZ(MPNO] sccording to the||  Ape Median HEnge) 64 (27 -B0) 63 (25 - 00) ODE (n=455)  LADE(n=457) P-value
nodal dissection for stuge 1A end I8 QEmiric cancer hax heen aiready (| g oo neme ClgExfication of Gastric Carcinems, S econd Engli ition®! Gender Oweral 21 (45%) 19641
reported in owr previous phuze X shuly ) In case without preceding endoscopic mucoml resection{EMR) or Male { Fermil 275 1184 2m 1173 pancreatic istuta 2(04) 204
* Although the number of puticrts LADG hax been heither ‘cHT" or ‘TNOWNI N0 | Clinicl T siage Postoperative hemorhage o 200
there in no confirmutory randomized cortrolled trial {RCT) to evaluste | ingication of EMA” e 1 3 1 Intr agbdaminal shoess: ) 708
the efficacy of LADG mmr-mi'llhnnm ﬂlltll nl“mﬂv( GL uxe with preceding Em or ESD, the following conditions are Anastamoliclesk 11(02) 10D
ez s, w9 unimown 0 1 oo temasis 5 5
; . . - I Clinical N stage o
Objectives ":)1 puthological findings require adlditionsl gusirectomy (i) within 51 e R 50 11 Ghckecpet 0 0
— oy fram EMR, {iii) no perforution by EMA, (i) resection margin of EMA ko a f mping syndrame
 We conducted s RET to confirm the non-inferiority of owernll survival (95) | didl nol reac h to the upper third of the slomach Delay of Gastric empling 403 20D
of LADG to ODG in patients with clinical IA{T1HO) or IB(TIN1 or | ) Tumor locsted in the middle or lower third of the stormach, and curstive | CiMiEs! =uge Gastra—escphagesl regurgitation 0 0
T2[MP]HO) gestric cancer. resection is eected to be achievable by distal gasirectormy: clA lcld e 5 6 Obstructive feus 1(02) 102
' _Sufety and shortterm outrome are presented. {6) Aged 20-B0 years. (7} PS {E COG) o 0 or 1. {) A body musz index of - unknown o 1 Paralytic leus o o
0. Theomb oembakc event o o
Endpoints & Statistical lethods @) Ho prior irestment of chemotherupy or radistion therapy sguinst ary 01 458 {1 458 11 Pneumonia 4(03) 10D
other Preoperative BMI Ciivylo leakage o 0
Primary erdpoirt. We articipate § years of follows || 2 jop0.se Gasric Cancer #sosiation. Jspaness Classifiction of Gastic Cardnoma, %1, 1.2nd |__Median_{Range) 22.6 {16:2 - 25.7) 223 (15.2 - 20.5) W 0 209
4 ‘Wound dehiscence 1102) 0

* Overll survivl (B5)

Secondary endpoint.

* Relapsefree survival (AFS)
Preportion of LADG oo rpletion

+ Aduerse everts
Shart-term dinicd outoo mes
Foctoperative quaity of life(B0L)

Samgple xize: 920

Proportion af comuersion to apen surgery

up witer 5 years of  mccruml,
ermuring ot least B0% power with
u one-sided slphs of 5% ard 8
non-inferiority margin of 5% in
terms of Syewr murvival. This

asumes cted  5year
oversll survival of 80% in esch
arm.

Planned eccrusl: § years

Actusl sccru

15732010 2901172013

Lutest snulysis: 16422014

Englich Biftion. Gastic Cancer 140810

Operative details (n=913)

Eligibility criteria of the surgeons and quality control

ODG (n=45 )

Operating fime {minute) Medion (Range) 194(48 — 445)

LADG( n=457 ) P-walie
278 (120 - 577) p<00M

Heratological and nonhematological adverae events, (n=912)
—‘P_IEE)EJ&LGJ% e —

ODG (n—455) LADG(n=157 ) P—vahie

Study design

SoTsgE T et career ERREST
i tal gastrestomytraatabie, »20 and <80 years, P 0 oc1, B30
h=821
1.

+ D or more dissection is applied for clinical stage I tumor.
+ D2 dissection is appliedfor clinical stage I8 tumor.

The hightestin POD 1-3
The hightest during in-hosp.

377 (352 -393)
378 363 -333)

E:
E:

= Only the surgeons credentisled by the sludy chair can be || Biood loss ) Median (Rance) 15(0-830) 38 (0 1220) p<OOOI Levcmenia ] o

responsible for both LADG and ODG. Number o flymph nodes retrieved, Anemia §0.1) a3
* Inthe ODG arm, the experience of 60 or more open gasirectomies Medion (Runge) I9AT-1149 9B p= Thrambocylopenia 0 102

is needed. Canverted to 0DG (0 - BEe Hypoaluminemia 102) 102
+ In the LADG arm, the experience of 30 or more LADGS &nd the || Opereie procedure «@ B ... Hyperbiirubineria 409) 204

i i i i s ctomy L Elewation of AST 192 57 (125

;Tr';r:;“:: :;;::qumlenl by the Japan Sociely for Endoscopic o oresenein gt e e Elewation of AST D Eu; “:“a;
. y ;. hort-term clinical outcomes (n= Elewation of creatinine 102} [}

All the LADG are centrally reviessed by ° P o
Operative procedures Freportion o reqared naess EEEIE R OGS P -value sa.D 07
~ The extent of nodal dissedion s decided according fo the surgical || ity 510,00 270 (593) 206503  p=-0006 204 @

T and N stage which is based on the third version of the G astric First fstus, POD 30-13) 2(0-7  pcooont 204 o

Cancer Treatment Guideline in Japan®{ Body temperatre  ©)

e on of Eerum ol

78 (55 - 395) p =036
79665 -40.1) p=033

ug
trisl confirmed thet LADG performed by the credentisled surgeons was

O0G in tenms of mdverse cvent and short-term clinical

+ Forclinical T1 gasiric cancer having 4 cm or more margin from the Medion Cance) Du:nm‘
myloms, pyl llowed. Infracperalive adverse events (N=917) (CTCAE verd0 63.4) L e T o 0 A Mo B ST T O e

+ Bursectomy is not allowed but preservation of amentum andror D6 (acts5 ) LADG(nedb? ) Confinmed by the pTEry nalvEs
Vagus nerve is discretionary. Thromboembalic event ) 0 planned in 2018,

- Inthe LADG arm, »6 cm of the mini-laparctomy incision is not Intraoperative hepatotikary infury 0 o

UL R allowed. Intraoperative arterial miury . ° mAS‘TOWIBdgiTemnb The Naiorel Cancer Cerler Research and
H i i @ Study was < pparted n part by l Canioer Carler Researoh a
i T2 !;:5;":”@2:‘:’2:”3:‘9: reved atumor stage of llor greater, the LADG s Intracperative venous injury 'n' : Develapment Funds| 26-A-4) the Grantin-Aid for Clinical Cancer Research(H21-019), and
Atotal of 921 fom 20131128, 4 e o ointe: 3 Health Science Researeh Grart for Medieal Frortier Strategy Researehf HE6-033 )from
Intraoperative splenicinhury o 0 the Ministry of Health, Labour and Welfare of Japan
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P = Y &3(L%‘aﬁﬁazﬁmﬁﬁéna%’ﬁﬁb“ﬁﬁ‘cﬁ DIGTRARTE
DFE—DOEEZNEIM, JAMATRE (TIHE

Vancouver group (®MDICMIE) KDFE—I&FEMAE (Uniform

Requirements for Manuscripts Submitted to Biomedical
Journals) A&

NEIMHOFIZSAE (CRE 9 DEEFRE
Annals of Internal Medicine W &&E{LIEREBN

CONSORTERAAER

GPP guidelines/A%&

ICMIESR — 1S ARTECRET
BePRERER S R m SR DB (8N

CONSORT20107=HA

“ICMJIEHERE" &2 (Recommendations for Conduct, Reporting,

Editing, and Publication of Scholarly Work in Medical
Journals )

ICMJIEHERZERET

IPDOAR - HEICHY SRt Eikiesit& UTRE

FREFOFERE (CHUGRIENEN

Food and Drug Administration Modernization Act
(FDAMA, FDAIRALSE)
FTAREFIDIEARER (CH W CERABRE RN E

ClinicalTrials.gov:EF A

UMIN-CTRERRE (HXK)

Food and Drug Administration Amendments Act of
2007 (FDAZUEE)
RS iR, BRONKROEHL

FCKDRFPELDIPD*DNR - EEMTOND LD (CIRD
*|IPD: Individual Patient Data

SEXH: b SSODEFRY 9 - WK - RR) FBACR 14
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ICMJE

recommendations

. EFMECHITIEMEAROEM. WE. R
£ HARADHEE

o ICMIENNEEMES(CISTE FEDER (SEREERE

Unautherized repreduction of this article is prohibited.

Recommendations for the Conduct, Reporting, Editing, and

Publication of Scholarly Work in Medical Journals
Updated Decemiver 2016

A. Prepa
ical

Manuscripe for Submismion w 2 Med-

hould Use che Re

[
Resules

| Considerstions

i Sryle and Formar
h, Tables

1. ARouT THE RECOMMENDATIONS
A Purposs of the Recemmandations

Concemn, ' y

the medical editing and publishi
modia, pasicnes and dheir Bmilics, and general
E. Who Should Use the Recommendations?

dary Prublicatic

s Based om the Same Darabase

G, tu, Theme lues, and Special Series
H. Spansorship of Parmerships
. Elocrranic Mublishing

http://www.icmje.org/icmje-recommendations.pdf

GPP guidelines

BREEFHAREPIE = *DYERK

BEINR Y —DEFRRERENAKRT D

BRDIA RS>

Annals of Internal Medicine RESEARCH AND REPORTING M ETHODS

Good Publication Practice for Communicating Company-Sponsored
Medical Research: GPP2

Wendy . Battistl, PhD; Elizabeth Wages, PhD: Live Baltsur; Dian Bridges, PhD; Angela Cairm; Christopher L Carvmall, MSc:
Laslie Citrome, MD, MPH; Lsmes A Gurs, PhD; LaVerne A Mooney, BrPH; B, Jane Moors, M5; Teress Pena, PO;
Carol H. Sanes-Milles, M3: Keith Vairch. PhD; Karen L Woolley. PhD: and Yvonne E. Yarker. PhD

W e
ge of it

chude funding
are prodossional me
d publ

ng ey
cal device

—

http://www.ismpp.org/gpp3

ICRweb

*International Society for Medical Publication Professionals (ISMPP)
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(International Committee of Medical Journal Editors)

B AR ER S £
EZBDMRE
FAQ

INTERNATIONAL COMMITTEE of
MEDICAL JOURNAL EDITORS

ICM

Recommendations

Conflicts of Interest

Joumals
Following the ICMJE Recommendations

Enter search terms SEARCH

About ICMJE News & Editorials

(Recommendan'ons

) ﬂ??on_fh'cts of Interest!

Publicatior

I

Recommendations for the Conduct, Reporting. Editing. and
Publication of Scholarly Work in Medical Journals*

it {0 —ILTRIRTE -

a disclosure statement

ICMJE &

ICMJE Form for Disclosure of Potential Conflicts of Interest

Use the ICMJE Form *IJ E*E ﬁ erest to generate

CAL [OLIRNAL FINTORS

)\

J

ANNCUNCEMENTS

ICMJE Announces Requirement for Clinical
Trial Data Sharing Statements - June, 2017

READ THE EDITCRIAL

SHARE YOUR FEEDBACK

Up-dated ICMJE Recommendations — December,
2016

Quick Links

= Clinical Trial Registration

= Who is an Author?

= FAQs

= Request to receive an E-mail when the
Recommendations are updated.

About ICMJE

The ICMJE is a small group of general medical
journal editors and representatives of selected
related organizations working together to
improve the quality of medical science and its

Member Publications & Organizations
—

SEHMEE

ﬂmnmm

THE LANCET

PLOS
Medicine

NEJM, LANCET®H

/

— Journals Following the ICMJE Recommendations

ICRweb
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ICMJE disclosure form

.| INTERNATIONAL COMMITTEE &
b MEDICAL JOURNAL EDITORS

ICMJE Form for Disclosure of Potential Conflicts of Interest

Section 1.

Identifying Information

1. Given Name (First Name} 2. Surname (Last Name) 3. Date

4, Are you the comesponding author? :l Yes :l Ne

s MEIERZE(C I LT - PRBMERRAD
HRRBDER
—Fundingi & BEDEAEEMH D

The Work Under Consideration for Publication

. Manuscript Ider

Section 2.

Did you or your institution at any time receive payment or services from a third party igovernment, commercial, private foundation, ste.) for
any aspect of the submitted work {including but not limited to grants, data monitoring board, study design, manuscript preparation,
statistical analysis, etc.)?

Are there any relevant conflicts of interest? 1@ [INe
If yes, please fill out tha appropriate information Below. If you have more than ene entity pressthe "ADD" button to ad
Excess rows can be removed by pressing the "X" button,

Personal| Non-Financial

Name of Institution/Company Grant ? Other ? Commaents

Feas! Support*

[ | ] Ol
HRNFIERFE (BEIFER)
L Secton ieanenancia v o hesubmicsierk

Place a chack In the appropriate boxes in the table to Indicate whether you have financial relationships (regardless of amount
of compensation) with entities as described in the instructions. Use oneline for each entity; add as many lines as you need by
clicking the "Add +" box. You sheuld report relationships that were present during the 36 months prior to publication.

Are there any relevant conflicts of interest?
If yes, please fill out tha appropriate informa oW

Namae of Entity

"

—
TYIT
YeslCFI YV
5 t ljj ﬁb“ﬁa ance, journals will ask authers to confirm and, if necessary, update their disclosure statermnents.
thors to disclose further information about reported relationships.

: j INTERNATIONAL COMMITTEE of [ save |
MEDICAL JOURNAL EDITORS
ICMJE Formf =" " — =« < to - —£5past

195THE. EBFiERE

Do you have any p. %w‘m (@*wrﬂ%’ $ﬂ:ﬂﬂ‘]ﬁﬁ$73\~£)

Relationships not covered above

Are there other relationships or activities that readers could perceive to have influenced, or that give the appearance of
potentially influencing, what you wrote in the submitted work?

), the i lath ipsfconditions/circumstances are present (explain below):

No ather relationships/conditions/circumstances that present a potential conflict of interest

Section 6.

Disclosure Statement

Based on the above disclosures, this form will autama nenarate adicclo acnen

= hahat L DD,
BE(CXERERETND

ich will appear in the box

Evaluation and Feedback

Please visit hitp://www.icmje.org/cgi-bin/feedback to provide feedback on your experience with completing this form.
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— FTICHRSNIZHMX EXREBBDHEER T DimNZ It (CHAR S TS A\ DAER
t*@‘u%ﬂza‘éc_c‘:
R NESSE
« MEECTAERA
FRERBONE (IXEE (CHRSEIE)
« BRAREHERESIRNADORERS (R CRE(EIR)
- BI5t  RREBE LB EHIIENDHS

—RHAR Secondary publication

— MEEEEEA S SA 2 THEH INCAEL E CETDIRDELDHREICEZRRBERZITSE
S5E3CEZBRUEED
— %O)ﬁﬁ(i T & AZimzE (L8]
W5 DHEEDIREBNSFFRIH D
o Hhxh 5 LA G
° u/b%)zb\gfd\é
o FRDT—4. #FRIRZBE(CKR
—IRHBRTH D EZBATR
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o« RIGHXZ AN DAttas CIstm U125
IR FFGEEIRITIREARE  (GR7%2)

Acceptable secondary publication (3553 0] Aed — Fints)

ICMIE{ International Committee of Medical Journal Editors)| 3 —E D& {487 7185, Acceptable secondary publication® |,
T, NS T, Inteers Sk TO & el TEY, IREEERLEIN 155, T IzRER I  secondary
publication® |7 E 5% e g o

1) Secondary publication|3 BAEE LSy S5 T4 kR 7= primary version T — /4, AEHRICAAL, £ %5 - B T
R TEIN LD THD.

2) (3, primary publication DIREE DR S E* 2872, BRANFISLMIEDFEET, primary versionDI —, BRI
703 [ERAERAL A TIZ 757

3) BAROIESEHET , D7t S LERAORTFEAH 14T, LT B &0 4 primary version |, T BEZH 5.

1) Secondary versionMERTI MDA F L~ —UMEEIZIE, EOHTHEHEIZ—Bchha T, PR THE L%
PEHEY, 1 primary versionD RIS E| T Lfo  #ORRR TR, BT DL TR, MFOIAREERTE .
- DI BE ISR ST T . (BB, LS, HEE, B2, B

https://www.jssoc.or.jp/journal/jss_journal/jrn_journal_guideline.html

ZIRBIRICEE I DMEEDISTRARTE = 2T
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GERAFARRS RIS THEF(CIEM

Aqcy

(2004598 I1ICMJIEHOSERR)
?

— 2000 K D ClinicalTrials.goviEA A
s NTRINA T RA%ZIXL TS

SO ER [BRREER | DIER
- WRBEZRIMS (CEIXT DT
- MAETD A LOERBEFEIRE T DIAR

ZIxNE
— BRPREIBRODTT 5w

— |E

FREVERPREERE R T S w b I A — ATESDSNIZ20IE8
EVBRED . MR, EBRAER, T2 B> b PEEFNR. Bk
ey = NS 2L N S (A= Sl et A Ve

— faSROYY L —

2007FEFDARIEE(CHISE UTEBDIFBEDNR & (EHTR TR0
(ZELIRTIEIRWY)

24

ICRweb http.//www.icrweb.jp



©EERERST — 5 DHAB

Clinical Trial Data Sharing (CTDS)

El=1—1
= =21

— [EFEMEEEL EDRRRER CIiERMEN ERE &R EHH D

— 7@9%3¢7ﬁ PRKDHEZRPZE(CKDIPDOAR - HEMNMTHONDKDIC
H

— 2016%F1H ICMIENIPDO AR - HE(ICEAIT 3=zt & U T

R
AN il
—- URDZz8> CHERICENMUZEEN SESNTZIERISHEEDOHER
= (pros)

— EEOIEEEADEZ (cons)

CTDSADMHE
— 2018F7H1BBUZF (CERARBRDim X = 15 ta
- Data sharing(CBd 9 DstatementH i E
— 2019F1H1HLZF(CRMG I DERARIER
- JObMIOd—)lICData sharing(CR 9 2MREZKIT. BRAKREREIRCEDHD

soan/EixrNE  (FFHll(RIR)
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EDITORIAL

Data Sharing Statements for Clinical Trials: A Requirement of the ICMJE

Table. Examples of Data Sharing Statements That Fulfill These ICMJE Requirements*

Example 1

Example 2

Example 3

Example 4

VASH il si s am | b i e

IPDOFIA(L ?

dictionaries)f
What data in particular

EDF—HEA?

What other documents

EDXE?

LWOoh5?
With whom?

570

FIRBEMN(?

By what mechanism will
rata he mades

AFHER?

Yes

All of the individual
participant data collected
during the trial, after
deidentification.

Study Protocol, Statistical
Analysis Plan, Informed
Consent Form, Clinical
Study Report, Analytic
Code

Immediately following
publication. Mo end date.

Anyone who wishes to access
the data.

Any purpose.

Data are available indefinitely
at (Link to be included).

Yes

Individual participant data
that underlie the results
reported in this article,
after deidentification
(text, tables, figures,
and appendices).

Study Protocol, Statistical
Analysis Plan, Analytic
Code

Beginning 3 months and
ending b years
following article
publicaticn.

Researchers who provide
a methodologically

sound proposal.

To achieve aims in the
approved proposal.

Proposals should be
directed to wnod@yyy. To
gain access, data
requestors will need to
sign a data access
agreement. Data are
available for 5 years at a
third party website (Link
to be included)

Yes

Individual participant data that
underlie the results
reported in this article, after
deidentification (text, tables,
figures, and appendices).

Study Protocol

Beginning ¥ months and
ending 34 months following
article publication.

Investigators whose proposed
use of the data has been
approved by an
independent review
committes | “learned
intermediary”) identified for
this purpose.

For individual participant data
meta-analysis.

Proposals may be submitted
up to 36 months following
article publication. After 36
months the data will be
available in our University's
data warehouse but without
investigator support other
than deposited metadata.
Information regarding
submitting proposals and
accessing data may be
found at (Link to be
provided).

Mo

Mot available

Mot available

Mot applicable

Mot applicable

Mot applicable

Mot applicable

* These examples are meant to illustrate a range of, but not all, data sharing options.

http://www.icmje.org/news-and-editorials/data_sharing_june_2017.pdf

ICRweb
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(HARRETEH= [ERRHBROEREEREST —YDHE] 2880, EENFR)

Example 1 Example 4

IPDIZFIHTES? FFHE] FIHAT]
EDOFT—SINHEETE IEYFTE(C*1E . AAFLEAREID

37 FRCDT—S=FEE I

. _ 0O 3d—)L. f#trETiE
F—ALAIMNCFIHTES -

ey %iC@ZE\CRF\ﬁﬂE FIFRARE]
WDDSWDETHFIA FEREOAREZHSKA ., .
BJkEn ? #AF] S TEFESE0
= \ NS ;_9(:70_&1?%5 N ~
S FIFRTRED: ? N Y T(FFESRRL
FIAAB/ (3alH ? WHVRBERTHER] HTIEFESL
_ : U ORNSHBRLT ., s
FT—SADAFLEEE? AFT] HTIEFESRL

*JE4FTEIL (De-identification) : 37 —ADMHRIMMFEDE AN (RO DMNMRVNWKDICTDRE
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(BARET XS [ERRREBROERWERET —YDHEF] 22K L. EENTIR)

Example 2 Example 3

IPDIEFIAATED ?

A HE]

A HE]

EDT—INHBETE
27?

A HZEK. BIFRICREN
JHERDIPD A IEYEEAL
ZF 5]

A HZEK. BIFRICREN
JHERDIPD A IEYEEAL
ZF 8]

T —LSHIHIATED

70 bO—)L. f#ArETiE

== Ve -
ST (1A ? %i%nauwﬁw? JOobk3d-)b
WDDSWDETHIA FERONRDINMBEL FEROANRDINEERH
BJEEN ? S5F&FET S3FRET
Np . NEBDOEBEE S TR
SRR ETAE DN ? RPOMBODSHEE  p) =t mamisin =
]:IEIIZI:II L/_ngf_ﬁﬂj'b% - TIIVC
V) =
ERALZERTERSINE IPDEFIBUEXASY T
FIFABER (3aTH ? = T

T—HDAFHER?

EIgSE T — A FA(CE
ITIRIEEREE(CDUNTEEE,

sTIEIDIRH SEEFDIB/HRIC
ESCR

ICRweb

28

http.//www.icrweb.jp



GPP guidelines

« HEARM(CIZICMIE recommendations&[a U

« ICMJE recommendations& DiEL )

— AM> Y —1EEATREORRICE T IEEEHENS

F1ND

— EEBENB(CEI I5FlAFsCEkdD D

— IR E COHABIICDWTCEMSD D (BIFAERETH
NniE12-18HA8)

— “Professional medical writer”(CE 9 DECE

n$%EH (i}g%% = ;QH':'

29



AHDOAR

» SRMXISTRDER(CH D THNRESEZENA RS>

— CONSORT etc.
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HWEDEHDHA RS1>

® EQ UA OR NetWO rk http://www.equator-network.org/
— CONSORT: 5 /Q\A'ﬂjgit,% http://www.consort-statement.org/

— STROBE: EE%EEH?% https://www.strobe-statement.org/

—PRISMA: > RAFNFTavILlEad—, X577
j_ I.J :/X http://www.prisma-statement.org/

- STAR D - Eé//\ H_éﬁ*%}_g O)Tlﬂjd% http://www.stard-statement.org/

'ﬂﬂ@ﬁﬂj‘b% ’Fﬁ%%bﬁﬂn@#ﬁﬁ%’:@'%ﬁﬂ&% ]
- EBNMARDEIRZ T DIRICHER
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CONSORT 2010FH8

F UYL EHBRBERSTIMICL TN I ASEHO CONSORT W0F v F U R*
COMNSORT 2010 checklist of information to include when reporting a randomized trial

®/HE T HEHRS Fry7YAMAE HBEH
(Section/Topic) (ltem Nex) (Checklist kem) {Reparted on page Na)
ER MR
(Title and Abstmct)
la &1 RLCT A L{ERE SR T3 L5 i0H.
Ib BT YA 2 (irial design), 773 (method), #H (result), &5 mmlu.l.ls:n‘m!x\n“tﬂﬂ BRI TESEL
VERB TS ¥ L{EHBOBRICH T2 CONSORT B 2.3 $548),
i C&IC (Introduction)
HE-B® Za  HEAERESH (mtionale) DR,
(Background and Objective) 2 45 OBENE LT (hypothesis) .
Fik (Method)
HERT A (Trial Design) % HBFY-OEH (ETERSEMTEE), BEESG,
W HEEWREOHE EOSSLTE EIELR digibility criteria £¥) LFOHER,
#104% (Participant) da  FIEOERER (cligibility criteria) o
4 FosFREIRE T T (setting) LR
A, (Intervention) 5 FRARLGSLIUHREERONA. RBELV2ERL CERSNPESE.
Ty kAL (Oucome) o BEICHESLRRCERSNAEZE -BRNT Y FALREEE. DL SCFE S pER G,
6b SHEEREOTIRHLOTEEFOES.
FE M (Sample size) Ta EOiSCEEGERMIRLONER,
Th BTEESRECE, PRSI O,
7 w4 L{E (Randomization)
MO B2 EHEY (allocation )R8 # {FE (genemte) LAETTE.
(Sequence generation) g PHEUD ST HROEE (O 2ME TOy I A XLE),
3 DEERE 9 FLALEHEUEBOETRICEV SRR BEAERRLL), EROUMTFETTIETHEVEEY
{Allocation concealment BEENTErE IO,
mechanism)
& (Implementation) 10 MrREUEEEEELLCL BrENEEEAN orollment) 2, BAIENEESBICEHIIL (assign) £,
7547 r-F Blinding)  1la  FFA-FESATVARE, FALERIRBFEDLSLT 1 L FREn Tk (FnE, TARKSE,
ForhLOREESLE).
lb  FET3EE, SADEMEDE.
HMEAENTFiE 120 F2-@RE T FHAOHERERICE ShLEFPHFE.
(Statistical method) 12b  H AL~ CH RO L D RO F .
#% (Results)
F10#E Din Ba HFCOVT, FRALEH M M, RS CAEERU AR, FEFIRALORKICHAGSRE
{ Participant flow) PN - (T
(7O0-Fr—hFEHEUER) b SECOLT, SERERE 5L A AEBORAEEEL LI,
B (Recruitment) 142 EMEOHENR CERHNRESETSE.
14b  HBEETEAERELEEE,
KRG e T — R 15 EHHEOA-Z54 20803 ADEFH (demographic ), EBRRLEETTTHR.
(Baseline data)
B Ens A 16 EFECOWT, ERFCETSENEN (58, BAFTOHRISCLOTESY,
(Number analyzed)
FrobhobiiE 172 FE-GURNFIFHLOIATHCONT, EEOEE, fANIT Y k-1 TOHTEETORE 05%(E
(Ot come and esti mation ) HEREE).
17b 2EFIEALEDWTE, BRI 77 - YA XEEHI I b -V AO@ AT LSS,
h ERARE 4 18 HFI—TRATCER RS, Rl EOBFORR. SRR EShARIFERENRTEER TS,
{Ancillary analysis)
# (Hamm) 19 EHOTATOEELE harm) EJ’_QEIL,{,L\S'EQJ$L T [Fo FAEEBICEHIROLY L
CONSORT BB |2 & #8
#'E (Ihscussion)
FLS7 (Limitation) 20 HRORF, AEMOSSOFITREETORE, MET 28 ERFNSEHORE ok
—BALATHE (Generalisability) 21 SRRSO M{LATHE (MR L4t E) .
FER (Interpretation ) 11 BEORR SUnraRnossLa, fOoRETIIET A,
TS
{Other information)
42 (Registration) 13 TEBRSLFERTEE.
ZARI— (Pmtocol) 24 TEETENL, B2ETOFI-AOAFHE.
H& R (Funding) 25 FREEEECRoTRE (FECHEELL). REEsE0sd,

RCTOAERIREDBRICHEBIRTF T VD

UX & (2518H) &J0O0—Fv—b

o ISIROBRORIRER (Lancet)

e FTVIOUIRDBEHREIO—Fv—b
A (CEEE (NEIM)

| S (cligibility) DFEE (= )

= Best(n= )
S E BREBCEENE (= )
% E EMBE (= )

= o8B = )

r
| e = ) |
; | .

G FIANDREY (= ) FTAADOBEY = )
@ = BESNARAER G (= ) BHRGNARAERHE (= )
- HESAEAAER Pk FRSMAFTAEBHE R

3 (FOBEHR) = ) (FOEE) (= )
= g R (0B (= ) R (FOEE) (e )
W = FAREET (FOEE) = ) FAREET (FOES) (e )
=3 EmEns (= ) MiTEhLE (= )
= é‘ EHrh s Eht (FOEH) MRSt (FOER)

3 = ) e )

B @RS YA EEEROSEROSEETY 70—F v — (AL, A0
D, EE, 7 —F R
Flow diagram of the progress through the phases of a parallel randomized trial of two groups
(that is, enrolment, intervention allocation, follow-up, and data analysis)
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Take home message

FERONER GEXNER) FCEOHEENEE
— X BEDHTIIRL, IBBEFIDOEFHF E LU Creviewd B

EB(CIRBIZEDILHT
— ISHERRE (S D TeHIRE/ERk
- %&Eﬁ:?%%ﬁéﬂ%i‘@ﬁ’ﬁﬁb\ﬁm (Proof checkHE

HEB(CIRDIZGEDILHNT
- BEEEETEHEERE TERED
— HESICEUOMDEmET D

- WEFRTET—IHBENETIFIRL)
— BRMHZ KD SNTZERDIF IS DUV T (TERET

JILL
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SE 3k

I CMJ E http://www.icmje.org/

— E?%ﬁmu(;ﬁcjgiﬁ‘l_j‘ http://www.icmje.org/recommendations/browse/
— DiSClosure form http://www.icmje.org/conflicts-of-interest/
ISMPP http://www.ismpp.org/

— GPP guideline (GPP3) http://www.ismpp.org/gpp3

EQUATOR NetWOI"k http://www.equator-network.org/
— CONSORT/2 &

Data sharing
— BRARBRODERIHERE T — Y DHE (HAEET EHR)

http://www.jpma.or.jp/medicine/shinyaku/tiken/allotment/ctds.html
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AFRETE

i = e
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