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Tokai Univ. MCBS Program
Medical Writing Course (Daniel W. Byrne)
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http://mcbs.med.u-tokai.ac.jp/mcbs/

Daniel W. Byrne
Senior Associate in Biostatistics
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5 Phases of POWER Principles

= Planning
= Observing
= Writing

= Editing

= Revising

4 http://www.icrweb.jp/icr/
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Planning
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Key Questions

1Y 7=L\ research question [&{a[H> ?

Z ) research question Zf2B9 51 I(Z1Z.
EDEOIGTHEMNSSHLLINM?

TOMEIE, BEFEIAIZEDLO=FIEZELT-H
TDOMN?
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How Reviewers Define “A Good Article”

0 mEICIGEESIEINZBR NN OGN ST=D551&
YL SR X
BETHERKZEL ML) —ET—<ZBRYEITED

Q

0 FaOHEKKIZEL., BRIRIZEENENED

o AVOFITa4hENED

o HROBHEMENASWLED

0 FEHRESNECEOLGWVVRET—EEY LT
THELE=ED

0 BARTHEAPILKEM., FBICHLWLWTAT7E25%
55D
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What is the single most common type of tlaw
that results 1n outright rejection of a manuscript?

1. AT H A
2.%EBNDFELEDHA
3. FERDEER

4 HRT—DEEE

—iEEEMeditors. JAMAMreviewers.,
J—NIVEZEE~NDT7Ur—MAE
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The Most Common Type of Flaw

FERDEEDHT

FER DR

MET—VDEEN
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10

What 1s a good study design?

0 XER
TREH T ILE
KRE. I—1EOEWEH
BHingy < sk

a0 A
A NN |
TotRxt g
double or triple blinded

0 FEREBR
TE Z= H\BAFE
HEE. FEEOEWLTIMA
ILERHoNT=EIEE
#mAE < AIME
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Of these 7 problems, which 1s most often
responsible for outright rejection?

1. R T2 DT ER

2. AEDEMIERERICEBRLGEVLVHART 1

3. HVFWVEEZEDIURRAUb

4 ZESNTWVEWEELGRKREFDFE

5. AEREMFELESILIBNATADA=H2TY 5
6. F+REH U TITAX

1. ARRMRICET AT THRIEHRE

Tulll
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The Most Common Type of Problem

TR
BRERRICERLGNT A
HVFEWVEEEDIURARA UL

BRGRBEFOHFE
INATZADAST=H2TIT
FHAEHLT YA

HRICEHT DR +0EGFRE
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Avoiding the Common Pitfalls

FEYEAET AL, reject DERARKDIRE

T—R%INET BRI ART A EFBESTH_E

BREROHLIEMRETRICEVEBETHKITLHIE
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Specific Way to Improve the Study Design

IRAFEEDRIICHIET 2N ZERETT D

)<‘P

INTRAZEDEIITHRIMET O ERETT D

T—3%IRET DRI BDELGHYH T ILHAXE
B AZETELTHLS

AVMA—ILEDEREZT IR T S
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Data Collection Form

T—RURE AL, B<MDOEFMIZT S

T—RRERABDOFRAREZTOTHES

REROMETEENTERBET S

T—RARERMESZRICTRERICFIVILTELS

XIEEFDEHLENT (S
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Writing
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Sections of a Manuscript

Title

Abstract

Introduction

Methods

Results

Tables/Figures
Discussion/Conclusions
References
Acknowledgment

17 http://www.icrweb.jp/icr/
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Key questions to answer 1n the writing phase

HEZOMEEITO-OMN? Introduction
EDSFOITHREZTIT =DM ? Methods

_OARTHEZREDIF-DM? Results

COFBRIIEZEKRTHDMN? Discussion

18 http://www.icrweb.jp/icr/
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Which Section 1s Usually Too Short?
Which Section 1s Usually Too Long?

= Introduction

= Methods
= Results
= Discussion

http://www.icrweb.jp/icr/
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Which Section 1s Usually Too Short?
Which Section 1s Usually Too Long?

Introddction |
Methods
Results
Disc|ussion |
-15 -10 5 0 5 10 15
0% 48

Too Short Too Long

20
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Avoiding the Common Pitfalls

BAFD2DONDEIaVIE, KYRCEL(DE
a0 Methods - +-o&EFHAIZ
o Results - FHEBNMNFI AIOLHFRETEL

tD2oNEHavIE, KYERIZELZE
o Introduction - 1XR—JLIRIZEED S
o Discussion — RANEBRFEICL. XEADLE 2—IEHMYIZLELY
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Which section is most often responsible for
outright rejection of a paper?

= Introduction
= Methods

= Results

= Discussion

22 http://www.icrweb.jp/icr/
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The Methods section is most often responsible
for rejection

Introduction

Methods

Results

Discussion
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Guidelines

24

Initiative Type of Source
study

CONSORT randomized http:/AMww.consort-statement.org
controlled
trials

STARD studies of http :/AMww.consort-
diagnostic  statement.org/stardstatement.htm
accuracy

QUOROM systematic  http:./Avww.consort-
reviews and statement.ord/Initiatives/MOOSE/moose.pdf
meta-
analyses

STROBE observational http:/Mmww.strobe-statement.org
studies in
epidemiology

MOOSE meta- http :/Mww.consort-

analyses of statement.org/Initiatives/MOOSE/moose. pdf
observational

studies in

epidemiology

http://www.icrweb.jp/icr/
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Guidelines

Initiative Type of
study

CONSORT randomized
controlled
trials

studies of
diagnostic
accuracy
systematic
reviews and
meta-
analyses

observational
studies in
epidemiology
meta-
analyses of
observational
studies in
epidemiology

STARD

QUOROM

STROBE

MOOSE

Source

http :/Amww.cor

http :/Avww.cor

statement.orq

http :/Aww.cor

statement.orq

http :/Avww . stre

http :/Amww.cor

The Consori E-Flowchart Aug. 2005

Agsessed for eligibility (n= j

Allocated to intervention
(=1

Received allocated intervention
=}

Did not receive allocated intervention
m= )

{jiut FEASONS

— _— Y
Lost to follow-up (n= )
Give reasons

Discontinued intervention
fn= 1

Give rensons

statement.orq

24

.ﬁnz.]].rf.-:d_:[n—' 1

| Excluded from analysis (n= )
L Give reasons

¥

™,

Allocation

[ Follow-1p d]

—

——»

Excluded (n= )

Mot meehng inclusion crlena
(=}

Refused 1o participate
(=}

(Other reasons

=}

Allocated to intervention
n= ]
Received allocated intervention
(n= ]
Did not receive allocated intervention

{n="1
Give reasons
Lost o tollow-up (n= )
Give reasons

Discontinued imtervention
=)

! Give reasons

|

¥y

Analyzed (n= )

Excluded from analysis {n= )
Give reasons
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ICMJE Statement

Uniform Requirements for Manuscripts
Submitted to Biomedical Journals: Writing
and Editing for Biomedical Publication

Updated February 2006

International Committee of Medical Journal
Editors

http://www.icmje.org/
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Title Page
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@ Title: Risk Factors for mortality among patients
hospitalized for hip fracture

@ Authorss YVukinori Kurokswa, Selichiro Yamamoto
@The Japan Clinical Oncology  Croup  (JCOG)
Datacenter, Tokyo, Japan

@ Running title: Mortality following hip fracture

@ Correspondence’ Yukinori Kurokawa, MDD, PhD
The Japan Clinical Oncology CGroup  GJCOGE)
Datarenter,
B-1-1, Tsukiji, Chuo-ku, Tokyo 104-0045, Japan.
Tel/Fax: +31-3-3547-1002
E-mail: vukuroka@gan? res nec.gojp

@ Pupported by Grants-in-Aid for Scientific Research on
Priority Areas, Japan.

@ Word count: 15980
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Title

0 BRESIKEIEEDITT S

0 IRTREOEGEERI10~12FT)
SR X DFEERE TILIRALZLN

D ARTHAUETRT

0 F—TJ—FTHRFLHLDH KL

0 BREEIF ALV
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What's Wrong With These Titles?

A study of risk factors for anastomotic leakage and abdominal

abscess after gastrectomy among gastric cancer patients with
diabetes mellitus

(ERIRERT DENABEICKHT L BUVIRRORSFL2HLV
RS <R T AR E F DR

Obesity is a risk factor for anastomotic leakage and abdominal
abscess among gastric cancer patients with DM and HTN

(MERFEEEMEZE I LENABEICKHLT, BEFREETE
VPIEERNRSEDREREFTHS)

Anastomotic leakage and abdominal abscess after
gastrectomy

BUIRERDREET2LERERNIERES)

28
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Authorship
o BEICHRICERLEADHZRHEZEELL. EBLTLVG
WAZHZFRIZINAZ S (gift authorship) (FEF LAY
0 RIED—RETIE. ETOHRHEZRICEVLWTEDLILGE
ANZLI=OHIZEREET L DEKINDS

0 ICMJE N HERIT HHEZDIRE
METHA, T—2URE, T2, BEITERD
IR, ODWLNT NhEITof-
HMXESIREEZEN = LB EEZEICID ST
BRRERXDABTERELTLNS

LERE3DDEHZTETHIZLTWAIENRE,
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Abstract Page

ABRSTRACT
@ Badgmund: Hip fractures are conmnon in elderly people and assocated with
aignificant mortality. The risk factora for mortality are rot well defined. The
aim of thia atudy was to find the usefal predictora for mortality in patierta with
hap fracturea
Methods: V& analyzed a retmspective cohort of 533 hip fracture patierts
BaC kg ro u n d @ admitted to § hogpitals in New York City and surround area from 15957 to 1569,
Wk collecte d variona clindcal data at the timea of admiagion. The main matcome
wraa in-ho pital mortality.  Multivanate logistic repre agion methods were used to
M et h O d S examine the association betwseen clinical factors and morrality  After the
forrala to predict mortality from the model was estonated, the association
between mortality rate and the menber of them® independert rids factora was
Results ity
Remahw Wik found that the mortality rate was 8.5% B3953).  After adjuating
. @ for all mgnificant factorawith an univariate analyaiain a loglatic regre agion model,
Conclusions s, i s, e it sy, e g el
pre-exigting rempiratory dissa=m were statistically mpnificard predictora of
mortality  Pre-exdsting cardiae disease had the highe=t odda ratio of 667 (95%

Key WO rdS O 3.46 t0 1279).  The mortality rate in the patienta with 4 or more of theae &

riak factora waa 31 0% (2217T1).

@ & W ©

Condumons Lge, male =ex pul= rate and three pre-existing co-morbidites

®

{anemmia, cardiac, and respiratory) are liliely to predict of in-hospital mortality.
Further audy i3 needed to as= @ the umfulnez i re dunng the mortality mte.
Eey Whrds hip fracture, mortality, multivariate logistic regreamon madel

©
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Abstract

0 RN DOERICEEDD

0 [FEAEDTE X Abstract LHIVFRFELZLD T, 43I
Rz MNMTTEWEDEES

0 BRI AHEDHAEICEDLES

0 BEEBIXALVEL

0 Conclusions [F1FoNT=FHERNoREMICETHE
DELRSFRIICEEDD
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Introduction

D BPIZ. COBIXTESLST—TICRYBAESELT
WS (BB /) Tk K5

Q@ RIZ. ZDEREGHIXBZESIRATS
Q@ BERICHESN-HREETDHREDENETRL,

CORAEDTHAZFIHRRDB
@ BREIZ.COPFEIZEO>TEDLIOILGEERHEENDH
HNMhEHRARDS

=
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Introduction

0 HELOXER, BZ5IESDITondEITRT S

0 TRITEGEWED BRICEEDHD (IN—VIEE)

0 BIRATAXEIE. COMRELOELEELI=L DT
2%

o Introduction [Z[&, T—2Z & %0

o Introduction IZ1%. #EmELEM LN

-
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Methods

IS TR LPRIVIRZE

oI A XEHE

FAWSEHDESE

IRRAEDES

W DRI L& T B A
T—ADINERFHR GEMN, VD, EZT,. EDKIID)
fRITICERLIZY b7

A2 7+—LFarE2k, IRB &R

@@ ® WO
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Methods

0 FYRCGHHIZECRIIZT H(B3~4R—D)

o WYIHINRHELEDITTEHERAPILT S

0 RICHARZMOARENBIRTETHLOEEEHT S
(HEDOLIE ERER)

a E’I‘*fﬁ—iﬁ—fﬂ'\’(/h&@é“ﬁ [ZDULTIX. ZD

5% ER#LEE<

0 MEHET DI IFXIR—DBE(FEL

0 T T ERZEZRAW = DIRNERT

o Methods Dt avIZT, E&H DR skil
ZT7E—ILTEDLIIENT S

=
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Results

RERNEDIEESIFRILDTLS

D |, 2D
WETRY
> WELET 22 OHE
> RCT THnlX. CONSORT D7A—Fv—Fhk
@ RIZ.BERFDOLLE
@ ZLT.HEEMITOHER
@ REIC. BEEBITOBERENS/F—2NE

=
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Results

0 T—REBALIEFTERT S
0 FEREGZEE. ZEEEEHNGL
0 TEADRALHLHEEICIE. TDERELIVLK
DARTELT—INHoI-OIZTIEFEIZEZRHT S
0 5%IEERXMEZE LT RLET S
0 PIEIXTCEAEITERTRRT S
P < 0.001 MB¥lE, ’P <0.001” 17T+ 5
0.001 <P <0.10 OBFIL, MR LUTEIRET
P>0.10 OFFI&. MR LU TE2MFET
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38

Results

0 BT —%% . REAXDE AL THRYRSZL

0 RAXHIZ, TRNTOFERE
S B

0 BEOEWLWRZTES

y

Z5|IHL. TORBZEE

ERDELHICITE A ZARE

MR (T AL
0 HOTILGAXDINSE:

L

R TIE. < DEH D
EREHE—BROBTRY

0 27T 5DIE, FHHMRE . LMETFAMOEK
TIIRBLIZKWWEDIZEEDHS

0 BEEGEHEERICOLTIE. F0O0miE LN
BI=-OERANT S LIMINIET S7%1E5S
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Discussion

(1) Discussion (. : 2L EELRA ML IRD S
> bbbl LI-RIEZIEAE
> Introduction Ce|AL=XEIZZE5IHLLLY

2 EHERDOEREZTL. XFICEohdEREE D
DIERZT LRSS
> MOXEOMtHIIHzE/NEIZEEDHS

R WEREDHNDEIRIZDLTELHLS

@ ZOWMZEORR (limitation) Zi&L 5
®
®

=

COMRBROBRHAEREZLRAD
&RIC, NRCBHIRGHER THRDHLD
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Discussion

a

a

Q

40

FELGT ISR =ZR e REL. BRICTEDD

Results D IZEMANTULVEWLNWTF—2ZH/ELL
FOHETEHEONT=HLWLVAR (VAZX)AETHD

MNEBRTEIZT S

D SERD review BIOA MEIEHILILY
Reviewer ®D®HIELICIEA THEIZAAVLTHEL

HESRIXITE/ELWNC &
BIRSINA-RBFEIFEDOTIZEZHIC

FEEDESGHENBETHLINELRANRD

SR DIZT B

BRIE+H AT —RIEM DN IS
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References

7ZEDT negative 71

=

0 BELAXEE. EZBHD
BETHO-TCEWNT EIRT AL
0 BREBEEICR->TXaESIAT S

EAFEXF, ARE., ARG ERKRAR
HEZBAEMAANFTTRERT D

a0 POETFENHRIFEDMRXIEFIETES
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Editing
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Editing Process

First drafting
. B

Internal peer review

4

Native check

4

Final draft with cover letter

4

Online/Manual submission
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0 BITIWAR—RTEC(A4 12pt. T23T)
XEZETERRLT, Cul RFZHLAADL “2° 21T
0 CTERRITXZEHFTIROEL
“One hundred ninety-seven patients ...”
a0 BAATOTOVENIORFEDHFIEL, PILITFZAVETRIDH
R A
a0 OEBEATENREY ) TRAVSDIEETS
0 BEVAZEHITASEICIE, a0V () EFED
“Eligibility criteria were as follows: (1) ; (2) _; and (3) _.”

0 RBERFRFADHZEES

> - >

o EVARQERY Q) DRIEFAT2RAR—=R, €300 () D&
[EEATIRR—RET3
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0 BULWXZELEIDMNITS
0 BEBNRETEITHEETICIE., ZFEIEZFEHLL
o “There"CIRFAXEILTEAZITETET
“There were no leakages or abdominal abscesses.”
— “No leakages or abdominal abscesses occurred.”
a0 ‘WTIRFELAIXNEILTEAZTETETY
“It was important to freeze samples to ensure accuracy.”
— “Freezing samples was important to ensure accuracy."
a N7V &GN EERZREVNPTWISZEIZRS
fF1+54]: all- cross- self- #F HH#
fF1F7E 05 -
0 multi-center — multicenter
O non-smoker — nonsmoker

O post-operative — postoperative
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Cover Letter

@0 ®O

@ Japan Clinical Oncology Group Data Center

Mational Cancer Center
B-1-1, Tamlifi, Chuo-Jm, Toloro 104-004E , JAPAW
4

@ Ifarch 29, 2007

Dear Editor:

We have enclosed an original manuscript entitled “Risk Factors for Mottality
Among Patients Hospitalized for Hip™ for consideration for publication in fhe
New Bhgland Jowmial of Medicine as an Original article. The maniscript has

fuot been subrmitted previously.

This study is retrospective cobort of 933 hip fracture patients with high
cuality. This paper reports 6 predictive factors for mortality among patients
hospitalized for hip fractures. These predictors will provide physicians with

access to prognostic results with easy.

Thatik you in advatice for your kind consideration and evaluation.

We look forwrard to hearing from ywou.
Youts sincerely,

Yukinon Kurokawa, WMD), FhD
The Japan Clhnical Oncology Group Datacenter, Tolgro, Tapan

BiEEEDANYE —

=R0)

X2 A L

Journal4

HRT—V
TE—ILIRAVrE—E T
@ BH0O4H

(corresponding author)

Y/

©@ 0 ® W 0
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“» e NEW ENGLAND
” JOURNALf MEDICINE

S l ) . . ( ) .
u mlS Sl ﬂ HOME | SUBSCRIBE | CURRENTISSUE | PASTISSUES | COLLECTIONS | HELP | [SearchiEd | Kl omceiceans

AUTHOR CENTER

PAPERTRAIL .' . .
Track aSab el Manzerpt @ Submit a NEW Manuscript finstructionz)
CEDEALLL - Q) Submit a REVISED Manuscript (instructions)
Coresponding _
— @ Submit a Solicited Editorial or Perspective (Instructions)

Corresponding
Artiors Fiistital:

SLEMT

O Submit a Letter to the Editor about a Recent Journal

o Target audience d) ﬂ;'E [Z 'éf ﬁ POST-PUBLICATION DATA CENTER Artcle fosucions

O Submit a Letter to the Editor that is not about a Journaf

MaCIptHmbe = Article (Instructions)
Corresponding /
:h ot — Arthars LastHame: O Revise a Submitted Letter
S— * n’Ll\ ,b\ ; Corresponding
ArorsFistamal: | | | | sessss s ssssa st ssssss0sssessssnss
SLEMT

o ERITAMGEDERAEZE Ol e

EE E}] d é » Determine Your Article Type
A3
AL » Prepare Your NEW Manuscript
» Prepare Your REVISED Manuscript
» Prepare Your Figures

» Prepare Your Financial Disclosure Statement
» SendImages in Clinical Medicine

o [EILTIEZLLY reviewer %2
BILTIELLZLELY reviewer 3 ER T HCENTESD

0 BENEBSTLOMGHEI BT M. ThEdbLOER
WHESZONHHMENLERTIT HH?
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Revising
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Evaluation System
0 FEEERDOBDIL, Editor-in-chief £f=(FBH LT
Editor TéhY. Reviewer TIFZLLY
o Editor (368 &N 1= Reviewer [ZEHX D HEZELD
TEYRYT (ROATFEHITTRTIEEHZ L)
o Reviewer O#IIHEEICEH>THR AL, BEDE
PTEMENDGZELHD

0 BEEBR
Accept

Minor Revision
Major Revision

Reject
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Responding to Reviewers Comments

o SRLTRLALY

0 lRADI—ILILEHX D accept ZHHEEAHZ LD T,
Editor %> Reviewer WEEFRRLGIEEFE>TETE.
TEHEITTELGICEED

0 BERETAGEEE. EBESN-HER. LML TES
I RRIZH ST S

0 MDOHEICKRIETAEEIE. [EFONEZALLVDL
2. <IN -HERZEBELTRIET S

0 ECHIT accept SNDETIL, FEXTIZFFOHELN !
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Response Letter

0 &xMIZ, Editor ~NDFREES. ROR—U b
Reviewer MaAAUKIxt9 5EIZEFEL

0 Reviewer QAU EDHTRZITFANGNSED(ZDLY
TIE,. EDXSITEBELENZFRIEZT S

0 ZFANONENIAAVMIDWTIK, BEZITAND
NIEWNEERBAT S

0 FENENEDIAVMIRIET HEIELZDMEHRL.
BERBOZLET HIRN—HEITHEEL

o Editor 42 Reviewer @ suggestion [ZREENDEERT
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Ak of Serpcal Oacology 1445536 |
T U 02457 DA 2 (s 90053

Influence of Overweight on Surgical Complications for Gastric
Cancer: Results From a Randomized Control Tral

Comparing D2 and Extended Para-aortic D3
Lymphadenectomy (JCOG9501)

Toshimasa Tsujinaka, MD," Mitsuru Sasako, MD.® Sdichiro Yamamoto, PhID,” Takeshi
Sano, MD,” Yukinori Kurokawa, MD,* Atsushi Nashimoto, MD,* Akira Kurita, MD*
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New Theme

JCOGO501 (BIEITxtd ) /&R FEFH DRCT)
DT—2%{FE->T. BMI EEHIEDBEZRZER =0
0 Kotz NEFEHOBHEMNEZ S ?

a0 FHAEEICEHS>T,. BHEICHTHIREDEZEINED ?

HEITEE
SS-SI. NO-2. CYO0. 20-75%

1

MR35 LEI

SS/SE-SI, AR, fE%

}
D2 E8:F D2 + #163B;&F
(FEEEREREE) (GRER B HEE)
n =263 n =260
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Definition

BMI ZECTHITHM?

o FEHE? PRE? 3DUR?

0 BRERBIICERD HAHIE ?
25L1 £ AV"Overweight” — 9501 TIX, 523 AH77 A (15%)
30LL _EAV'Obesity” — 9501 Tld. 523 AH5 A (1%)

TURRADRE?

0 BFMOEE., ERE. 286HE. NEHWEGHE. EET 2.
i RIE. H’EH"“WHEJ‘ . firi& Bm 2

o FTEERE. BHM=E. @imoBFE, O /NGENEEZIE 2
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TABLE 1. Backgrounds of patients according to body muss

Preliminary Analysis- 1 et (At

BB < 25 BMI 225 Total

e &2 ? tti;': Factor n=446) (n =77} number Pvaloe
" BmEFOILE —
% ELID 57 15K 26

0 AEPEIIFE F 145 20 165
o MA

RITASRREYSLL xR w7
= b3 113 gt 156
— t%ﬁﬁ =]TIRY Location

_ < o= . N A {kl-‘.l_.'crlhi.rll_j] F.2] a' 217 S
D RUBBHIERBNRE  Yoe T 8

Chrical tumor stage

clib 161 31 142 B
cl3 26K 41 Hr
cl4 17 5 12
Lymph node dissection
12 225 £, 263 b
3 22 £ 261
Type of gastrectomy
[Mstal 272 45 31X 2
Total /proxmal 174 sl A3
Splenectomy
Mo 253 44 LE P B
Yes 163 28 191
Pancreatect omy
Mo 427 T4 i1} .1
Yes 14 3 .
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Umivanate analysis

Pfehmiﬂﬂfy AﬂﬂlYSiS— 2 Odds ratio of

Factors HMI < 25 BMI = 25 BMI = 25 (95% CI) F v e

Operation tme (min)

.9 = > 297 141 16 1.90 (1.16-3.10) 01
] Eé 'j!" ——3 ﬁzl:! *ﬁ <297 05 41 -
X E Blood loss {mL)

=710 131 -4 321 (1.95-5.26) = 1
%ﬁ _I_ E’]ﬁ Eb“% ~ T =710 115 13 -
1 l , | = Blood transfusion D
d A = b - Yes 9% 17 101 {561 80) 98
Mo HE i -
% Mo. of retneved [ymph nodes _—
=54 137 13 169 {1.03-2.77) 037
Y = 54 ) -4 -
| é é 1#& Reoperation
Yes 49 3 LYT [ 52-T7.44) A2
. N No 437 74 -
= SNEBEGIE Hospital death —
Yes 3 1 1.9 { 20-18.92) i
riniing Mo 441 Th -
| HZE ;&E Any complication
Yes 11 27 B4 (1. 10-3.110) 021
HE D'u W =2 % Mo M5 L ] -
| HI H]E Surgical complication
Yes EL) 15 2493 (1.51-5.649) iz
Mo 412 62 -
Anastomotic leak —
2 Yes B 3 222 5EH.50) 25
fr Mo 438 T4 -
u $1’T‘]-H#Fﬁﬁ Pancreatic fistula —
= Yes 20 10 18 (1.43-T7.04) s
. Ilill J]‘.IIE No 426 67 -
Abdominal abscess
Yes 19 10 335 (1.50-7.52) LIk
| ) SR ERE 1@ *"ﬂ No 47 67 -
u ‘//\ I-'I'? /B Pricumonia —
Yes 12 4 1.9 { 62-6.31) 25
Mo 434 73 -
Other complication —
Yes 65 11 (98 [ 49-1.95) 95
Mo £ iy -
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Preliminary Analysis- 3
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= EEHIE
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Bultivariate analvsis

Odds ratio of

Factors BMI = 25 BMI = 25 BMI = 25 (95% CI) P walue

Orperation tome (min)
= My 141 36 224 (1293 KET) LR
=X7 M5 41 -

Blood loss (mL)
=TI 131 44 374 (2. 19-639) < M1
=71 315 33 - —

Blood transfusion
Yes bt 17 1. 10 {.59=2103] o
Mo HE [i1)] -

Mo, of retrieved lymph nodes
=54 137 33 152 (1.06-3.14) A3l
= 54 i 44 - ——

Reoperation
Yes 9 3 185 (47-T7.29) 38
Mo 4317 T4 -

Hospital death
Yes 3 1 1 56 (20149 50) i
Mo 443 Th -

Any complication
Yes 11 27 150 (1.11-324) e
Mo 45 S0 -

Surgical complication
Yes M 15 335 (1.65-6.TE) <. .1
Mo 412 62 -

Anastomotic leak
Yes ] 3 214 (.&E-H4T) e 1
Mo 418 T4 -

Pancreatic fistula
Yes 20 10 418 (1.71-11.22) A2
Mo 426 [i) —

Abdominal abscess I
Yes 149 10 351 (1.52-8.12) AN 3
Mo 427 [i) —

Pneumonia —
Yes 12 4 1 BE ((556H.13) 2
Mo 434 73 -

Other complication
Yes [ 11 D97 (48-1.95) 03
Mo 1E1 fh -
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Preliminary Analysis- 4

s I IIL—T
0 D2EETIE. BMI A KREWFZESHIEDNDIRIF LY
o D3ETIL. BMI EEHFHED B EME TR

2 subgroup (n = 263) 3 subgroup (n = 260)

Mulovanate odds ratio Multrvanate odds rabo Interacton

Factor of BMI = 25(93% (1) F value of BMI = 25({95% CI) P value F value
Operation time

Operation time > 297 min 219 (96-5.02) A6d 227 (1. .0M—4.73) A28 A5
Blood loss = 710 mL 2EI (133604 A 505 (2.27-11.26) < Ml 3
Blood transfusion 1.73 (.70-4.26) 23 (.78 { 34-1.79) 56 20
MNo. of retrieved lymph nodes <54 2.73 (1.28-5.85) 01 1.06 (43-2 62) 9 12
R eoperation 4.21 (64-27.61) 13 0.2 (097 39) &6 27
Hosptal death 6.H2 (40-117.43) A% ME Rt S
Any complication 2062 (1.235.61) 13 1.3 {652 9E) 4 25
Surgical complications 420 (1.59-11.10] 00 200 (.9 1—7 40) 074 51
A nastomotc leak 277 (47-16.19) 2 L.449 (. 16-14.00) Wk &7
Pancreatic fistula 4.74 (1.42-15.89) 012 1.61 (96-11.55) 057 a7
A bdominal abscess 472 (1. 49-14.9) LILI 255 (TIHEES) A4 AE
Pneumonia 281 (T-10.104) A1 ME R Sy
Other complications TR [ 33-117) L) U9l ([ 37—223) B3 52
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Which Section Should be Written First?

1. Methods

2. Results

3. Introduction

4. Discussion
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Methods Section- 1

Between June 1995 and April 2001, 523 patients registered in
the JCOG 9501 study were randomly allocated to either D2
(n=263) or D3 dissection (n=260)

Patients aged
less than 76 years of age with histologically proven and
resectable primary gastric carcinoma with an estimated depth of
SS (invading subserosa: cT2b), SE (penetrating serosa: cT3) or
Sl (invading adjacent structures: cT4) were recruited

as described before in details. Patients with
positive for free cancer cells by cytological examination of
peritoneal washes and those with type 4 tumours (linitis plastica
type) were excluded.
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Methods Section- 2

Patients underwent appropriate gastrectomy with systematic
lymphadenectomy as allocated. Perigastric lymph nodes (nodal
stations No.1, 3, 4, 5 and 6 according to the Japanese
Classification of Gastric Cancer) and nodes at the base of the
left gastric artery (No.7), along the common hepatic artery (No.8)
and at the base of the splenic artery (No.11) were routinely
resected .....
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Methods Section- 3

In this study, anastomotic leakage, pancreatic
fistula, and abdominal abscess are defined as surgical
complications. Anastomotic leakage was defined as

Pancreatic fistula was diagnosed if

In addition,
pneumonia and other complications were considered as
complications.
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Methods Section- 4

According to the World Health Organization classification,
BMI225 was considered as being overweight (increased BMI)

and BMI<25 as being non-overweight.
sex,

age, tumor location, pathological (p) T category (pT2 and pT3 v
pT4), extent of lymphadenectomy, type of gastrectomy,
splenectomy and pancreatectomy were evaluated as potential

confounding factors.
examined by

chisquared test.
evaluated by the odds ratios.

evaluated by the odds ratio.

64 http://www.icrweb.jp/icr/



ICR KR /XDESH

Methods Section- 5

s Operative time, blood loss and the number of retrieved lymph
nodes were divided into tertiles as previously described, and
used as binary variables by dichotomizing the highest tertiles
and the remaining two tertiles because biological meaningful cut
off points could not be defined. In addition to the univariate
analysis, all the analyses were conducted adjusting all the
potential confounding factors by logistic regression.

m To see the difference of the effect of increased BMI between D2
and D3 dissection, all the analyses were repeated separately for
D2 and D3 subgroup, and the interaction was also evaluated. All
the statistical analysis was performed with the software SAS®
version 8.12 (SAS Institute, Tokyo, Japan). P values less than
0.05 were considered statistically significant and all tests were
two-sided.
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Re Sults SeCtlon_ 1 TABLE 1. Backgrounds of patients according (o body o
. index ( BMI)
= Seventy-seven patients were cla:

BMI = 25  BMI 225 Total

BMI>25 Factor n=446) (n =77 number Pvalue
Hon
WS EL1)| 57 35K e
, , _ _ F 145 ) 165
being non-overweight with BMI<Z e
< b 137 23 1) 'L
Sh—hH5 1 76 31 A7
> b3 133 23 156
Location
A (lower third) .51 sl 217 4
M (muddle third) 173 33 2
C {upper third) &5 15 100
Climacal tumor stage
cT2b 1l 3 1492 B
cl3 it 41 M
cl4 17 5 22
Lymph node dissection
background characteristics of pat b: 225 -
shown in Table 1. There were n¢ T of sssssiom
[Mstal 272 48 LY. | B2
Total /proxmal 174 sl A3
Splenectomy
Mo 2E3 44 332 R
Yes | a3 28 1491
Pancreatectorm
the two grou '~ ’ 427 4 o1 8
1II::*-'. 4 3 22
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Results Section- 2

= Any complications were identifi€i e o -2

Umivanate analysis

Odds ratio of

BMI = 25 BMI > 25 (95% CI) F vahe
Upcr.tlmn tme {minj
major surgical complications occ == o 16 190 (116310
H-In-nd loss (mL)
e :"l.i]fms " 131 44 321 (1.95-5.26) = 1
=710 115 33 -
Blood transfusi
Yes e R 17 101 { 561 .80) 8
| HE il -
Nﬂ.ﬂﬂ-r retrieved lymph nodes
_-.5-1- 137 33 169 {1.03-2.77) nas
k| 44 -
J{c
univariate analysis, increased Bz~ . s s
437 T4 -
death
risk for pancreatic fistula, abdome == l ot 2018
Mo 441 Th —
Any licat
and blood loss (Table 2). L
| M5 51 -
.'Eiur:_-.:i-;.'al complication
Yes 4 15 2493 (1.51-5.649) iz
| 412 62 —
.-!.n:;lnmnlic lzas ke
Yes 5 3 222 5EH.50) 25
Mo 438 T4 -
Pancreatic fistula
Yes r. | 110 18 (1.43-T7.04) 5
| 426 67 —
Ah;ﬂminal abscoss
Yes 19 110 335 (1.50-7.52) LILE]
| 427 67 —
I-‘n::t:rnnnia
Yes 12 4 1.9 { 62-6.31) 25
M 44 73 -
f.}ll':r complication
Yes [ia] 11 (98 [ 49-1.95) 5
Mo I35l by -
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Results Section- 3

Multivariate analysis

Odds ratio of

= Multivariate analysis identified trwe. s -2

68

HMI = 25 BMI = 25 (95% CI) £ value
{}icrd.lh.'l-l'l tme {minj
significantly associated with pai == 6 224020387
H|1.'I-|.1-|:| loss (mlL)
abSCGSS Operatlve time and bl( - 710 44 174 (2.19-639) <.001
H|1.'I-|.1-|:| tra nsfusion
Were 4 18 (95% CI 1 71 10 22) 'I'Cﬂ 17 110 {.59-=2.03) a7
i) -
Nﬂ ﬂF retrieved |}'ITI|.'I-|1 nodes
(95% CI 1 29 3 87) and 3 74 (E ;.5—1- ] 182 (1.06-3.14) LIk
44 -
Rcﬂru:r.iliﬂn
Yes 3 1.E5 (.47-T7.249) AR
Mo T4 —
Hospital death
Yes 1 1 56 (. 20-1%9 .50) i
Mo Th —
Any complication
Yes 27 150 (1.11-324) LT
Mo 51 —
Surmcal complication
Yes 15 135 (1656 THE) < M1
Mo G2 -
Anastomotic leak
Yes 3 214 (H-E.47) e
Mo T4 —
Pancreatic fistula
Yes 1 418 (1.71-110.22) LI e
Mo [ —
Abdominal abscess
Yes 1) 351 (1.528.12) LI
Mo 67 -
Pnecumonia
Yes 4 1. B8 (.5E—6.13) 20
Mo T3 —
ther complication
Yes 11 097 [ 48-1.95) 93
Mo s —
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Results Section- 4

= We next analyzed the D2 (n=263) and D3 (n=260) dissection
subgroups (Table 3). In the D2 subgroup, increased BMI was
significantly associated with pancreatic fistula, abdominal
abscess and blood loss with odds ratios of 4.74 (95% ClI, 1.42-
15.89), 4.72 (95% CI, 1.49-14.99) and 2.83 (95% CI, 1.33-6.04),

D2 subgroup (n = 263) D3 subgroup (n = 260)
Mulovanate odds ratio Multrvanate odds rato Interacton

F actor of BMI = 25(95% (1) P ovalue of BMI = 25(95% CI) F value F value
Operation time

Operaton time > 297 min 219 (96-5.02) A63 227 (1. .0M—4.73) A28 45
Blood loss =710 mL 283 (1.336.04) A7 305 2.27-11.26) = M1 LA
Blood transfusion .73 (T0—4.26) 23 0,78 (L 34-1.7%9) by . ||
MNo. of retrieved lymph nodes <54 273 (1255 85) A1 106 (432 62) o N .
R coperation 421 (64-27.61) A3 QB2 (09T 39 b 2
Hospital death 6. E52 (40-117.43) A% ME Rt S
Any complication 2.62 (1.23-5.61) 013 1.39 (.65-2 9E) 4 25
Surgical complicatons 4.20 (1.59-11.10) IS 2.60 (.91-7 40) 074 51
A nastomotc leak 2.7 (47-16.1%) el 1449 (161 4.0 N b7
Pancreatic fistula 4.74 (1.42-15.89) 012 1.61 ((96-11.55) 057 a7
A bdominal absoess 4.7 (1 . 49-14.9) A 255 (THEES) 14 AR
Pneumonia 281 (T-10.104) A1 ME A7 g
Other complications 108 (34-3.37) 4 0491 (L 37-223) B3 B2
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Introduction Section- 1

The incidence of overweight and obesity has been increasing in
the general population, but the impact of increased BMI on
surgical outcomes is unclear.

The influence of increased BMI on the outcomes, e.g. surgical
complications, surgical quality, hospital stay and prognosis, of
gastrectomy with D2 lymph node dissection for gastric cancer
patients is controversial.1->
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Introduction Section- 2

These data were derived retrospectively from a single institution

A
prospective study from multiple institutions using a similar
surgical procedure is the ideal means

This trial provided the opportunity to prospectively evaluate
collected data regarding the effect of increased BMI on surgical
outcome following D2 or D3 dissection.
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Introduction Section- 3

= Thus, we used the JCOG data to investigate the interaction of
D2/D3 dissection and increased BMI on surgical complications
In a randomized trial.
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Discussion Section- 1

We clearly showed that overweight patients are at increased risk
for the development of organ/space Surgical Site Infection (SSI)
(abdominal abscess and pancreatic fistula) complications after
gastrectomy with D2 or D3 dissection.

Among all of these studies, increased BMI was
not identified as a risk factor for SSI...

BMI was still associated with the

development of pancreatic fistula and abdominal abscess as
seen previously.® This fact suggests that
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Discussion Section- 2
Practically,

In addition,

These factors may
contribute to the increased occurrence of abdominal abscess
and pancreatic fistula in surgical patients with increased BMI.

The need for transfusion was not increased
Since criteria for preoperative hemoglobin value and blood

transfusion were not defined in the protocol, this curious result
could be observed by chance in the multi-institutional trial.
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Discussion Section- 3

Caucasians in general have a higher BMI than Japanese
iIndividuals,

The
proportions of patients with BMI225, BMI227 and BMI>30 in the
present study were only 14.7%, 5.2% and 1.0%, respectively

The mortality of patients undergoing D2 dissection
In the two Western studies was 13% and 10%, while morbidity
was 46% and 43%. In contrast, we observed only 1.3%
mortality and 35.1% morbidity in patients with BMI225

In addition to possible

differences in patients’ physique, experience and workload
volume of surgeons are important factors that could contribute to
different surgical outcomes.
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76

Discussion Section- 4

In patients undergoing D2, but not D3, dissection, increased BMI
was significantly associated with surgical complications.
Although these differences were not statistically significant, this
may be due to low statistical power to test the interactions.

The increased risk of
complications in non-overweight patients in the D3 subgroup
could explain these differences. Indeed, the cumulative
Incidence of all complications in non-overweight patients was
17.8% in the D2 subgroup and 27.6% in D3 subgroup. Thus,
greater care should be taken in performing gastrectomy not only
In all patients undergoing D3 dissection but also overweight
patients undergoing D2 dissection.
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Discussion Section- 5
The relationship between increased BMI and overall prognosis
In patients with cancer is an important issue to resolve.

In this study, the number of

lymph nodes retrieved from overweight patients was significantly
less compared to non-overweight patients undergoing a D2, but

not D3, dissection

A conclusive result cannot be obtained without
a well controlled prospective study, and the final results of the
JCOG 9501 trial should answer this important question.
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Discussion Section- 6

The proportion of overweight patients in this trial was low
(14.7%). Therefore, the obtained results are not definitely
conclusive, but clearly suggest that caution is needed when
performing gastrectomy for gastric cancer in overweight patients.

In conclusion, increased BMI increased the risk of surgical
complications in patients undergoing gastrectomy with
lymphadenectomy.
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Decision Letter

AS0O-2006-05-0290

Influence of overweight on surgical complications for gastric cancer:
Results from a randomized control trial comparing D2 and extended
para-aortic D3 lymphadenectomy (JCOG9501)

17-Jul-2006

Dear Dr. Tsujinaka:

The Editorial Board of the Annals of Surgical Oncology has reviewed your
manuscript. | am pleased to inform you that they have accepted it for

publication pending minor revision. The comments of the reviewer(s) are
included at the bottom of this letter.

To submit your revised manuscript, log into
https://mc.manuscriptcentral.com/aso and enter your Author Center,
where you will find your manuscript title listed under "Manuscripts with
Decisions.” Under "Actions,"” click on "Create a Revision." Your
manuscript number will be appended to denote a revision.

When submitting your revised manuscript, you will need to respond to the
comments made by the reviewer(s) in the space provided. Please use this
space to document any changes you have made to the original manuscript.
In order to expedite the processing of the revised manuscript, please be

as specific as possible in your response to the reviewer(s).
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Take Home Messages
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