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Clinical Question (CQ)
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Control
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Interesting (7 — ~ HYEIBRIZE L)

Novel (7T—<AFTL L\ FHELHLLY)
Ethical (5 7EDRIER)

Relevant (B& DY)ELRIEICEE)

Hulley SB, Cummings SR, et al. Designing Clinical Research. Third Edition.
Lippincott, Williams&Wilkins.
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Prospective cohort study

-BAERS CEERZT —THRBIRLTIMLZLRRTh
[£. "X Tprospective cohort study
-PECODNAE X H7ARLY

STV HITEFRAV BRREARBE KRR

F =

BEEHRO DA EAILTOND,
VEGT—REBZHOALOHRDH T, FIRAE T —4ZRYIAh I NS,
T—ADREAZEFRELLTREMEERTED,

R

a0 =m g

3% (dropout) D SRR

ST IVEN+DHERTELWIEEHS

16




Retrospective cohort study
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2-1. Introduction

2-2. Methods, Results

2-3. Discussion

2-4. Abstract

2-5. Title
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2-1. Introduction

Introduction®EZEZ AN F T L& . editorreviewer D /0EF
IFOECENWHDICHRY F9,

MethodZ FcL RIS, rejecta  RDTLEIZ&EHH Y X
¥4,

Introduction @ £k 8]
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FEAH X9 L Introduction D #8 A (structure)
42k

¥1/35%4 57 Background

F2/\545 57 : What is already known?

$3/855 57 What remains unknown?

E4/X5% 57 : What were the aims of the present study?
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Bt X9 L Introduction D #& A (structure)
TD2

F1/35% 57 Background
F2/\55 57 : What is already known

and what remains unknown?
$3/\5% 57 : What were the aims of the present study?
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FEAH X9 L Introduction D #8 A (structure)
ZD3

% 1/\5% 57 Background
$E2/\5% 57 : What is already known?
F3/\55 57 What remains unknown
and what were the aims of the present study?
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Paragraph D E A& 1S

+ Paragraphld. 0O & DD EEE(topic)Z iBAT 578
IZHEAIL T o N7 B,

¢ One paragraph, one topic.

. %p*aragraph 1213 (2L L230) Dkey sentence &
BRENICEAYT S,

+ Key sentence DIE [T, paragraph® §IEXX
(introductory sentence) TH E Ly L. paragraph®
FAPERETHRL,
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Risk Factors for Retained Instruments and Sponges after Surgery

(N Engl J Med 2003;348:229-35.)
EI1NFTF7

Error in medicine is common and may cause harm.! However,
isolating the factors underlying specific types of errors has
proved to be a formidable task. The types of errors that occur

vary widely because of the extreme complexity and heterogeneity

of the tasks involved in medical care. Furthermore, many of the

most devastating errors happen too infrequently for observational

or single-institution studies to identify the risk factors and
patterns of causation. As a result, studies of error to date have
generally measured only the frequency and outcomes of specific

types of errors, not the roles of particular contributing factors.

31

B2/17977

One persistent but poorly understood error is leaving
sponges or instruments inside patients who undergo surgery.
Such incidents may result in major injury. In a report on 24
cases of foreign bodies retained after intraabdominal surgery,
complications observed included perforation of the bowel,
sepsis, and in two patients, death.> The retention of sponges
and instruments is considered by many to be avoidable, and
when it occurs, it can attract wide, critical press coverage.?
Yet these errors persist. Although the incidence has not been
determined, estimates suggest that such errors occur in 1 of
every 1000 to 1500 intraabdominal operations.®’
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EB3INZTF7

There is great uncertainty about why these incidents occur and
how to prevent them. The standards of the Association of
Operating Room Nurses have long required that only sponges
detectable on radiography be used and that they be counted
once at the start and twice at the conclusion of all surgical
procedures.® The standards also recommend that

instruments be counted in all cases involving an open cavity. If
a count is incorrect — that is, not all materials are accounted
for — then radiography or manual reexploration is to be
performed. In published case series, some incidents appear to
result from a failure to adhere to these standards.

%10 However, in the majority of cases, foreign bodies go
undetected despite proper procedures. Previous descriptive
studies have been unable to establish the human and systems-
related factors involved.!”
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BANZTF7

We performed a case—control study to identify risk
factors for the retention of foreign bodies during surgery
that might provide direction for ameliorative efforts.
Because these cases are avoidable and frequently
injurious, many lead to malpractice claims; given the
high likelihood of litigation after such cases, most
liability insurers also encourage clinicians and hospitals
to report them. Therefore, we used malpractice-
insurance files from several institutions to identify cases.
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Key sentencest=[TZIREFMOTEINTHELD

Studies of error to date have generally measured only the
frequency and outcomes of specific types of errors, not the
roles of particular contributing factors.

One persistent but poorly understood error is leaving sponges
or instruments inside patients who undergo surgery.

There is great uncertainty about why these incidents occur
and how to prevent them.

We performed a case—control study to identify risk factors for
the retention of foreign bodies during surgery that might
provide direction for ameliorative efforts.
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2-2. Methods,Results

Methods D #k 8]
P RINEON SR, . B

« YR Dinclusion/ exclusion criteria

« endpoint & BIE %

AT OFE (AWt 7 1 E O
- RENERE (REZESOHFAZF/IL)

36




Yasunaga H, et al. Collaborative effects of bystander-initiated
cardiopulmonary resuscitation and prehospital advanced cardiac
life support by physicians on survival of out-of-hospital cardiac
arrest: a nationwide population-based observational study.
Critical Care 2010

L T—RINED AL, B . REDinclusion/ exclusion criteria>

In January 2005, the Fire and Disaster Management Agency of
Japan launched a prospective, nationwide, population-based,
observational study involving all out-of-hospital cardiac arrest
(OHCA) patients in Japan.

(HES)

In the present study, we enrolled all OHCA patients who were
witnessed by lay people or emergent medical service providers, who
underwent prehospital advanced cardiac life support by emergency
life-saving technicians or physicians and who were transported to
medical facilities from 1 January 2005 to 31 December 2007.

<Endpoints>

Outcome data included 1-month survival and neurological status
1 month after the event, defined by the Glasgow-Pittsburgh
cerebral performance category.

<HEBAOFE(BAOEMEVIFED >

Logistic regression analyses were performed to model the
concurrent effects of bystander-initiated cardiopulmonary
resuscitation, advanced cardiac life support and other factors on
the outcomes. The threshold for significance was P <0.05. All
statistical analyses were conducted using PASW Statistics
version 18.0 (SPSS Inc., Chicago, IL, USA).

<MEZELDFFAI>
The present study was approved by the Institutional Review
Board of Nara Medical University.
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Results Dk

* Methods & [E]IEICResults% & <,  (Methods T%t
BAL TWARWTZ & ZResultsICEL DL TEE)
« HFIC5EER L 72 L = O A Figures, Tables| SR 9o
(FEBKICZ VWK TEE)
« ZX3Z & Figures,Tables & D7 — X D5EL2EE (E
TEE., AXITIE. FiguresTablesH Dkey results
& T — X Dtrend D A % FLE,
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PTG R 2 X4 L e T 5

ERIIx T AEERIEO LV -RITZEResultD R THAULVELY

Results[ZHFAHNGT—F:

very, quite, absolute, enormous, considerable,

substantial, exceptional, extreme, surprising, tremendous,
obvious, perfect, huge, gigantic, extraordinary, outrageous,
definite, important, essential, 7% &
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Negative 75 g H & <

PositiveZS &R 721705 L. negative data
gk L WD [ Zunfair©d,

negative datab EZ T,
EbAEREZLEL &L D,

ResultiXERTGDA > /\L—F
<A >

Inhospital mortality was X% in treatment A, Y% in
treatment B, and Z% in treatment C.

Inhospital mortality was X%, Y% and Z% in
treatments A, B and C, respectively.

<f&m>
Higher age was significantly associated with lower
survival rate.
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< LeEg >

The proportion of complications was significantly lower in Group A
than in Group B.

The proportion of complications in Group A was significantly lower
than that in Group B.

Group A had a significantly lower proportion of complications than
Group B.

Patients in Group A were significantly less likely to have
complications compared with those in Group B.

Patients in Group A were at significantly lower risk of
complications relative to those in Group B.




<HFEEMNBMGFEDORE>

The chi-square test showed no significant difference
between Group A and B in complications (12.4% vs
10.1%, P = 0.10).

The difference in complications between Group A
and B did not reach statistical significance (12.4%
vs 10.1%, P = 0.10).

Although not significant, patients in Group A
tended to have more complications than those in
Group B (12.4% vs 10.1%, P = 0.10).
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< ZEERNT DAY >
Patients who underwent treatment A had a significantly lower

mortality than those who underwent treatment B (OR = 0.50; 95%
Cl=0.35-0.65; P < 0.001).

Patients aged 80 years or older were approximately two-fold more
likely to die within 30 days of surgery compared with those in their
70s (OR, 1.95; 95% Cl, 1.80-2.10; P<0.001).

With reference to Group A, the ORs (95%Cls) of Group B and C for
30-day mortality were 0.90 (0.70-1.10; P=0.80) and 1.20 (1.10-
1.30; P<0.001), respectively.

Factors associated with a significantly increased risk of
complications were X, Y and Z.
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2-3. Discussion

Hom < BLHIEE LTHLLERE L0,
DiscussionDEZ AN F T < TrejectcNTL F D,
ZFABELVWEREAITIZMELTHEITEL & 5,

Discussion D &k 8]
(i) Simple is best.
One paragraph, one topic.
All topics lead to Conclusion.

(i) e EEH

One article, one take-home message.
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Discussion M &

i.  Brief summary

ii. Comparison with other studies

iii. Possible explanations and implications
iv. Limitations

v. Conclusion
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i. Brief summary

Discussion & 8 D 1 paragraph (.
Methods and Results D brief
summaryx 569,

H Abstract D copy and paste (3 A~ AJ
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ii. Comparison with other studies

Resultsh b EAN 5 EER & B2 (CES
BEBIAXOAEEERICEIRT 5,
SCERER SR D potpourri (X FEFH,
YEDOLEONIERIIZRBEH D, BEDDOH
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7=V, RIFEMNEDS T H D EE2RTI-HDH D,
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iii. Possible explanations and implications
Results(d & D & 5 ICfi#fR(explanation) TZ %A ?

Results|d F48:@ ) (as expected) . FHEICK T % (unexpected)d D H ?
B >t 7-findingsld. biologically plausible (4£#)5# (2SR BRATRE) # ?
clinically plausible (F&ERRIICERERAIAE) 7 7?

Results? b EH h % & E (implication) (X @] A ?
KAEFEREASA AN EZETTEZLDD?
KERTIOICHEDBELRRBIZ(AH ?

Resultsh b BEEMEAEERZEL
Results&EBARAEVNERITELIRNHT !
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B) #IkRBZ EAEZ L,
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Iv. Limitations

ERICEEAX 5 Z 9 Alimitation £ 9 X THIZE,

HICHET YA 2B Blimitation GEIR/NA T X,
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Limitation|&. Z(TIXBE N5 ?

ZTAIZEIEHY FHEA
T A AlimitationlZ, TN BEA reject DEHICH Y £,

E K AlimitationZ, TEXTHE D Z L IEFRAIETY,

Limitationx EZX 4 X % & reject 415 ?

ZABRZEEEHY) FHEA!

Reviewer (ZlimitationDE#HzFH L < Fzv 7 L £,

E R Eimitation A ENNTUWAER WL E L reviewerDEH] D
BICH Y, DR 2 Treject SN BHERIEENDTL & Do
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v. Conclusion

Conclusion(. LimitationZ* & ¥ Z TEEIZ,

BN L-RER IR, LVEN-TY
A VDOMETICEL->T, BENEHLDH LNEHFA,
1= > 121D H L:?t S>T. EBOEBEAE &
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&<7iL Conclusion
Proton pump inhibitor increases postoperative
pneumonia compared with H2 blocker.

&L Conclusion

Our analysis suggests an increase in postoperative
pneumonia associated with the administration of
proton pump inhibitors compared with H2 blocker.

KU Conclusion
Our analysis demonstrated that an increase in
postoperative pneumonia was associated with the

administration of proton pump inhibitors compared
with H2 blocker.
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2-4. Abstract

B ERICEBZINESIIIEL,
AbstractD BELELI[CHh M- TLVBS,

BMJUIZIRFE SN S Em L ERE50004R L L,
Z D %<&, editor[Z&BAbstractF v D EXFE
TrejectEtipeer reviewl Z[BIESHELY,

“We may screen original research articles
by reading only the abstract.”
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Abstract D 58|

v Abstractldmain text21E Z distill L 7= D,

v Abstract’= 1Tt A TEEERDI DN D LD ICE L,

v K3 DCopy & PastelL ikt T, rephrasez /LHYT B,

v MaintextiCE R INTULWAWERIZTRL TEN AL,

* Background: state why the study was done, the main aim and
the nature of the study (randomized clinical trial,
retrospective review, experimental study, etc.).

* Method: describe patients, laboratory material and other
methods used.

+ Results: state the main findings, including important
numerical values.

* Conclusion: state the main conclusions, highlighting
controversial or unexpected observations. s

JAMA

Manuscript Preparation and Submission Requirements

Abstract

Importance: The abstract should begin with a sentence or 2
explaining the clinical (or other) importance of the study question.

Objective: State the precise objective or study question addressed
in the report (eg, “To determine whether...”). If more than 1
objective is addressed, the main objective should be indicated and
only key secondary objectives stated. If an a priori hypothesis was
tested, it should be stated.

60




Design: Describe the basic design of the study. State the years of
the study and the duration of follow-up. If applicable, include the
name of the study (eg, the Framingham Heart Study). As relevant,
indicate whether observers were blinded to patient groupings,
particularly for subjective measurements.

Setting: Describe the study setting to assist readers to determine
the applicability of the report to other circumstances, for example,
general community, a primary care or referral center, private or
institutional practice, or ambulatory or hospitalized care.

61

Participants: State the clinical disorders, important eligibility
criteria, and key sociodemographic features of patients. The
numbers of participants and how they were selected should be
provided (see below), including the number of otherwise eligible
individuals who were approached but refused. If matching is used
for comparison groups, characteristics that are matched should be
specified. In follow-up studies, the proportion of participants who
completed the study must be indicated. In intervention studies, the
number of patients withdrawn because of adverse effects should
be given. For selection procedures, these terms should be used, if
appropriate: random sample (where random refers to a formal,
randomized selection in which all eligible individuals have a fixed
and usually equal chance of selection); population-based sample;
referred sample; consecutive sample; volunteer sample;
convenience sample.
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Intervention(s) for clinical trials or Exposure(s) for observational
studies: The essential features of any interventions, or exposures,
should be described, including their method and duration. The
intervention, or exposure, should be named by its most common
clinical name, and nonproprietary drug names should be used.

Main Outcome(s) and Measure(s): Indicate the primary study outcome
measurement(s) as planned before data collection began. If the
manuscript does not report the main planned outcomes of a study, this
fact should be stated and the reason indicated. State clearly if the
hypothesis being tested was formulated during or after data collection.
Explain outcomes or measurements unfamiliar to a general medical
readership.
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Results: The main outcomes of the study should be reported and
quantified, including baseline characteristics and final
included/analyzed sample. Include absolute numbers and measures of
absolute risks (such as increase/decrease or absolute differences
between groups), along with confidence intervals (for example, 95%)
or P values. Approaches such as number needed to treat to achieve a
unit of benefit may be included when appropriate. Measures of relative
risk also may be reported (eg, relative risk, hazard ratios) and should
include confidence intervals. Studies of screening and diagnostic tests
should report sensitivity, specificity, and likelihood ratio. If predictive
value or accuracy is reported, prevalence or pretest likelihood should
be given as well. All randomized controlled trials should include the
results of intention-to-treat analysis, and all surveys should include
response rates.
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Conclusions and Relevance: Provide only conclusions of the study
that are directly supported by the results. Give equal emphasis to
positive and negative findings of equal scientific merit. Also,
provide a statement of relevance indicating implications for
clinical practice or health policy, avoiding speculation and
overgeneralization. The relevance statement may also indicate
whether additional study is required before the information should
be used in clinical settings.
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2-5. Title

Title D k8]

e Be concise and informative.
ERBABRE, —SEE-YEELEERDIELAAF
WEeBET S,

o {(KELLDON—HRH,
SEEXAAMIVITET- A HVEEE
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RAREEXZAMILILETS

Abstract CIEZ DI RN B YL IEEDFER/RERBEICE
ALV TEFITERRTWSIGEENH D,
WMXDORNBE—XIEMET HILICE>T. hA->THRE
B L R—rEDESLELTLNS,
BEXZMMVIEREYI TEELZLEDITHEY L L,

(Rosner JL. Nature 1990;345:108.)
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Cover lettera {5

Dr. R. Horton
Editor/Publisher,
The Lancet

Dear Dr. Horton

I am sending my manuscript entitled “Risk of Authoritarianism:
Fibrinogen-transmitted Hepatitis C in Japan” for consideration for
publication. I reported the tragedy caused by hepatitis C virus-contaminated
fibrinogen concentrate in Japan, searching for reasons why the spread of the
infection couldn’t be prevented. This report drew a lesson for current
medical care from this disaster in Japan, which could potentially occur in
respect to other issues in any country.




I declare that this manuscript has not been published in whole or in
part by any other journals. No materials submitted as part of this
manuscript infringes existing copyrights, or the rights of any third
party. I also declare that I have no competing interests.

I would be grateful if the manuscript could be reviewed and
considered for publication in The Lancet.

Sincerely,
Hideo Yasunaga
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By L2 —f)

Dear Dr. Yasunaga,

Thank you for submitting your manuscript to AJKD. We have had an
opportunity to consider your manuscript and regret to inform you that
we will not be able to publish it in AJKD. AJKD has instituted a policy
whereby, after being evaluated and ranked by two editors, some
manuscripts are not sent to outside reviewers. Because we receive more
than 1,400 manuscripts annually, we must prioritize which new
submissions will proceed to peer review.

Again, thank you for your interest in AJKD. We wish you success in

publishing this work in another journal and hope to receive other
manuscripts from you in the future.
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Decision letter D4 (Reject)

Dear Dr. Yasunaga

Your manuscript, submitted for potential publication in the American Journal of
Roentgenology, has been carefully reviewed by the Editors as well as experts in the
field. Unfortunately, the priority score assigned to the manuscript is not sufficient to
warrant publication at this time. Because of the large number of manuscripts now
being submitted to the AJR, many papers with merit must be turned away due to
intense competition for pages in the journal.

Relevant comments from the review of your manuscript are included in this
transmittal. It is hoped that these may provide you with useful advice for
improvement, should you consider submission to another journal.

Thank you for sending your work to the AJR. I will look forward to receiving future
submissions from you and your colleagues, with greater success.
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Reviewer’s cruel comments

"The study adds little to current knowledge'

'Conclusions are not supported by the data
presented'

‘This paper is an old-fashioned piece of
unscientific health economics, a kind of which has
never been seen so long.’
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vague, ambiguous, elusive, opaque,
suspensive, redundant, diffuse,
verbose, confusing, misleading
HERE
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BThmdHnidEormmbhY

When one door shuts, another opens.

BMJIZrejectaNf=1223#F DX NS5
HIigdE8368mILthES B INI=C &
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(Lilleyman JS. How to write a scientific paper- a rough guide to getting
published. Archives in Disease in Childhood 1995;72:268-270)
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Decision letter D47
(Reject|Z 3T L Major Revision

“HOR—MT DR > TWD/REX—)
Dear Dr. XXXXX:

Your manuscript, entitled "XXXXXXXX" has been reviewed.

Based on this evaluation, the Editorial Board has determined that your
submission has merit but is not suitable for publication in its present form
in the Journal.

The reviewers and I found your paper intriguing but were concerned that
a number of significant issues need to be resolved before acceptance for
publication could be considered. I hope that you will be willing to address
them. If you choose to do so, note that the revised paper should be

submitted as a New Submission.
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Decision letter D]
(Major Revision)

Your Submission to The Lancet
Dear Dr. Yasunaga,

Many thanks for submitting "Risk of Authoritarianism: Fibrinogen-transmitted
Hepatitis C in Japan" to The Lancet. The editors are interested in this manuscript
and invite you to submit a revised version addressing the points raised by our
reviewers, which are pasted below.

(FPE)

If you have any questions, please contact me.

Dr. WSM Summerskill
Executive Editor
The Lancet
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Dear Editor and Reviewers

Thank you very much for reviewing our manuscript and
offering valuable advice.

We have addressed your comments with point-by-point
responses, and revised the manuscript accordingly.
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Dear Dr. Yasunaga
| am pleased to inform you that your work has now been

accepted for publication = - -

REE L TRLOEVZWRD A SBEETY,

100




Y25, (Publication)

N HANEBEFY v —FILICIEBE S N,
5 R (Crelease S 1172 5
HEE BEL. REASIEAEL £,

cFED [BHTES] &

5] LW EEM
BIZLATHYECREL 5N

S
ER

44 T

101

EFDMXAEZRET HIHDOTREN

EeEtEl., 7 — R UNE. AT, FeRER. BHEOREE T,
EFOERKICE->TLEE L,
EFORIXPEMNMEE L TWBEEIEZ, 77 H2ITL, EALLE
FoTWBRRREEFEEIIEZ, TRRNAREZLTLIZE L,
[BCEIF ] TEITHhHERN ] &V &5 akEEmisa sl
BEFTLTIZE N,

s EFPVEVCRXERERBICRETZ20ENH S EEF, BDH~RL

H% B 240, side byside THLICAA WL, ¥ Y —<» TigEY 3
ERWTLED, ZDE, BREBEEIREDL. BER%ZML THRHEBTS
ERWTL &S,

o FREDESHIBEAZIITRRIZ. BEFAREICE > T—EDEIC

Y ET,

102

THERHYMNEDTTVELL

103




