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Author behaviour concerning
publishing health research (1)

A journal received a submission it had already rejected
twice after peer-review:

* In the first submission the study was comparative

 In the second submission the study was cut to a one-
arm description

* in the third submission the study had become again
comparative

 The authors made no allusion to the previous
submissions and reviewer comments

e OH Rls‘) IRHO o—
loannidis JPA, et al. EJCI 2010;40: 285-287 slide 2 of 20



Author behaviour concerning
publishing health research (2)

e Omit submitting for publication a substantial amount of
their research

e In arecent systematic review update of 79 studies
examining research initially presented at scientific
meetings and followed forward to publication

* Only 53% of the meeting presentations were
subsequently published after nine years

e OH RI;) IRHO o—
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Author behaviour concerning
publishing health research (3)

80 consecutive studies

e subsequently published in Evidence Based Medicine
(Oct 05 for 12 months)

e 55 RCTs; 25 SRs

« Usable information about the intervention missing from
41/80

e OH RI;) IRHO o——
Glasziou P, et al. BMJ 2008:;336;1472-4. slide 4 of 20



Author behaviour concerning
publishing health research (4)

e 10 essential elements about intervention
e e.g., drug name, dose, route....

« Examined 262 reports of randomized trials from most
prominent oncology journals

* Overall, only 11% of articles reported all 10 essential
items

e OH RI}) IRHO o——
Duff JM et al. INCI 2010 102:702-705 slide 5 of 20



Author behaviour concerning
publishing health research (5)

e Selecting specific Diabetes trial
Outcomes tO te” Drug intervention
readers about Protocol Publication

e the selection — based Primary outcome: Primary outcome:
on the results % change in Hgb ;¢ Withdrawal rate
P>0.05 P<0.05

e OH RI';) IRHO o——
Dwan K, et al. PLoS ONE 2008;3: e3081 slide 6 of 20



Net effect

e “This research investment should be protected from the
avoidable waste of inadequately producing and reporting
research”

e Chalmers and Glasziou

* “Thoughtful consideration of reporting trial-related
procedures that could assist with turning “best evidence”
to “best Practice” would be worthwhile”

o “Careful and consistent reporting would help to promote
safe and effective clinical application of oncology
therapeutics ...”

 Dancey

e OH RI;) IRHO o——
Chalmer and Glasziou Lancet 2009;374:86-89; Dancey JNCI 2010; 102:670-671 slide 7 of 20



Reasons authors behave like this

e Don’t know completely
e Publish of peril
 Needs to be studied

« OH RI;) IRHO o——
Fanelli D, PLoS ONE 2010;5: e10271 slide 8 of 20



Changing author behaviour

e The EQUATOR Network
e WWW.equator-network.org

* An international initiative set up to improve reliability of
health research publications

@ equator

network

@ OHRI§IRHO -~
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http://www.equator-network.org/

Seven major goals of the
EQUATOR Network

1. Develop and maintain a comprehensive internet based
resource centre providing up-to-date information, tools and
other materials related to health research reporting

2. Assist in the development, dissemination and implementation of robust
reporting guidelines

3. Actively promote the use of reporting guidelines and good
research reporting practices through an education and
training program

4. Conduct regular assessments of how journals implement and use reporting
guidelines

5. Conduct regular audits of the reporting quality across the whole spectrum of
health research literature

6. Set up a global network of local EQUATOR collaborating centres in order to
facilitate the improvement of health research reporting on a worldwide scale

7. Develop a general strategy for translating the principles of responsible
research reporting into practice

e OH Rls‘) IRHO o——
Simera |, et al. BMC Medicine 2010;8:24 slide 10 of 20



Steps to support and practice accurate and
transparent reporting of health research

* Find out about reporting requirements early when
planning your research study
 When writing up your research, check the EQUATOR

website for any new relevant reporting guidelines in
order to help improve the quality of your manuscript

° OHRI§) IRHO o——
slide 11 of 20
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@ equator

EQUATOR resources

Guidelines for reporting systematic reviews and meta-

Search:

network Enhancing the QUAlity and Transparency Of health Research
Home About Resource Courses Research Contact News Forum
EQUATOR Centre Events Projects

Resource Centre

Library for health
research

reporting
Reporting
del

G

Reporting
guidelines under
development

Reporting
guidelines in other
research fields

Guidance on
scientific writing

Guidance
developed by
editorial groups

Medical writers -
additional
resources

Research ethics,

publication ethics
and good practice
guide

Development and
maintenance of
reporting

guide

Editorials
introducing RGs

Examples of
guidelines for peer

reviewers

Library for health research reporting

The EQUATOR Network library currently contains:

+ An introduction to reporting guidelines

+ Comprehensive lists of the available reporting
guidelines, listed by study type:
o Experimental studies
o Observational studies
o Diagnostic accuracy studies
@ Systematic reviews
o Qualitative research
o Economic evaluations
e Quality improvement studies
o Other reporting guidelines
o Reporting data

Download the most frequently-
used reporting guidelines:

* CONSORT checklist

« CONSORT flowchart

+ CONSORT extensions

« STARD checklist &

o Sections of research reports flowchart
o Specific conditions or procedures. * STROEE checklists
+ Reporting guidelines under development * PRISMA checklist

+ Reporting guidelines in other research fields « PRISMA flow diagram
+ Guidance on scientific writing

+ Guidance developed by editorial groups
+ Medical writers - additional resources

Download:

« Catalogue of reporting

+ Research ethics, publication ethics and good guidelines (2010)
practice guidelines

+ Resources related to development and maintenance of reporting guidelines

+ Editorials introducing reporting guidelines

+ Guidelines for peer reviewers

+ Case studies: How journals implement reporting guidelines

« Examples of good research reporting

+ Useful and interesting presentations

+ EQUATOR 'pick’ - comments, discussion and other thought provoking articles and
interesting quotes

Resource Centre

analysis
v Library for health Reporting |Name of |References including PMID
research guidance | guideline
reporting provided website
v Reporting for: (where
Guidelines available)
Experimental Systematic PRISMA Moher D, Liberati A, Tetzlaff ), Altman DG, The PRISMA Group.
d reviews and . Preferred Reporting Items for Systematic Reviews and Meta-
meta- Using Analyses: The PRISMA Statement.
Observational analyses PRISMA PLoS Med 2009; 6(7): 1000097,
studies (ralk) PMID: 19621072
. BM] 2009; 339:b2535. PMID: 19622551
Diagnostic Ann Intern Med 2009; 151(4):264-9, W64.
accuracy studies
- PMID: 19622511
» Systematic J Clin Epidemiol 2008; 62(10):1006-12.
reviews and PMID: 19631508
bysi Open Med 2009; 3(3);:123-130
Qualitative Liberati A, Altman DG, Tetzlaff], Mulrow C, Gaetzsche PC,
research et al. The PRISMA Statement for Reporting Systematic Reviews
i and Meta-Analyses of Studies That Evaluate Health Care
EE_E:LC:SL;CHS Interventions: Explanation and Elaboration.
PLoS Med 2009; 6(7): e1000100.
Quality PMID: 19621070
improvement BMJ 2009; 339:b2700. PMID: 19622552
studies Ann Intern Med 2009; 151(4yW65-94.
PMID: 19622512
Other reporting
guidelines PRISMA Statement replaces the QUOROM guideline
(PMID: 10584742
Reporting data
sections of Meta- Riley RD, Lambert PC, bo-Zaid G. Meta-analysis of ind
research reports analysis of participant data: rationale, conduct, and reporting. BM]
individual 2010:340:c221. PMID: 20139215
Specific participant
conditions or data
rocedures ) " .
Meta- MOOSE Stroup DF, Berlin JA, Morton SC, Olkin I, Williamson GD,
Reporting analyses of Rennie D, Mcher D, Becker BJ, Sipe TA, Thacker SB. Meta-
quidelines under observational analysis of observational studies in epidemiology: a proposal
development studies for reporting. Meta-analysis Of Observational Studies in
Epidemiology (MOOSE) group. JAMA 2000; 283(15):2008-
Reporting 2012.
quidelines il‘:jother PMID- 10789670

re

Guidance on
scientif] i

Guidance

Other resources that include guidance on reporting

1. Cochrane Handbook for Systematic Reviews of Intervention

Collaboration.

s, Cochrane

OHRI;) IRHO o——
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R e p O rt I n g g u I d e I I n eS COMSORT 2010 checklist of information to includewhen reporting a randomisad trial*
Sectlon/ Topic Item Nx (heecklist ftem
Titke and zbstract
. 12 Idenoificarion as 2 randomissd malin e e
O Ch ec kl |St 1b SouCured summany of mal deskgn, methods, rEsults, and cenclusians o speciiic guidance see CONSORT for absiraas )
. Introduction
° FIOW d|ag ram Backgmundand 23 Sciemific background and explanation of Aoonale
objecies b Specific objecoves or ypotheses
101 1 1 Methods
¢ EXleClt text to g UIde aUthorS In Tral design n Dascripoion oftnal design (sach 25 paralisl, laoonan Incuding allocation mno
re pOI’tIng a SpeCIfIC type Of b Important changes 1 methods after mal commencement {siech 25 eligibiliy crivenz), with rezsons
PFanicpams 4a Eligihillity crineria for panicipants
research, developed using explicit 4h  Sewigeamd memouswbes e g ey
Interventions 5 Thi Interventions for £ach group with suMiclentderalls w aliow replication, Including how and when they were acuially administered
methodology Ourcomes &3 Completsly defined pre-spacified primary and secondary ouCome measures, InCluding how andwhen they were assessed
&b Any Changss o mial ouncomes ater themnal commenced, with r2asons
Sampie sze 7a How sample sizewas detzmmined
b 'When applicable, expiananion of any Inteim analyses and stopping guldelines
Rancomisanion:
Sequence #a Method used to g2neralE the random 2loCaton saquenie
generation Bb Type of mndomisation; decalls of amy resmcion (such 2 blocking and block stee)
CONSORT 2010 Flow Diagram
Allocanion g Mechantsm used 1 Implzmem the random allocation sequende (such as sequentally numbersd comalners), describing any stepstakenio conceal the
concealment sequUenCe umil Interyemionswers zssignad
mechanism
— Implemencation 10 ‘Who genermed the random alloCaton seguence, who enrolisd paricipants, and who assignad parioipants i InErencans
Assessed for eligibilty (ng,.) Blinding 112 Il done, whowas blinded afier assignment ux imerventons Jor example, pamicpants, are providers, hose assessing omoomes) and how
11b Ifrelevant, descriprion of the similariy of Menenions
Fxaided (= 1 . Swistialmethods 112 Seantsrical methods used oo COMpEre groups for pimary 2nd secondary ouomes.
+ Mot mesting incusion eiteda (= )
+ Declined o particpate (n= ) 120 Methods for additional analysss, such 3s subgroup analyses and adjustsd analyses
+ Otherreasons(n= ) Resulks
Pamicpamfiow(z 133 For each group, the numbers of panicipams who were rndomly assigned, received Inendad r=atment, andwere analysed forthe primany ourcome
Randomized (1) dIagram = STangl 435 FOr E3ch gOUR, lS5R5 3nd aucluskns SEr ANComIE3Nn, [gerhany AN BEsons
recommended)
Recrufment 1ha Danes defining the periods of recruliment and falkow-up
l ) l [ Wiy the1rial ended orwas sopped
Allocated to infervention (s, ) \ JAIIocatedwinbervemmn(nm Basaling dam 15 A nable showing baseline demographic and dinical charamensics for each group
+ Recsived aloaated intervention (0= ) + Reseived alosated intervention (n= 3 Numbersanalyzed 1& For e2Ch group, number of pamicipants (denominzion Included in each analysts andwhether the analysiswas by onginal assigned groups
s et g e g e snantan (e Dumcomesand | 172 Far E2ch primary 2nd Secondary oULCme, FesulLs For each group, and the smared elfct size and IS prersion (SUCh 35 5% conflaence Interval)
estimatien 17h For binary pancomes, presentaton of both ahsolue and relatve effeo sizes ks recommendad
l l Anclliary analjses 18 Resilis of any other analyses perfomed, Including subgroup analyses and adjusted analyses, distinguishing pre-specified from explorziorg
(LTI Hams 1% Allimpomam harms orunintended effects In each group (for speciic guidance see CONSORT for harms™)
Lost to fallove-up (give reasons) (nz, 1 Lost to follows-up (give reasons)(nz, ) Discussion
Discontinuad intervention (give reasons) (ns,) Discontinued intervention (give reasens)(nz, ) Limiatons n Trial Nmitarions, addressing souwrtes of potentizl blas, Imprecksion, and IMrelevant, multpliciy of analyses
Genemalizabilyy 21 Generalisabiliry (mxernalvallaiy, applicabiling ofthe mal indings
1 (e l Interprecanion 12 INEpre@oN consisenrwith resulls, balancing bensfts and hams, and considering other relavant afldencs
- - Other information
+ Exccluded from an alysis (give masons) (n= ) + Exccluded from analysis (give rasons) (n= ) Reglsoraton 13 Regisoerion number and name of wal reglsmy
Protocol 2 ‘Where the full mal prosocod can be accessed, If avallable
Funding F3 Sounces of funding and ocher SUPAIT (Such as supphy of drugs), rale of funders

° OHRI§ IRHO o——
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A surgical safety checklist

Table 1. Elements of the Surgical Safaty Checklist =

Signin
Before induction of anesthesia, members of the tearn (at least the nurse and an anesthesia professional) orally confirmthat:
The patient has verified his or her identity, the surgical site and procedure, and consent
The surgical site is marked or site marking is not applicable
The pulse oximeter is on the patient and functioning
All members of the tearm are aware of whether the patient has a known allergy

The patient's airway and risk of aspiration have been evaluated and appropriate equipment and assistance are
available

If there is a risk of blood loss of at least 500 ml {or 7 m {lig of body weight, in children), appropriate access and fluids
are available

Time out

Before skin incision, the entire team (nurses, surgeons, anesthesia professionals, and any others partidipating in the care
of the patient) orally:

Confirms that all team members have been introduced by name and role

Confirms the patient's identity, surgical site, and procedure

Reviews the anticipated critical events
Surgeon reviews critical and unexpected steps, operative duration, and anticipated blood loss
Anesthesia staff review concerns specific to the patient
Nursing staff review confirmation of sterility, equiprment availability, and other concerns

Confirms that prophylactic antibiotics have been administered =60 min before incision is made or that antibiotics are
not indicated

Confirms that all essential imaging results for the correat patient are displayed in the operating room

Sign out
Before the patient leaves the operating room:

Murse reviews iterns aloud with the team
Narme of the procedure as recorded
That the needle, sponge, and instrurment counts are cormplete for not applicable)
That the specimen (if amy) is correctly labeled, induding with the patient’s name
Whether there are any issues with equipment to be addressed

The surgeon, nurse, and anesthesia professional review aloud the key concerns for the recovery and care of the patient

“The rate of death
was 1.5% before
the checklist was
introduced and
declined to 0.8%
afterward (P =
0.003). Inpatient
complications
occurred in 11.0%
of patients at
baseline and in
7.0% after
introduction of the
checklist
(P<0.001”

Haynes AB, et al. NEJM 2009;360:491-499

@ OHRI§) IRHO o——
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Differences in reporting of methodological
items between CONSORT endorsing
and non-endorsing journals in 2006

COMSORT 2010 checklist of information to includewhen reporting a randomised trial

Section/ Topic ltem Mo hecklist fiem
Ttk and zbstract
12 Idenmificarkon asa randamised malin mets
b SUICIUEG summary of 13l deskgn, memods, resulls, and condusins For specnc guidance see CONSORT o1 absTaas. )
Introduction
Backgmundand 23 Soemiflc background and axplanation of ranonale
objeaies b Specific objecoves or ypoanesss
Methods
Trial deskgn L] DesCripuin ofHal design (swch s paraliel, facional Inchuding alloczton @iy
L] Important chianges w metheds afer rial commencement iswch 25 elgibiliy orieris), with reasons
PFanicipams 42 ElgihiliTy Crera for pamicipants.
&b Semingsand lncationswhere the dam wer collemzd
Inp=nentions 5 Th INC2ven HOns 107 &3Ch group with suMclent datalls 1 2ikw naplication, Including how and when ey wers acialy d
Oumcomes [£] Compiesly defined pre-spacified pimary and secondarny cuncome maasures, including how andwhen tey were assessed
b Any Changes 10 3l 0UIC0mas SMer heal Commenced, wih i2as0ns
Sampl: se 2 How sample slzewas deemined
7b 'When applicsble, explanacion of any interim analyses and siopping guidelines
Randomkanion:
Sequence Ba Method used to generate the random al ocation seguence
generaion B Wype of @ndomisation; decalls of any fesmicion (such 25 blocking andblock size)
Allocadon g Mechanism used o Implement the random allocaion sequende (such as sequemtally numbersd comainersk, descrbing any steps taken o conceal the
cancealment senuence untl InCervenTions wers assigned
mechanism
Implemencztion 1o 'Whe generaied the random allocarion sequence, who enrolled panicipants, andwho assigned paricipants o inerendons
Edinding 11a Irgane, wio was blinded afsr assignment [z inerventions (or exam ple, pamicpants, e providers, ose assessing culromes) and how
11b I'redevant, descriprion of the similariy of mewentons
Ssicalmanods 123 Stattsuical merods Usad 1o CoMm{LEre groups for primary and secondary oulcomes
1 MethodsTor addidonal analyses, such as subgroup analyses and adjusted analyses

Results

Panicipan fiow (2

132 For EZHZ TOUR 1he numbers of EI‘HI’JEBITISWI‘IG'WEI‘E mnnnm! 355|s|1&1 TBCEWed Intendad FEarm ent. annwereanamsen |'-JI'UIEE|I'I13E ouccome

diagam ESTongl g3, FOr B2Ch group 105585 2nd encluskins 2MIer @NGamisation, [gemeny N /asons
recommended)
Recrutment 1a Dnes defining the periods of recrultmeant and follow-up
b 'Why therial ended orwas siopped
Ezsaling da 15 Atable showing baszling demographic and clinical charamanistios fof each group
Humbersanzlysed 1 For eachigroup, number of pardcipants {dencminzior included in each anakysts and whether the analysiswas by original assigned groups
Ouccomesand 7a For each primary and sacondaly ouncome, rEsulLs for each growg, and the esimared efMectstze and Iis predskon (such as 95% confgzne Ingerval
esmaen 17h For hinary sancomes, presentation of bath absolue and relative effect sizesis recommended
Anclllay analyses 18 Resils of any nmer analysas performed, Including subgroup analyses and adjusiad analyses, distnguishing pre-spacifled from sxplorzry
Hams 19 AlLImpsarLm hErms oruninienied eMects In 2ach group Jor specific guidance see CONSORT for harms™)
Discussion
LimRations 0 Trial Wminanions, addressing sowrmes of porenialbias, Imprecision. and Ifrelzvant, mulnpiichy of analyses
Generalisabilyy 31 Generallsabiliny (exremal vallaiy, applicabiliny) ofthe mal Andings.
Inczrprecation 2 Intzrp! With results, b and hamms, and o e rd /ldence
Other information
Reglamation FE] number and name of wial regsy
Fronocal 4 'Wherz the full izl prosoood can be accessed, If available
Funding 25 Sourcas of funiing and ocher sUpPAr (Such assupply of drugs), roke of funders

Events/Total

Subgroup Endorsing Non-endorsing Risk ratio (95% CI) Risk ratio (95% CI)
“Randomised” in title 113/274 92/342 — 1.53 (1.22 t0 1.92)
Primary outcome 176/274 148/342 —— 1.48 (1.28 t0 1.72)
Sample size calculation 158/274 121/342 — 1.63 (1.37 to 1.94)
Sequence generation 117/274 92/342 —a 1.59 (1.27 to 1.98)
Allocation concealment 91/274 65/342 — 1.75(1.33 to 2.30}
Blinding 88/274 72/342 —— 1.53(1.17 to 1.99}
Participant flow diagram 107/274 65/342 —— 2.05 (1.58 to 2.68)
Loss to follow-up 215/274 207/342 - 1.30 (1.17 to 1.44)
Funding source 188/274 192/342 —- 1.22(1.08 to 1.38)
Trial registration 47(274 11/342 —== 5.33(2.821t0 10.08)

0.2 0.5 1 2 5

Favours Favours

non-endorsing endorsing

e OHRI ;) IRHO o——
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EQUATOR resources

@ cequaftor

Search:

network Enhancing the QUAlity and Transparency Of health Research
Home About Resource Courses Research Contact News Forum
EQUATOR Centre Events Projects

Resources for authors
Resource Centre

The following resources will help you to produce high
Library for health quality research publications: /

A

research
reporting

Authors of
research reports

Editors and peer
reviewers

Reporting
guidelines
developers

Promote
responsible
reporting

Monitoring use of
our resources

Links

« Planning and conducting your research
« Writing up vour research
« Medical writers — additional resources

« Ethical guidelines and considerations
« Other resources

« What can | do to support the EQUATOR Network's
effort

Planning and conducting your research

It is important to be aware of reporting requirements and think about reporting when you
are planning and conducting your research study:

« UK National Health System Research Flowchart (tool providing resources and points
for consideration for all stages of the research process: from formulating a research
question to the reporting and dissemination of new findings)

+ UK MRC Route Map (Medical Research Council guidance through the legal and good
practice requirements when designing conducting and disseminating experimental
medicine studies)

Writing up your research

A good scientific article combines clear writing style with a high standard of reporting of
the research content:

« Guidance on scientific writing

« Reporting guidelines {comprehensive lists of the available quidelines appropriate to
each study type)

« Examples of good research reporting (specific examples showing why and how to
correctly describe important aspects of your trial or other types of research studies)

Tip: When you finish your writing ...

When published, your article will start a new independent life - it will be read and critically
appraised, and it may contribute to systematic reviews, inform clinical guidelines, and
influence clinical practice, etc. So, before you submit your paper to a journal, try to
consider whether the article is 'fit for purpose’ and able to pass this future scrutiny, e.g.
will a Cochrane reviewer be able to identify your study’s methods to assess risk of bias
(Cochrane handbook, Table 8.5.a); can numerical results be extracted from your paper
without any ambiguity; have you provided enough details about your intervention to allow
its use in clinical practice; etc.

OHRI§ IRHO o——
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EQUATOR resources

e Developing a comprehensive educational program
« Webinar

o Crystal clear reporting of systematic reviews and
EQUATOR Network

e http://www.youtube.com/watch?v=TVFYenonlJo&f
eature=player embedded

e Developing short courses
« Editors and peer reviewers
e Young research professionals and research students

@ OHRI;) IRHO o——
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http://www.youtube.com/watch?v=TVFYenon1Jo&feature=player_embedded
http://www.youtube.com/watch?v=TVFYenon1Jo&feature=player_embedded

What can you do to help improve the
guality of reporting health research?

Author

Adhere to the relevant
reporting guideline(s)

* when not reporting on
certain items explain the
reason why

Reporting guidelines
provide a minimum set of
items

» other details specific to your
particular study might be
relevant for a clear and

complete account of what
was done and found.

Institution

Ensure your workplace:

Implements a policy
whereby
e research from the institution

must use reporting
guidelines

* insist upon populating a
reporting guideline checklist
for each journal submission

Ask your institution
leadership to set aside
resources to develop
courses on reporting
research and peer review

° OHRI;) IRHO o——
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“GOOD REPORTING IS A
MANDATORY COMPONENT OF
GOOD SCIENCE, NOT AN
OPTIONAL EXTRA"

° OHRI\ IRHO o——
“) lide 1

Ziman J. Reliable Knowledge. Cambridge University Press, 1978 slide 19 of 20
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