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What needs improvement?

Incomplete (partial / selective) reporting
Outcome switching
Disconnected information

Inefficient review process



Trials Tracker

Non-reporting: lots of variation

Since Jan 20046, all major trial sponsors sompleted 29,377 ligible tridls and haven't
published results for 13,266 trials, That means 45.2% of their tricls are missing

results
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Since Jan 2004, Kyowa Hakko Kirin Co., Ltd completed 40 eligible trials and hasn't
published results for 32 trials, That means 80.0% of its frials are missing results, See
allits completed trials on CliniealTidls.gov &
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Since Jan 2004, Eli Lilly and Company completed 300 eligible tridls and hasn't
published results for 15 trials, That means 5.0% of its trials are missing results, See all

its completed frials on ClinicalTricls. gow g2
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Eli Lilly (5% missing)

Singe Jan 2006, University Hospital, Ghent completed 62 eligible frials and hasn't
published results for 52 trials. That means £3.9% of its tricls are missing results. See

all its completed tricls on ClinicalTials.gov
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Univ Ghent (84% missing)

Since Jan 2006, Johns Hopkins Bloomberg School of Public Health completed 46
eligible trials and hasn't published results for 11 trials, Thet means 23,9% of its trials
are missing results, Ses all its completed trials an ClinicalTrials, gov e
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Outcome switching

& COMPARE

TRACKING SWITCHED OUTCOMES IN CLINICAL TRIALS

Here's what we found.

TRIALS CHECKED TRIALS WERE PERFECT OUTCOMES NOT NEW OUTCOMES
REPORTED SILENTLY ADDED



Incomplete reporting: solutions

Trial registration (medicine)
Registered reports
Protocol review (with manuscript

Reporting guidelines

Flexible formats / supplementary information

No word limit
To encourage full and transparent reporting of research we do not set fixed limits for the length of research articles in thebm
The BMJ. None the less, please try to make your article concise and make every word count. Think hard about what

really needs to be in the paper to get your message across accurately and what can be left out. We suggest 4400

words as a guideline for fully reporting a study's methods (including Patient vemnent), results, intreduction, and
discussion in an average article. although we recognise that some studies may need more space, others less. You will
be prompted to provide the word count for the main text (excluding the abstract, references, tables, boxes, or

figures) when you submit your manuscript



Reporting guidelines

 Emergency medicine journals (n=27)
— 15 (56%) did not mention registration
— 11 (41%) did not mention any reporting g’lines

Sims et al Scand J Traum Resusc Emerg Med 2016;24:137

e 200 medical journals (2012)
— 28% required trial registration

Wager & Williams BMJ 2013;347:f5248

* 195 Chinese journals (2011)
— 6 (3%) mentioned CONSORT
— 5 required trial registration

Li et al PLOSOne 2012;7:e30683




Trial registration

All eligible studies
(n=108)

l Study of trials published in
Prospectively [ Retrospectively Not 2013 |n BMC Se”es:

registered - 31% registered - 67% Registered - 3%
(n=33) (n=72) (n=3) On |y 31% were
/ \ prospectively registered
Retrospectively registered Retrospectively registered .
before submission to after submission to Harrlman & Patel
journal - 61% journal - 6%

(n=66) (n=6) Trials 2016;17:187

l

* 11 clinical trials registered
within one month of
enrolment of first participant

* 356 days = median number of
days between enrolment and
registration

*  5-1677 days = range of days
between registration and
enrolment

Fig. 1 Number (and % of total included studies) of identified dinical trials registered at different stages




Registered Reports:

* 51 journals now using registered reports
(at least in part / as an option)

DEVELOP COLLECT & WRITE PUBLISH
IDEA ANALYZE

S REPORT REPORT

Stage 1
Peer Review

Stage 2
Peer Review
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ELSEVIER

Reference Format

Your Paper, Your Way 9 Formatiing Tip

We want authors spending their time doing science, not formatting.

We include reference formatting as a guide to make it easier for editors, reviewers, and
preprint readers, but will not strictly enforce the specific formatting rules as long as the
full citation is clear.

Styles will be normalized by us if your manuscript is accepted.

Saving researcher time

["I \\r\'] }"]{ Type here to search on Elsevier.com yel Advanced search Followus: €3 B v 3§ Help & Contac
Journals & books Online tools Authors, editors & reviewers About Elsevier Community Store
” For Reviewers Streamlined peer -
JPTE. » authors can supply reviewer
Authars: Irene Kan|
Reviewer guidelines
- - Peer review
= Home 3
] elcome to the Neurascience Peer Review e reports from other ‘well-
| ‘ Consortium - an innovation in science Revaners Upsate v RRerIGviEWprotess ¢
= Journals - - |
ubllshlng. Arshive ENnormously time-con: , .
= Authors P A the delayin getting the t
e deiese TCSPCCICA journals
s Reviewers The Neuroscience Peer Review Consortium is an aliance of neuroscience journals ———_.
it Editors that have agreed to accept manuscript reviews from other members of the sl of reviewrs O O o
.. Consortium. Its goals are to support efficient and thorough peer review of original Y
= Publishers - -
o research in neuroscience, speed the publication of research reports, and reduce the
i Jaining burden on peer reviewers, |oumm
 About RESEARCH IN - - -
The Consortium was initiated in January, The Consortium extends PERSONALITY reVI O us reVI eW Or I nV I te O n e
2008, The participating journals, in an invitation to all
cooperation with the INCF, agreed in MEDL INE-indexed
November, 2008 to extend the NPRC through journals that publish % -
2009, and then to evaluate its effectiveness peer-reviewed original a Itl O n a reVI eW
annually and consider extending it on a research in the broad field
year-to-year basis. This model was followesd of neuroscience to join.

until 201 1, when it was agreed among the PY S 5 o 0
journal representatives at the annual meeting that NPRC would continue indefinitely r J eC IO n ra e 0 C 0
and that INCF will continue to support NPRC on an ongoing basis, Journals may

join or leave the NPRC at any time.

The Consortium extends an invitation to all MEDLINE-indexed journals that publish o tl me to d eC I S I O n red u Ced

peer-reviewed original research in the broad field of neuroscience to join.
from 8 to 3 weeks




Journals requiring or encouraging
data sharing

thebmi Research + FEducation + News & Views + Campaigns ~

Science.

Editorials

Home News Journals Topics Careers

The BMJrequires data sharing on request for all trials

I g

BMj 2015 ;350 doi: https://doiorg/10.1136/bmj.h2373 (Published 07 May 2015)

Cite this as: BMJ) 2015;350:h2373 o Data Sharing

Harcia Hchutt
o +See all authors and affiiations:
Serence 10 Feh 2016
sl
@ DOl 1011 28iscience aaid545
Article Info & Metrics eletters B PDF

rerae 5:2n=mn& Cronme — The Seignce tamily of JoUrnals is committed to the sharing of data relevant to public
(HREHE Access health emergencies, and thersfors we are signatories and wholeheartedly encorse
the following statement oy funders and journals. — Marcia Mohutt

Statement on Data Sharing in Public Health Emergencies

Wiley's Data Sharing Service

n the academic community there is an increased pressure on researchers to share and archive their data,
with funders now mandating data publication. Choosing where to publish your data sets can be problematic
and time consuming. Wiley's Data Sharing Service enables you to automatically archive your data in a public
repository, when submitting your article to your chosen journal.

Sharing Clinical Trial Data
Maximizing Benefits, Minimizing Risk

Why archive your data?

* Save time - All of your data will be automatically deposited inte your journal’s figshare data repositery without further work
for you.
* Increase discoverability - Your data will be easy to find, and other researchers will build on it. increasing your impact. Bernard Lo, D!
* Comply with funder requests - Shared data keeps you compliant with funder data policies.
¥ Author Affiliations | Article Information

The Wiley Data Sharing Service is currently available through a partnership with figshare, so you can easily upload data within the JAMA. 2015;313(8):793-794. dois10.1001/jama.2015.292
existing manuscript submission workflow. Once accepted for publication, data files will be transferred automatically and
deposited to the figshare data repository without charge or further work.



One step closer to “threaded publications”

( BioMed Central

The Open Access Publisher
Blogs Topics\ Search Q
ABOUT

Insights and opinion on the latest medical research, clinical practices,

and developments in the field. About this blog »

OnMedidne 774 A

Clinical trial data and articles linked

for the first time “

After years of hard work, linked clinical trials are here! It's now possible to
link all published articles related to a clinical trial through the CrossMark

dialogue box. Daniel Shanahan, Associate Publisher at BioMed Central Associate P
explains more about it in this blog, originally posted on the CrossRef

Daniel Shanahan

ar at RinMed Cont
ublisher at BioMed Centra



Starting to join up
but still a long way to go!

Data repository

Journal article Synthesis

(Trial X)

Data repository
(Trial X)

Methods
‘repository’

Conference abstract
Other media




Conclusions

Many good initiatives
But adoption / endorsement is S-L-O-W
Need to understand barriers

Could promote low cost / easy fixes
— Trial registration

— Reporting guidelines

— Protocol publication / review

— Registered reports



