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The International Committee of Medical Journal Editors (ICMJE) provides recommendations to improve
the editorial standards and scientific quality of biomedical journals. These recommendations range from
uniform technical requirements to more complex and elusive editorial issues including ethical aspects of
the scientific process. Recently, registration of clinical trials, conflicts of interest disclosure, and new cri-
teria for authorship -emphasizing the importance of responsibility and accountability-, have been pro-
posed. Last year, a new editorial initiative to foster sharing of clinical trial data was launched. This
review discusses this novel initiative with the aim of increasing awareness among readers, investigators,
authors and editors belonging to the Editors’ Network of the European Society of Cardiology.
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1. Introduction

The Editors’ Network of the European Society of Cardiology
(ESC) is committed to promoting the implementation of high-
quality editorial standards among ESC National Societies Cardio-
vascular Journals (NSCJ).!~* NSCJ play a major role in disseminating
high-quality scientific research. However, they also play a relevant
role in education and harmonization of clinical practice.®> Most
NS(]J are published in local languages, but many have English edi-
tions and have gained international scientific recognition.'™ NSCJ
well complement official ESC journals and, altogether, provide an
effective means to disseminate European cardiovascular research.
In a globalized and highly competitive editorial environment, pro-
moting high quality editorial standards remains of paramount
importance to increase the scientific prestige of NSCJ.'~* From its
conception, the Editors’ Network strongly advocated for the adher-
ence to the uniform recommendations of the International Com-
mittee of Medical Journal Editors (ICMJE)." In its mission
statement document the Editors’ Network committed to adapt
NSCJ to follow these general editorial recommendations.! How-
ever, NSCJ are highly heterogeneous in scope and contents and
these new recommendations should be embraced progressively,
considering currently existing editorial policies and the editorial
freedom of the NSCJ.!™*

Ethical issues play a growing role in ensuring the credibility of
the scientific process.’~ !> Biomedical research relies on trust. How-
ever, transparency also represents a major tenet in the scientific
process.>® This review will discuss the new editorial recommen-
dations on data sharing issued by the ICMJE.'* Novel ICMJE recom-
mendations always appear as provocative, and often as too
ambitious, when initially presented. Moreover, implementation
of editorial changes is rather demanding from a technical and
logistical viewpoint. Adherence to novel editorial initiatives is
challenging not only for editors, but also for the entire scientific
community. Therefore, many Editors have a natural tendency to
avoid stepping ahead as early adopters of new “editorial experi-
ments” and usually prefer to keep moving within their comfort
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zone until the “sea change” has matured.'~ However, experience
has taught us that all editorial initiatives developed by the ICMJE
eventually prevailed and played a critical role in maintaining the
credibility of the scientific process.””!® Highly successful recent
examples include trial registration, a conflict of interest initiative
and the new requirements for authorship.”~"*

The novel ICMJE recommendations on data sharing'* are dis-
cussed herein from a didactic perspective with the aim to provide
new editorial insights and, hopefully, to be progressively adopted
and implemented by the NSCJ.

2. Sharing clinical trial data: the new ICMJE proposal

The ICMJE considers that there is a moral obligation to
responsibly share the data generated by clinical trials.'* The
rationale underlying this global endeavor is that patients have
assumed a risk by accepting to participate in a trial. Accordingly,
making the obtained data publicly available represents a respon-
sible initiative to facilitate the advancement of science. Sharing
the data would increase trust in the conclusions reached by trials.
Indeed, data sharing allows confirmation of the results by
independent research.' Furthermore, new hypotheses may be
pursued by different groups of investigators. This initiative may
foster the leveraging of data to answer different research ques-
tions not contemplated in the original study. If science becomes
an open process, then many researchers would benefit by taking
advantage of reliable data generated somewhere else. Therefore,
data sharing emerges as the best way to ensure that all the
information gathered by trials is made freely and widely
available, so that it can be readily used to advance scientific
knowledge.'® The use of previously collected data to further
advance science is difficult to criticize. As discussed, this honors
the volunteerism of the patients who signed up and consented
to participate in a trial.

Governments, funding agencies, scientific societies, the industry
and even the lay society growingly demand sharing clinical trial
data. Therefore, the ICMJE suggests that editors should help to
meet this ethical obligation by devising new editorial policies
specifically addressing this issue.'* Proponents of “open science”
should be pleased by this new editorial requirement of sharing
clinical trial data.'*
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