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The International Committee of Medical Journal Editors

(ICMJE) has recently formulated a proposal to meet the

growing consensus to responsibly share data generated by

interventional clinical trials [1] and encourages feedback

by 18 April 2016. ICMJE defines a clinical trial as ‘‘any

research project that prospectively assigns people or a

group of people to an intervention, with or without con-

current comparison or control groups, to study the cause

and effect relationship between a health-related interven-

tion and a health outcome’’ [2]. The ICMJE proposes to

require authors to share with others; the deidentified indi-

vidual-patient data (IPD) underlying the results presented

in the article not later than 6 months after publication, as a

condition of consideration for publication. Should the

authors plan to publish in ICMJE member journals (or non-

member journals that choose to follow these recommen-

dations); the data sharing plan is to be defined before

beginning patient enrolment when the clinical trial is reg-

istered to existing platforms (such as http://www.clin

icaltrials.gov, http://www.eudraCT.ema or similars), [1].

To promote a wide discussion within the community of

clinical scientists, institutional review boards, and com-

mercial and independent trial sponsors, the ICMJE chose to

defer for 1 year implementation of the requirement and to

open a forum for those who want to improve the proposal,

with a particular emphasis on the conditions for the actual

release by the original authors of the individual-patient data

and their secondary use. This editorial conveys the current

opinion of Internal and Emergency Medicine, and wel-

comes the opinions of readers to contribute to the ICMJE

proposal.

In recent years, individual, patient-level clinical trial

data sharing generated debate in the research community

evoking concerns among investigators, journals, patients,

and sponsors. On the side of researchers, a main concern is

the possible contribution to the creation of a new class of

researchers which some front line investigator has char-

acterized as ‘‘research parasites’’ [3]. People who did not

spent years of their life with the design, execution, and

attempting to sell the results to a high-level journal, might

be allowed to conduct their analyses and disseminate their

findings even conflicting with what has just been posited by

the original investigators. However, growing evidence is

showing that there are many sets of data from clinical trials

that are never published or which give rise to only a single

paper [3]. The growing journal’s demand of data sharing is

an opportunity to stimulate a cultural change necessary to

modify this researcher’s view.

The Ebola crisis, and the more recent global emergency

caused by the Zika virus, highlighted the crucial issue of

sharing with public media about the scientific information

described in a paper or a letter to the editor that has been

not yet published. A preliminary communication to the

public media may be warranted when the paper or letter

describes major therapeutic advances, public health haz-

ards, or serious adverse effects of drugs, biological prod-

ucts, or medical devices. The World Health Organization

(WHO) calls on all journals to never be a hindrance when

timelines for information sharing are critical. Representa-

tives from major biomedical journals who attended a WHO

Consultation in September 2015 agreed with this position.
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Editors’ definition of editorial freedom, which holds that

Editors-in-Chief have full authority over the entire editorial

content of their journal and the timing of publication of that

content. The reporting should thus be discussed with and

agreed upon by the editor in advance when possible.

The patient’s side is even more complex. First, the need

to avoid the possibility of identifying individual trial par-

ticipants is well recognized. This goal can be achieved by

making anonymous individual records of the conventional

clinical trials. Linkage of clinical trials data to adminis-

trative database gave new insights in the search of strate-

gies for cancer prevention [4]. However, the possibility of

de-identifying trial participants in the Big Data era is

challenging. Massive data collections derived from mil-

lions of daily interactions within the health care system are

increasingly available. However, from the viewpoint of

health outcome determinants, almost 60 % of data (i.e.

behavioural, socioeconomic, and environmental) are rarely

captured by medical records [5]. The possibility to link

data on physical activity, healthy behaviours, and weight

captured by mobile health devices (apps) and wireless

technologies with information from medical records is now

leading to the production of new health-based high volume

data (Big Data) which have to be integrated into research

and clinical practice approaches to prevention [5]. Mobile

health technology has the potential to deal with a pressing

problem in adherence to prescribed regimens (treatment

compliance), and to reach people when they are not

patients (prevention). There is justified enthusiasm for

harnessing Big Data from cell phones, geospatial location,

and biological real-time monitoring of health conditions to

improve health and disease management, although privacy

is challenged. Users of mobile apps and Web sites autho-

rize data sharing by clicking ‘‘I agree’’ on data use agree-

ments, but such permission does not meet the standards for

consent for research. Failure to address the digital divide

and to ensure privacy may enhance public distrust and

exacerbate healthcare inequities.

The position of sponsors is often clear, and the efforts of

industries must be acknowledged. In 2013, GlaxoSmithK-

line (GSK) launched a cloud-based system for sharing

clinical trial data [6]. The project has been joined by a list

of other pharmaceutical companies (Astellas, Bayer,

Boehringer Ingelheim, Lilly, Novartis, Roche, Sanofi,

Takeda, UCB, and ViiV Healthcare), and more than 1200

studies are now available. Similarly, the cooperation of

Medtronic with the Yale University resulted the Yale Open

Data Access (YODA) Project [7] to allow access to clinical

trial data for independent reanalysis. Yale and Medtronic

have then been joined by Janssen (Johnson & Johnson),

and currently, YODA has 80 clinical trials available.

The ICMJE proposal is thus now supported from many

sectors of society. A feeling of intolerance is now growing

in the public opinion, regarding the possibility that com-

mercial interests can afford to hide information on health

[8]. Likewise, the growing industry recognition of this new

reality is now materialized in sound initiatives. The road to

a new cultural view seems to be open.
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