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The policy on sharing data from clinical trials is taking

effects, and the authors might next encounter in future the

request to make individual patient data available to other

researchers as a condition to publish their results [1]. The

primary rationale of this policy is the need to have all

clinical trial results published irrespective of outcome, and

to improve public confidence in new treatments. Selective

reporting and non-submission of negative results, both

resulting in publication bias, threaten evidence-based

medicine. The simple registration of clinical trials to

existing platforms (such as http://www.clinicaltrials.gov,

http://www.eudraCT.ema or similar) did not solve the

issue, because only 46 % of registered studies were pub-

lished within 30 months of completion [2]. Most impor-

tantly, posting data in an open access environment are a

powerful tool to increase transparency and validity. The

availability of individual patient-level data might indeed

offer the possibility to fully reanalyse trial data granting the

validity of any potential findings, a quality which cannot be

assured by the current peer-review process. Requiring

sharing data as a condition of publication put medical

journals in the position to make data sharing the norm.

Some issues have to be considered.

Competition is inherent in clinical research, and unreg-

ulated implementation of a sharing data policy might allow

competitors to publish contrary or misleading views. In this

sense, the proposal of an invitation to co-author any pub-

lications from groups which use open access datasets may

have its validity [3].

As a Scientific Society, we have to recognize that the

cultural growth of new generations of researchers able to

face the methodological challenges of data sharing is to be

encouraged. Rather than describing them as ‘‘parasites’’,

we have to recognize the advancement that new methods

for combining and analysing new data set may offer to

health promotion. Network meta-analyses are particularly

vulnerable to bias, and an imbalance in effect modifiers

might impair the results. Combining historical with con-

temporary trial, the inclusion of data obtained in minority

groups and the inclusion of trials with poor internal or

external validity may all make results suffering. Confi-

dence with advanced statistical approaches is to be pro-

moted not only to generate new evidence but also to

incorporate quality into the flow of clinical care.

We also have to encourage new researchers to be ready

to face methodological challenges offered by a new

approach to complexity. Research in medicine is growing

and technology is ready to generate big data resulting from

the linkage of clinical trial data, to administrative data

base, to large healthcare insurance, and to collect person-

generate health data [4]. The possibility to track their own

health and fitness using wearable devices is now open to

patients who may proactively contribute to online patient

communities, engage with health providers, and participate

in clinical research via smartphones.
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