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Trust is the elephant in the room

The imperative for data sharing is now widely understood by the research community. After years of debate, there is a growing consensus that data sharing is an inseparable part of the research process.12 My publicly stated position is that an investigator who performs studies in people has implicitly agreed to a social contract, which includes the responsibility to make the raw data available for examination.3 It has always been delusional for researchers to imagine that the public would believe their findings and accept their conclusions without access to supporting data. If clinicians are expected to change their practice based on their reading of medical journals, they need to know that the evidence in published papers can be verified.
Given the logic for data sharing, why have some researchers resisted? Cynics have hypothesised that the research community must have something to hide; that if examined, unpublished raw data would not corroborate published findings. Such broad based suspiciousness has been counterproductive. Many investigators who might otherwise have been open to data sharing have felt compelled to resist the policy, fearing its primary purpose might be to conduct (what they considered to be) a “witch hunt.” One investigator in Naudet and colleagues’ study in this issue of The BMJ (doi:10.1136/bmj.k400) acknowledged concern about being “named and shamed” if he or she shared data.2 If the campaign for data sharing were based on a fundamental lack of trust, they wanted no part of it.
Naudet and colleagues explored whether researchers who had agreed to data sharing would actually keep their end of the bargain.2 They requested individual patient data from the authors of 37 clinical trials that were published in The BMJ or PLOS Medicine under an explicit agreement to share data. Analysable datasets were returned in a timely manner about half the time. If you think that proportion is low, you might also think that certain trial investigators were seeking ways to circumvent their commitment to data sharing. In one instance, researchers stated that they did not endorse data sharing for the purposes of the study—“to explore the effectiveness of data sharing.” Providing access to data requires considerable time and effort. Some may have balked at the notion of doing a great deal of work, simply to allow someone the opportunity to verify their results.
Trust is the crux of the matter. Some researchers who did not provide datasets may have been sceptical of Naudet and colleagues’ motives; meanwhile, Naudet and colleagues may have harboured subconscious doubts about the researchers’ claim that their raw data would support their findings. Interestingly, in the majority of their audits (82%, 95% confidence interval 59% to 94%), the authors verified the primary conclusions of the researchers’ work. Is that reassuring? They only looked at the primary endpoint data; they did not validate secondary analyses, and they could not verify the findings from datasets that were withheld. Undoubtedly, this paper will be perceived by some as encouraging and by others as distressing. When mutual distrust is so pervasive, progress on data sharing will be slow and painful.
How do we build trust? Everyone who submits research for the public good should naturally expect that they will be asked to make their data available for examination and reanalysis. This is not a new idea. Citizens who pay taxes assume that some federal agency is poised to check their calculations. In the United States, every pharmaceutical company that submits an application to the Food and Drug Administration for a new chemical entity does so with the full understanding and expectation that their raw data will be audited and that their analyses will be verified. Why should individual researchers be an exception? Perhaps, industry can put pressure on their sponsored investigators to let go.
At the conclusion of their paper, Naudet and colleagues highlight the ultimate dream of data sharing—that reuse might translate into discoveries that can change care without generating false positive findings. However, this lofty aim will never be realised if we do not recognise the elephant in the room—the mutual lack of trust between researchers and the communities they serve. A requirement for data sharing might sound like progress, but its implementation is complicated, is often costly, and may be onerous; it will take time to work out both the ethos and the mechanics of the process. Yet we will not be able to meaningfully tackle any of the procedural issues if we do not first find a way to inspire confidence in each other. In the absence of a framework of trust, data sharing will become a weapon for the sceptics rather than a conduit for the advancement of science and medicine.
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