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To the Editor:

Mello et al. (Oct. 24 issue)  identify ensuring the responsible use of data as a key aspect of any system for expanded access
to participant-level data. In their careful framework for considering the legal, ethical, and policy implications of such sharing,
however, they omit a powerful mechanism to meet this aim. Open computer code facilitates replication, which both advances
knowledge  and holds powerful interests accountable.

Regardless of which of the four proposed models are adopted, data-use agreements should require data requesters to publish
their computer code alongside any analysis. The program should be complete, in that it takes as its input the provided trial data
and finishes by providing every table, figure, and summary statistic reported in the final paper.

Just as proposals for an increase in the level of shared clinical trial data use openness as a mechanism to hold data generators
accountable, openness can hold data requesters accountable. If scientists can make progress in ensuring the replicability of
studies that include the use of genetically modified mice,  surely the far easier task of ensuring replicable reanalyses can be
achieved.
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To the Editor:

Mello and colleagues outline the potential benefits and risks of participant-level data sharing. They highlight technical and
ethical concerns as sponsors and investigators move these initiatives forward. However, insofar as innovations overcome
important limitations such as intellectual property and privacy, two points remain relevant.

First, implementing responsible participant-level data sharing is a moral imperative to accelerate discovery with limited
resources and to address the ominous quality of scientific output. Current siloed and fragmented science fails to answer
important questions in an increasingly complex world.  Conversely, participant-level data sharing shifts the paradigm to
collaboration, which enables the pooling of skills, insights, and resources from different teams.

Second, concurrently with this wave of data availability, computational tools can now tackle big data opportunities. It is possible
to manage large-scale data sets, reformat them to link and integrate, and construct analytic algorithms in an effective and
timely fashion.  A perfect storm is exposing a large volume of data to new tools, paving the way to groundbreaking
collaboration across networks to increase productivity and boost the quality of medical science.
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