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We applaud the ICMIE for arriving at a workable compromise on the data sharing

requirements it expects of clinical trial authors.’

Since January 2016, we have trialled in our Southeast Asia-based tropical research unit a
data sharing policy where requests are processed through a Data Access Committee (DAC).?
We have thirteen applications to date. Requests raising concerns included one for data in
real time from an ongoing clinical study, requests for data from historical trials performed
without patient consent for data sharing, and requests from pharmaceutical companies for
data from trials conducted in low- and middle-income countries (LMICs) for the purpose of
registering products in developed countries. Some requests were for data from clinical
studies that were not trials - a situation not covered by the ICIME policy. Although almost all
our data were generated in LMICs, requests from LMIC institutions were conspicuously
absent, highlighting the need to protect LMIC researchers and prevent exacerbation of
current inequities. Servicing the requests required well-resourced and well developed data
management services, DAC time and access to legal expertise to negotiate data access

agreements - all difficult to provide in many LMICs.

Implicit in the new ICMJE proposals is the expectation that the data sharing process will
evolve over time, as will safeguards for primary researchers and research participants. This
process would be well served by a research agenda based on the controversies highlighted
in the wide range of responses to ICMJE’s original 2016 data sharing proposal - many of

which came from LMICs.?
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