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ACCESS TO CLINICAL TRIAL DATA: IS THE PARADIGM SHIFTING?

ABSTRACT:
The presentation will reflect on the recent changes in the EU regulatory
framework that governs access to clinical trial data. It will cover the aspects
such as transparency requirements under the new EU Regulation on clinical
trials; provisions related to health data under the new EU General Data
Protection Regulation; access to clinical trial data as the exercise of the right of
access to documents; legal sources of exclusive control over data by trial
sponsors; recent decisions of the Court of Justice of the European Union
regarding disclosure of clinical trial reports by the EMA. The overall objective is
to define whether clinical trial data is becoming more accessible for scientific
research.
The discussion will also touch upon the questions what policy instruments of
access could provide for the greater realisation of the research potential of
data, and whether there is cooperation or competition between industry and
academia with regard to exploratory data analysis.
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