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Feasibility studies are increasingly undertaken in prepara-
tion for randomised controlled trials in order to explore
uncertainties and enable trialists to optimise the interven-
tion or the conduct of the trial. Qualitative research can
be used to examine and address key uncertainties prior to
a full trial. We present guidance that researchers, research
funders and reviewers may wish to consider when asses-
sing or undertaking qualitative research within feasibility
studies for randomised controlled trials. The guidance was
compiled by an expert panel of 10 researchers from three
countries who have experience of this endeavour. The gui-
dance consists of 16 items within five domains: research
questions, data collection, analysis, team work and report-
ing. Example items are: Consider the range of qualitative
methods and approaches that might be used to address
the key feasibility questions, including dynamic or iterative
ones which allow learning from early qualitative research
to be implemented before undertaking further qualitative
research within the feasibility study; Consider the timing
of analysis, which might be in stages in a dynamic
approach. This guidance may help researchers to consider
the full range of contributions that qualitative research can
make in relation to their particular trial. The guidance may
also help researchers and others to reflect on the utility of
such qualitative research in practice, so that trial teams
can decide when and how best to use these approaches in
future studies.
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