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Introduction
According to the MRC Guidelines for Good Clinical
Practice, the role of Trial Steering Committees (TSCs) is
to provide overall supervision of a trial. While the HTA
DAMOCLES project resulted in a charter for Data
Monitoring Committees, there is currently little empiri-
cal evidence regarding how TSCs oversee trials and
make decisions about trial conduct.

Methods
Using ethnographic methods, we are exploring how
TSCs make decisions regarding trial conduct in a purpo-
sive sample of trials across registered trials units in the
UK, selected to represent a range of trial designs, inter-
ventions and oversight structures. Non-participatory
observation of TSCs will be triangulated by follow-up
interviews with committee members and evaluations of
trial documentation. Data collection is ongoing.

Results
Preliminary results suggest that the TSC Chair is central
to decision making and the effectiveness of the commit-
tee. However, the Chair’s scope and focus is partly
framed by reports and information provided by the trial
teams. TSC members agree to take on the role for var-
ious reasons including reciprocal altruism. Initial evi-
dence also implies that the remit and structure of TSCs
varies according to the trial funder. More detailed
results will be presented at conference.

Conclusion
It is emerging that decision making within TSCs can
potentially be influenced by the Chief Investigator but
can be countered by the skill of the Chair in gaining
consensus decisions and the will of the members to do
the right thing. Recommendations from this research
and a parallel quantitative study will contribute to
updating the MRC Guidelines.
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