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Background
DAMOCLES established a Data Monitoring Committee
(DMC) Charter which has been widely used for RCTs.
The DMC is typically advisory and makes recommendations to another executive body; the Trial Steering Committee (TSC). Despite the executive role of the TSC over
the DMC, the CONSORT statement doesn’t explicitly
require reporting of TSC activity although TSCs are
included as an example of good reporting.
Methods
A cohort of published RCTs was examined to identify
reporting practice. The cohort included three key journals
and the HTA monograph series. Main publications, supplementary documentation, including protocols, were
searched. Reporting of TSC membership, organisation and
role were extracted with impact on trial design, conduct
and analysis.
Results
144/264 publications reported a TSC. Reporting TSC
existence and input varied between journals with many
of the publications only reporting an acknowledgment.
Terminology used to describe a TSC was inconsistent
this meant that distinguishing the executive body from
the DMC and the day-to-day Trial Management Group
was difficult. Protocols published as a supplementary
document improved reporting.

transparency of trial oversight structure. Descriptions of
committee structures and remits are absent. Supplementary materials could be used to improve reporting including mandatory publication of protocols. CONSORT
should make recommendations to improve reporting of
such committees extending their remit to include supplementary materials as well as the main article.
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Conclusion
TSC existence and activity is underreported. Quality of
reporting and variation in terminology does not facilitate
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