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THE COMPARE PROJECT

CENTRE FOR EVIDENCE-BASED MEDICINE OUTCOMES MONITORING PROJECT:
TRACKING SWITCHED OUTCOMES IN CLINICAL TRIALS

THE PROBLEM

Before carrying out a clinical trial. all outcomes that will be measured (e.g. blood pressure after one year of treatment) must be
pre-specified in a trial protocol and on a clinical trial registry (e.g. clinicaltrials.gov). This is because if researchers measure lots
of things, some of those things are likely to give a positive result by random chance (a false positive). A pre-specified outcome

is much less likely to give a false-positive result. In the trial report, all pre-specified outcomes must then be reported, to ensure
a fair picture of the trial results.

However, pre-specified outcomes are often left unreported, while novel outcomes that were not pre-specified arereported.
This is an extremely common problem that distorts the evidence we use to make real-world clinical decisions.

OUR APPROACH

The COMPare project takes a new approach. We are monitoring all trials published in the top five medical journals (NEJM,
JAMA, The Lancet, Annals of Internal Medicine, BMJ). We are analysing each trial for outcome switching, by comparing the
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Explanation

CONSORT stands for Consolidated Standards of Reporting Trials and [a)nd Elaboration
encompasses various initiatives developed by the CONSORT Group to alleviate ocument
the problems arising from inadequate reporting of randomized controlled trials.

The CONSORT Statement

The main product of CONSORT is the CONSORT Statement, which is an
evidence-based, minimum set of recommendations for reporting randomized
trials. It offers a standard way for authors to prepare reports of trial findings,
facilitating their complete and transparent reporting, and aiding their critical
appraisal and interpretation.

The CONSORT Statement comprises a 25-item checklist and a flow diagram. The
checklist items focus on reporting how the trial was designed, analyzed, and
interpreted; the flow diagram displays the progress of all participants through the
trial. The CONSORT “Explanation and Elaboration" document explains and
illustrates the principles underlying the CONSORT Statement. We strongly
recommend that it is used in conjunction with the CONSORT Statement. In
addition, extensions of the CONSORT Statement have been developed to give
additional guidance for RCTs with specific designs, data and interventions.
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