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A case study of a single
ethics committee for
multicentre trials

To THE EDITOR: In 2006, the Cancer
Institute NSW established a single
ethics committee, in order to improve
the efficiency of ethics reviews for
multicentre cancer clinical trials. This
predates the National Health and
Medical Research Council NHMRC)
Harmonisation of Multi-centre Ethical
Review (HoMER) but exemplifies what
HoMER aims to encourage nationally.
Previously, such trials were submitted to
each institution’s ethics committee,
resulting in replication of effort and cost
and prolonged review times, potentially
making sites uncompetitive in attracting
clinical trials.! Under the Cancer
Institute’s model, with the agreement of
individual institutions, multicentre
projects are submitted directly to a
single ethics committee. Governance
issues, such as the capability of an



institution to provide appropriate
support, and insurance issues have
remained local health unit
responsibilities.”

Data were prospectively collected on
applications received from 1 July 2007 to
30 June 2009, and their processing
times. The Australian Research Ethics
Database was used to track and manage
multicentre research projects. The aim
was to achieve a 60-calendar-day time
period from submission (1 month before
the ethics committee meeting) to
approval. Submissions were made on
the NHMRC National Ethics
Application Form, along with a protocol
and patient information form.

We evaluated 89 studies from the 2-
year period. Fourteen trials were
reviewed from single sites before other
sites were engaged or whose ethics
committees lacked cancer expertise. The
median time range for review was 61-70
days. Forty-four per cent of applications
were reviewed within 60 days and 70%
within 80 days, ranging from eight
studies taking 3140 days to the extreme

of seven studies requiring 131-160 days.

The median time for assessment
improved as the committee streamlined
its processes: from 89 days in 2007 to 68
days in 2008 and 59 days in 2009. There
were 15 studies, predominantly in the
first year, that had long assessment
times because of multiple issues
concerning research merit and
inadequate information for participants.
Of the studies evaluated, one was
approved without revision, 48 required
minor revisions that were approved
between meetings, and 40 required
review by the full committee. Eighteen
studies were reviewed twice, and 22
were reviewed more than twice.

Efficiencies introduced included
disseminating all documentation
electronically, empowering the chair
and deputy chair to approve minor
amendments or responses between
meetings, and the website carrying
standard wording for use in sections of
the patient information forms that were
proving to be recurrently problematic.
To resolve difficult issues that
correspondence had not resolved,
investigators were invited to meet with
the committee.

We conclude that a single ethics
review for multicentre trials may be able
to deliver a rapid response and be
efficient without compromising ethical
rigour. However, to make a difference to

researchers, the governance review
process will need to become
correspondingly efficient. Our
experience parallels that internationally,
where such ethics committees can
demonstrate cost savings with faster
response times, yet provide ethical
reviews of similar quality.**>
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