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Transplant International adopts the policy of a uniform

clinical trial registration

Increasing concerns about the effects of concealing negat-
ive data, the protection of study subjects, selective publi-
cation and biased reporting of clinical trials have led to
the need to promote transparency.

Further to the ongoing consensus on uniform clinical
trial registration requirements, Transplant International
is adopting the policies proposed by The International
Committee of Medical Journal Editors (ICMJE)
[1], which has recently been put into effect as a
criterion for publishing clinical trials by its member
journals.

Concurrently, Transplant International will only consi-
der publishing trials that have been registered in a pub-
lic trials registry. Trials must register at or before
patients are enrolled. This applies to clinical trials start-
ing enrolment of patients after 1 January 2006. Trials
that started enrolment before this date are required to
register by 1 April 2006. We define clinical trials accord-
ing to ICMJE, as ‘any research project that prospectively
assigns human subjects to intervention or comparison
groups to study the cause and effect relationship
between a medical intervention and a health outcome.
Studies designed for other purposes, such as to study
pharmacokinetics or major toxicity (e.g. phase I trials),
would be exempt’ [2].

Registration must be done at a registry that meets the
following minimum criteria:
® Accessible to the public at no charge.
® Searchable by standard electronic

methods.

(Internet-based)

® Open to all prospective registrants free of charge or at
minimal cost.

® Validates registered information.

® Identifies trials with a unique number.

® Includes information on: the investigator(s), research
question or hypothesis, methodology, intervention and
comparisons, eligibility criteria, primary and secondary
outcomes measured, date of registration, anticipated or
actual start date, anticipated or actual date of last fol-
low-up, target number of subjects, status (anticipated,
ongoing or closed), and funding sources(s).

Registries that currently meet these criteria include:

® The registry sponsored by the U.S. National Library of
Medicine (http://www.clinicaltrials.gov).

e The International Standard Randomised Con-
trolled Trial Number Registry (http://www.controlled-
trials.com).

® The Cochrane Renal Group registry (http://www.
cochrane-renal.org/trialsubmissionform.php).

e The National (UK.) Research Register (http://www.
update-software.com/national/).

® Furopean Clinical Trials Database
emea.ew.int/).

(http://eudract.
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