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Response from Current Controlled Trials concerning the International Committee of Medical Journal Editors's statement on clinical trial registration
Current Controlled Trials fully support the requirement that trials must be registered in a public trials registry as a condition of consideration for publication in all ICMJE member journals.  Indeed, our website was set up in October 1998 in order to respond to the growing demand for more openness about clinical trials.  However, the main requirements demanded by the ICMJE member journals that the registry must meet certain criteria effectively means that no register currently exists that fulfils these requirements.

Current Controlled Trials maintain the only international trial register which is open to randomised controlled trials in all areas of healthcare and in all countries of the world - the International Standard Randomised Controlled Trial Number (ISRCTN) Register (http://controlled-trials.com/isrctn).  Our register is accessible to the public at no charge, is open to all prospective registrants but is managed by a commercial company - Current Controlled Trials Ltd.

The US National Library of Medicine website http://clinicaltrials.gov has been set up to capture trials that comply with the FDA 1997 Modernisation Act.  It is accessible to the public at no charge, is managed by a not-for-profit organisation but is NOT open to all prospective registrants (see http://prsinfo.clinicaltrials.gov/).

This could leave trialists who wish to publish in ICMJE member journals with a real dilemma.

The fact that Current Controlled Trials is a commercial company, seems to be a strange reason for disqualifying the ISRCTN Register.  No reasons for this disqualification are given, and no viable alternative is proposed. In fact, the history of the ISBN scheme (for the unique numbering of books) provides a good comparison with the current trial situation.  The ISBN system was started by two commercial companies - Whittakers in the UK and Bowkers in the USA.  This system has since become adopted by the International Standards Agency and is the numbering scheme used by all publishers.  It works efficiently, provides the appropriate service to all who need it, and the commercial structure did not damage the service.  

Because the availability of trial information requires perhaps some additional level of security, Current Controlled Trials now plan to appoint an independent Board of Trustees, similar to the one that is guiding the open access publishing activities of our sister company, BioMed Central (http://www.biomedcentral.com/info/about/trustees).  This Board of Trustees will be appointed to ensure the mode of function of the ISRCTN scheme, and if necessary have the power to implement appropriate responses to any possible change in the circumstances of the service, including the ability to take over the database if circumstance require this. 

The ISRCTN Register is used and supported by several major trial funding organisations: the World Health Organisation, the Wellcome Trust, the Canadian Institutes of Health Research, the UK Medical Research Council, the Department of Health in England, the European Science Foundation and a number of other international organisations and journals.

We hope that the ICMJE will reconsider their position regarding the ISRCTN Register, or provide clear reasons why our efforts over the past number of years are to be considered inappropriate for the task.
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