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Introduction

· Since its creation in 1998, Current Controlled Trials Ltd (CCT) has remained committed to its guiding principle of providing free and open access to information about ongoing randomised controlled trials. 

· In order to provide free and open access to the International Standard Randomised Controlled Trial Number register (http://www.controlled-trials.com/isrctn/) and the metaRegister of Controlled Trials (http://www.controlled-trials.com/mrct/), CCT charges trial registration and hosting fees to contributing organisations. This arrangement continues to be well supported by the biomedical research community worldwide.  

· CCT’s sister company, BioMed Central Ltd, is a leader among the growing number of biomedical journal publishers requiring that the existence of a trial must be publicly registered before the publication of its protocol and/or its results. CCT is able to provide BioMed Central with a readily available trial registration and hosting platform to achieve this objective.

What happened in 2004?

· New organisations that committed to supporting the ISRCTN scheme during 2004 include: 

· The World Health Organisation (WHO), which started registering trials in April  (http://www.who.int/mediacentre/news/releases/2004/pr23/en/) and has so far registered over 30 trials.

· The Canadian Institutes of Health Research (CIHR), which made it a requirement for their trials to be registered with an ISRCTN (http://www.cihr-irsc.gc.ca/e/24107.html). There are 10 CIHR funded trials listed in the ISRCTN Register and the CIHR are currently reviewing a backlog of trials.

· The Dutch Cochrane Centre, who are responsible for creating The Netherlands national trial register, have started compiling a register of trials to be referenced with an ISRCTN and to be pooled in the metaRegister.

· Similarly the Wellcome Trust has agreed to adopt the ISRCTN scheme and is in the process of putting together a trial register for inclusion in the metaRegister.

· August 2004: CCT submitted evidence to the UK House of Commons Health Committee for their enquiry into the influence of the pharmaceutical industry in the UK (http://www.controlled-trials.com/news/HoC_Health_Commission_evidence_CCT_Aug04.doc). 

· September 2004: following the International Committee of Medical Journal Editors’ statement stipulating that trial registration is required as a prerequisite for publication in an ICMJE journal, CCT highlighted issues at stake in its response (http://www.controlled-trials.com/news/CCT%20response%20to%20ICMJE.doc). The ICMJE’s statement has so far focused on the need to publicly declare the existence of a trial through registration. The issue of unique trial identification worldwide is still to be considered. CCT has now started a period of consultation to review the list of minimum data items deemed essential for trial registration and to make sure that the ISRCTN Register provides a suitable registration platform for medical journals that intend to apply the ICMJE’s declaration.
· September 2004: as part of its contract with the Department of Health, CCT updated the NHS Trusts Clinical Trials (NHSTCT) Register which lists randomised controlled trials taking place in NHS Trusts in England which are wholly funded by the NHS (ie without additional funding from industry, charities or other research organisations). The data are sourced from the NHS National Research Register (NRR - http://www.nrr.nhs.uk/search.htm) and the resulting NHSTCT Register currently holds over 900 trials defined as “NHS own account” (see CCT News section).

· Autumn 2004: CCT participated in the Ottawa Cochrane Collaboration meeting (leading to the draft of the Ottawa Statement regarding trial registration) and in the WHO’s New York meeting (to prepare for the World Summit on Health Research which took place in Mexico in November).

· Throughout 2004, CCT has been actively involved with preliminary work to investigate the feasibility of providing lay-friendly information about UK mental health randomised controlled trials. 
· December 2004: CCT re-designed its home page focusing on its key services - trial search, trial registration and trial publication (via BioMed Central's open access peer-reviewed journals). The new home page also lists the latest trials referenced with an ISRCTN and the latest trial papers quoting their respective ISRCTN in PubMed.
· The number of assigned ISRCTNs grew by over 30% in the course of 2004, from over 1,800 in January 2004 to over 2,400 in January 2005. The number of applications has been increasing in 2004 and is in the double-digit range each month. Over 120 trial papers (protocols and results) have been published in BioMed Central’s journals. 

· The following table shows the countries where ISRCTNs have been assigned to trials, as of the end of 2004:

	Country

	Australia

	Austria

	Belgium

	Brazil

	Canada

	Denmark

	Finland

	France

	Germany

	Guinea-Bissau

	Hong Kong

	India

	Iran, Islamic Republic Of

	Italy

	Japan

	Kenya

	Lithuania

	Mexico

	Netherlands

	New Zealand

	Norway

	Peru

	South Africa

	Spain

	Sweden

	Switzerland

	Taiwan

	Thailand

	Tunisia

	Turkey

	United Kingdom

	United States


What is planned for 2005?

· CCT would like to thank Richard Smith and Lord Turnberg for their participation in the International Advisory Group and are pleased to welcome new member Dr Fiona Godlee. The full list of members is available on http://www.controlled-trials.com/information/advisory_group.asp
· CCT anticipates adding new registers from the Dutch Cochrane, the Wellcome Trust and the UK lay friendly mental health pilot into the metaRegister.

· CCT is currently in discussion with the WHO about transferring ownership of the ISRCTN Register into some form of not-for-profit structure and will also closely follow developments regarding the creation of a global trial register, involving key players such as the American www.ClinicalTrials.gov and the European EudraCT database (http://eudract.emea.eu.int/).

· CCT will continue to broaden the trial registration debate and promote the ISRCTN scheme in new regions/countries such as: 

· Europe, with the European Clinical Research Infrastructures Network (ECRIN) programme (http://www.ecrin.org/ecrin_files/home.php?level=1)
· Africa, via the European & Developing Countries Clinical Trials Partnership (EDCTP – http://www.edtcp.org) regarding the creation of a global register on HIV, TB and malaria trials 

· Latin America, with organisations such as BIREME (http://www.bireme.br/bvs/I/ihome.htm)

· Japan, where talks of developing trial registers have started

· Technical improvements planned on the CCT website are anticipated to include adding new data items (such as expected trial start and end dates, outcomes) within the ISRCTN Register, implementing better search facilities within and across the databases hosted on the CCT website and facilitating payment for registration and hosting services.

· The 2005 rate for ISRCTN assignment is £100 per trial (equivalent to US$190/€150 based on the January 2005 exchange rates). The fee is reduced by 50% (ie £50/US$95/€75) if the trial is also included in the metaRegister of Controlled Trials. There is a 30% discount (ie £70/US$133/€105) if the trial has been accepted for publication by BioMed Central.

For further details, please contact info@controlled-trials.com
January 2005
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