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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 trials. 

· In order to provide free and open access to the ISRCTN Register (http://isrctn.org administered by CCT on behalf of ISRCTN, a not-for-profit organisation) and the metaRegister of Controlled Trials (http://www.controlled-trials.com/mrct/), CCT charges trial registration and hosting fees to contributing organisations.

· By bringing the existence of ongoing trials to a wider audience before they are published and by linking trial records to their resulting publications when available, CCT provides services that complements its sister companies within the Science Navigation Group:

· BioMed Central, the biomedical journal publishers (http://www.biomedcentral.com/home/), require that the existence of a trial must be publicly registered before the publication of its protocol and/or its results and will accept trials IDs from the International ISRCTN Register and the American ClinicalTrials.gov, in particular in the journal Trials (http://www.trialsjournal.com/) launched in late 2005.

· Faculty of 1000 Medicine, the literature awareness service launched in early January 2006(http://www.f1000medicine.com/browse/), highlights and evaluate the most important papers in the medical sciences, including papers on trials.

What happened in 2005?

· Organisations that continued to register their trials with the ISRCTN scheme include:

· The World Health Organisation (WHO): the number of WHO funded registered trials doubled in 2005 up to over 60 trials.

· The Canadian Institutes of Health Research (CIHR): there are now over 100 records, compared to 10 at the end of 2004.

· The Dutch Cochrane Centre, who is responsible for creating The Netherlands National Trial Register on http://www.trialregister.nl/trialreg/index.asp, also made sure that their trials are internationally registered with an ISRCTN and there are over 400 trials.

· All through 2005, the Wellcome Trust registered their trials in preparation for the launch of their customised register that will include over 70 records.

· The first half of 2005 was a period of preparation to comply with the minimum 20-item list drawn up by the ICMJE/WHO, which led to a first major modification of the online ISRCTN trial registration form in June 2005. The following new fields were added: ‘study hypothesis’, ‘participant exclusion criteria’, ‘number of participants’, ‘trial start and end date’, ‘primary and secondary outcome measures’. In order to fulfil its trial sign-posting objectives and to track trial results more efficiently, CCT also added the non-compulsory fields ‘trial website’ and ‘Publications arising from the trial’.

· 12 September 2005: CCT’s ISRCTN activities were transferred to a not for profit structure ISRCTN.org (http://isrctn.org/) administered by CCT on behalf of ISRCTN. Member Organisations overseeing the running of the scheme include the Canadian Institutes of Health Research, the Italian Istituto di Ricerche Farmacologiche 'Mario Negri', the UK Medical Research Council, the Netherlands Organisation for Health Research & Development, with representation from the Australian NHMRC Clinical Trials Centre and the UK Department of Health. As of that date, the ISRCTN register complies with the 20-item list put together as the minimum registration data set by the ICMJE/WHO (see http://www.icmje.org/clin_trialup.htm and http://www.icmje.org/faq.pdf).
· 30 September 2005: 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, in line with the funding scenarios listed in http://www.nrr.nhs.uk/GenQns.htm#ICMJErequirements). 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 1100 trials defined as “NHS own account”.
· October 2005: CCT finalised its list of data items to be fully compliant with the latest guidelines and added the field ‘study design’ and ‘research ethics review ‘.
· November 2005: working with a team from the National Institute for Mental Health in England (NIMHE - http://nimhe.csip.org.uk/home), CCT hosted the pilot version of a register providing lay-friendly information about UK mental health randomised controlled trials (http://www.controlled-trials.com/mrct/mental.asp)
· The number of assigned ISRCTNs grew by over 66% in the course of 2005, from over 2,400 in January 2004 to over 4,000 in January 2006, with increased activity in September around the 13th September 2005 which was the deadline for trial registration set by the ICMJE. The number of applications has also been increasing in 2005 and is in the high double-digit range each month. Over 260 trial papers (protocols and results) have been published in BioMed Central’s journals and are referenced on PubMed. The following table shows the countries where ISRCTNs have been assigned to trials, as of the end of 2005.

	Argentina
	Hong Kong
	Peru

	Australia
	India
	Philippines

	Austria
	Indonesia
	Saudi Arabia

	Belgium
	Iran
	South Africa

	Brazil
	Ireland
	Spain

	Canada
	Israel
	Sri Lanka

	China
	Italy
	Sweden

	Czech Republic
	Japan
	Switzerland

	Denmark
	Kenya
	Taiwan

	Ecuador
	Kuwait
	Thailand

	Estonia
	Lebanon
	Tunisia

	Finland
	Lithuania
	Turkey

	France
	Malawi
	Uganda

	Gambia
	Mexico
	United Kingdom

	Germany
	Netherlands
	United States

	Greece
	New Zealand
	Uruguay

	Guinea-Bissau
	Norway
	Viet Nam


What is planned for 2006?

· CCT anticipates adding the Wellcome Trust register into the metaRegister during the first half of 2006 and hopes to participate in the development of the fully-fledged version of the UK lay friendly mental health register initiative.
· CCT will continue to work closely with the UK Department of Health, in line with the new recommendations published in the 2006 national health research strategy ‘Best Research for Best Health’ (http://www.dh.gov.uk/PolicyAndGuidance/ResearchAndDevelopment/fs/en).
· With the inclusion of the ‘study design’ fields, the ISRCTN Register will be opened to other study designs apart from randomised controlled trials, in order to meet the demand for more options in public research posting.

· CCT will continue to share comments and best practices in the WHO International Clinical Trials Registry Platform forum (http://www.who.int/ictrp/en/) and will actively collaborate with the NIH’s ClinicalTrials.gov (http://www.clinicaltrials.gov/) to develop means of identifying common trial records.
· CCT will closely monitor initiatives aiming at downloading some data items from the confidential EudraCT database (http://eudract.emea.eu.int/) into a publicly available register and will follow up on the creation and development of new trial registers, notably:

· The Australian Clinical Trials Registry launched in 2005 (http://actr.org.au/trialSearch.aspx)

· The 3 registers available in Japan: the Japan University Hospital Medical Information Register (http://www.umin.ac.jp/ctr/index.htm), the Japan Medical Association Clinical Trials Register (https://dbcentre2.jmacct.med.or.jp/CTrialR) and the Japan Pharmaceutical Information Center Register (http://www.clinicaltrials.jp/user/cte_main.jsp)
· Germany: the German Federal Ministry of Education and Research has issued a call for tender for the creation of a National German Register (http://www.gesundheitsforschung-bmbf.de/de/1182.php)
· On the technical side, CCT will make sure that the trial data format of its international databases meet international guidelines, in order to provide efficient registration alternatives, and will also continue implementing better search facilities within and across the databases hosted on the CCT website and facilitating payment for registration and hosting services.

· Following the ISRCTN move to a not-for-profit structure, the 2006 rate is £120 per trial (US$216/€180 based on Jan 2006 exchange rates). A discount is available for trials that already have ISRCTNs and that are included in a customised register hosted within CCT’s metaRegister. 

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