Evidence submitted to the House of Commons Health Committee on the influence of the pharmaceutical industry 

From: Anne Greenwood, Managing Director - Current Controlled Trials Ltd 
Date: 16th August 2004 

Contact details: 
Current Controlled Trials Ltd, Middlesex House 
34-42 Cleveland Street, London W1T 4LB, UK 
Tel: +44 (0)20 7323 0323 
E-mail: anne@sciencenow.com 

Status:         Evidence submitted as Managing Director of Current Controlled Trials Ltd 
Background: Current Controlled Trials (http://www.controlled-trials.com/ - CCT) was set up in 1998 in response to growing demand for more systematic provision of information about clinical trials currently in progress. It is part of the Current Science Group and is published by BioMed Central (http://www.biomedcentral.com), an independent online publishing house committed to providing immediate free access to the peer-reviewed biological and medical research it publishes. CCT has developed an international numbering system for randomised controlled trials called the International Standard Randomised Controlled Trial Number (ISRCTN) scheme.
Willing to give oral evidence? YES 

___________________________________________________________________________ 

1. SCOPE 

This evidence relates to the reporting of medical research by the pharmaceutical industry, specifically as it relates to randomised controlled trials.
2. SUMMARY 
2.1 Randomised controlled trials are considered the gold standard of research providing evidence on which future treatment can be based. It is acknowledged that they play a vital role in improving health care and, furthermore, that: 

2.1.1 It is an essential requirement towards achieving health improvements that the existence of all trials everywhere are known from the time they start recruiting patients; 
2.1.2 It is essential that the results of all trials are published;
2.1.3 There is a clear and unambiguous relationship between the trials and their publications. 

2.2 It is currently impossible to get a comprehensive listing of ongoing and completed trials in the UK and elsewhere because, apart from the requirement made in the Research Governance Framework for Health and Social Care regarding registration of clinical trials being performed within the NHS, there is no legal UK requirement for industry (and other) trials to be registered in a publicly accessible register. 
2.3 In addition, when a trial is completed, it is very difficult to know if the results of the trial were published, and if they were published, to keep track of all resulting publications which often appear under different titles, in different journals and with different authors. A unique international trial identification (numbering) system is an essential, practical and effective solution to these problems.

3. EVIDENCE

3.1 CCT has developed the only currently operational international trial numbering system called the ISRCTN (International Standard Randomised Controlled Trial Number). The ISRCTN is comparable to the ISBN system for books, and is open to randomised controlled trials in all areas of health care and from all countries. It assigns a unique number to each trial, which both provides a listing of all trials registered though the system and enables the publications of these trials to be tracked unambiguously throughout their life cycle. Access to the details about all registered trials listed by CCT is free and unrestricted. A small fee is charged to ISRCTN applicants in order to ensure this free access.

3.2 Under the terms of section 3.8.6 in the Department of Health's Research Governance Framework, it is the trial sponsor's responsibility to make sure that "Appropriate arrangements are in place for the registration of a trial". In order to facilitate compliance with the Research Governance Framework, the Department of Health signed a 3 year contract with CCT to assign ISRCTNs to trials funded by the NHS Research & Development Health and Technology Assessment programme as well as to those trials that are funded at Trust level in England by the NHS R&D Support Funding stream. ISRCTNs have also been assigned to trials funded by previous NHS R&D programmes. In total, there are currently over 1100 NHS related trials uniquely identified with an ISRCTN. 

3.3 The ISRCTN was developed and piloted in collaboration with the UK Medical Research Council and has been endorsed and promulgated by the European Science Foundation. It has the support of the following organisations: the World Health Organization, the Canadian Institutes of Health Research, the Wellcome Trust, the Cochrane Collaboration.
3.4 From May 2004 onwards, all new and ongoing trials involving drugs require a Clinical Trial Authorisation (CTA) from the Medicines and Healthcare products Regulatory Agency and must be registered on the European database (EudraCT) according to the 2001 European Directive on Clinical Trials. While this is an important requirement, the EudraCT database has two major drawbacks:
3.4.1 It is restricted to drug-based trials and does not take into account many other interventional randomised controlled trials.
3.4.2 It is confidential, with access restricted to the competent authorities of the EU, and therefore does not provide the broad access to information about trials that is considered essential if sponsors, funders, physicians, patients and researchers are to become fully aware about ongoing and completed trials. 
3.5 To date, there are almost 2000 trials registered with an ISRCTN on the ISRCTN Register. Over 85% of these are UK trials, but even so they represent only a small proportion of all the relevant UK trials. Less than 5% of the UK trials included on the ISRCTN Register are funded by industry, although the percentage of industry funded trials is much higher.
3.6 The registration of all relevant clinical trials from the time of their inception and during the period when their results are published is essential for the efficient use of the crucial clinical information the trials provide. The ISRCTN scheme is the only international numbering system currently in operation capable of providing the service essential to achieve these goals.
4. RECOMMENDATIONS FOR ACTION

4.1 We believe that legislation is required in the UK to ensure that ALL randomised controlled trials taking place within the UK are registered in a publicly accessible register, such as the ISRCTN Register.  This legislation should include both publicly funded, charity funded and commercially funded randomised controlled trials.

4.2 We believe that the UK Government should provide funding for the registration of all UK publicly funded and charity funded trials taking place in the UK, and make funding available for registering all randomised controlled trials which are personally funded by lead principal investigators.

4.3 We believe that these actions are necessary to improve compliance with the Government’s Research Governance Framework requirement for registration of publicly funded, charity funded and commercially funded randomised controlled trials.  Public registration of randomised controlled trials will ultimately lead to greater awareness about ongoing clinical trials, resulting in:

4.3.1 Improved recruitment of patients by their physicians into ongoing trials 

4.3.2 Better public engagement with medical science 

4.3.3 Improved decisions regarding research funding priorities 

4.3.4 Identification of trial publications used in systematic reviews and meta-analyses

4.3.5 ‘Filling the evidence gap’ for those priorities set by the Department of Health

4.3.6 Improved use of the information provided by clinical trials towards improvement of the provision of health services.

4.4 We also urge the UK government to recommend that medical journals start to require that randomised controlled trials be publicly registered as a prerequisite for accepting articles for publication.

5. REFERENCES TO PUBLISHED WORK 

Not applicable 
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