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Medical research charities support the registration of clinical trials and the publication of findings.  

What is best practice for AMRC members? 

Charities have a duty to put useful research findings into the public domain and we advise all AMRC members to include a 

requirement to publish (within a reasonable time frame) in the terms and conditions of their awards. 
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When charities work in collaboration with industry we recommend a clear agreement and terms and conditions outlining each 

partner’s expectations, particularly around intellectual property, publications and exploitation.
2
 

What requirements underpin best practice?  

Registering clinical trials 

Clinical trials of investigational medicinal products conducted within the EU are subject to the EU Clinical Trials Directive 2001, 

which is put into UK law by the Medicines for Human Use (Clinical Trials) Regulations 2004.  

Researchers in the EU have a legal responsibility to register their studies on the EudraCT clinical trials database.
3
 Registration 

is a pre-requisite for applying for authorisation from the MHRA and research ethics committee approval.  

Reporting the findings 

Under the Medicines for Human Use (Clinical Trials) Regulations 2004, trial sponsors (which in academia can be universities or 

NHS trusts) have a legal responsibility to provide an end-of-trial report 12 months from the end of the trial.  

Funders often require the publication of trial results as part of their terms and conditions (see above) and research ethics 

committees ask how researchers plan to publish their data and results before approving projects. 

Medical journals developed and endorse the CONSORT statement to improve the reporting of randomised clinical trials
4
. It 

emphasises complete transparency from authors. 

Negative findings are valuable and should also be made available.  

A challenge is that at present EudraCT does not collect the results of clinical trials, and there is no single place where clinical 

trial results are published. The European Commission has published proposals to expand the EudraCT database to collect 

results and make them publicly available.
5
 

Accessing the wider data sets 

The detailed data from clinical trials are also valuable for conducting further analyses. Some funders ask that researchers 

provide data management and sharing plans as part of their research proposals (eg the Wellcome Trust policy on data 

management and sharing
6
). 

Additional issues to consider when making these data available including ensuring that: 

 Patient confidentiality is protected and that data is published with their consent. 

 The data sets and methodology are accessible in a useful format for researchers. 

 The originating researchers have time to analyse the data before making it publicly available. 

 That data sets linked to negative results are also published.  
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 That secondary analyses of data refer to the publication where the data were first analysed, and are linked to the 

original data. 

What about other research?  

It is important that results are published for all basic and clinical research. 

Why is registration and publishing results so important? 

For patients 

Seventy-two percent of people tell us they want the opportunity to be involved in trials of new treatments.
7
 They want to be 

involved because they hope that the treatment will benefit them, and because they want to improve treatment for others in the 

future. And for clinical research to benefit patients, the data and findings must be made available for others to learn from them. 

Registers also help patients find out about suitable clinical trials. The UK Clinical Trials Gateway contains information about 

clinical trials taking place in the UK.
8
  

For clinicians and researchers 

Clinicians, researchers and regulators all have a need for access to the best available evidence base in order to support high-

quality research – including preventing duplication and verifying findings - and make decisions about the best treatments. 

For funders 

Funders need to review existing knowledge when designing their research strategies and deciding what new research to fund. 

Many charities take steps to ensure the results of trials are publicly available – for example Cancer Research UK has a clinical 

trials database for patients, which lists cancer trials and studies recruiting in the UK.
9
 Where trials have reported, it gives a lay 

summary of results. 

What is AMRC doing? 

We are working with our members to review practices and discuss whether charities funding clinical trials can take further steps 

to audit publication of results and ensure their terms and conditions are complied with. Many of our charities are developing 

research evaluation systems which will allow them to follow-up the impact of research they have funded. 

We are engaging with the wider medical research community to improve access to clinical trial data and findings. 

We are also working with a coalition of commercial and non-commercial medical research funders to ensure the new EU Clinical 

Trials Regulation supports greater transparency. Clinical trials are conducted across the world, so actions to increase 

transparency and improve healthcare need to be taken on a global scale. 

Further information 

POST note 390: Clinical Trials is available at http://www.parliament.uk/briefing-papers/POST-PN-390 

Ethical Standards in Health & Life Sciences Group: Clinical Trial Transparency – Principles and Facts is available at 

http://www.eshlsg.org/wp-content/uploads/ESHLSG-Clinical-Trial-Transparency-Principles-and-Facts.pdf  
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