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                                    I. INTRODUCTION

Although a body of law relating to medical treatment of children exists, the law is relatively undeveloped regarding clinical research. In this article, I consider the implications of the Medicines for Human Use (Clinical Trials) Regulations 2004. I argue that young people's right to self-determination may not be adequately protected. In addition, I explore the implications of a ‘direct positive benefit test’, which may prove unduly restrictive of some types of paediatric research.
In order to run a clinical trial, there must be approval from the licensing authority, the Medicines and Healthcare Products Regulatory Agency (MHRA), and from a licensed research ethics committee (REC). The latter faces the difficult task of balancing the relevant ethical factors. Ethical guidance exists, but it emanates from a variety of sources with varying degrees of consistency.1 The law, which should provide a minimum standard of protection for both children's rights and interests, and society's interest in the furtherance of research, is at times vague and contradictory. The Medicines for Human Use (Clinical Trials) Regulations 2004 (hereafter Clinical Trials Regulations) were enacted to implement the European Union Clinical Trials Directive 20012 as amended in 20063 to implement the Good Clinical Practice Directive 2005.4 The dual aims of the 2001 Directive were to facilitate European research and to offer universal protection to research participants in clinical trials. Accordingly, the UK Clinical Trials Regulations demand that research ethics committees have the relevant paediatric expertise to assess protocols involving child participants, or bring in an expert who has,5 and set down a list of conditions and principles that must be applied. Contravention of those conditions and principles, examined below, is an offence,6 as is providing false or misleading information to an ethics committee, or when seeking authorisation from the MHRA.7
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