
 
 

 

Dear Sirs, 
 
Re: HEAL Response to the second call for evidence 
on the function and scope of a proposed ‘single 
research regulator’  
 
This response is the product of discussion by members of 
HEAL UoS. This is an interdisciplinary group of academics 
and clinicians who are associated with the University of 
Southampton. Members of the group have expertise as 
researchers within the NHS and University sectors, several 

have been members or Chairs of NHS research ethics 
committees (RECs) and some have published on issues 
relating to the governance and regulation of medical 
research. Our response draws on this expertise. It is not a 
formal response from the University as an institution, but 
reflects the views of members of the HEAL network. As 
one might expect, not every individual within the group is 
of the same view but all views expressed in our discussion 
are reflected in this letter. 
 
The group believes that ‘placing the responsibilities for 
different aspects of medical research regulation within one 
arm’s-length body’ would have the potential to offer 
advantages associated with consistency of outcomes and 
economies of resource, but concerns were expressed 
about whether it would also be possible to maintain 
ethical standards given the disparate types of research 
that the single research regulator would be responsible for.  
 
Related to this are questions about the relationship 
between ethics/ethical review, and regulation more 
generally. It was felt that there is a danger that moving to 

a single research regulator could displace the emphasis on 
the ethics of research and research practices in favour of 
a focus on legal and compliance issues. This was not 
regarded as fatal to the proposal so long as the ethical 
issues were adequately addressed at some point in the 
regulatory process (see below). Concern was also 



 
 

 

expressed in relation to the ability of a single research 
regulator to operate effectively across the sector. More 
specifically, the present regulatory structure assigns 
responsibility for different aspects of the regulatory 
process to quite distinct bodies, each of which fulfils a 
specialised role within the regulatory process. In relation 
to clinical trials for instance, NHS Research and 
Development offices tend to deal with issues of 
sponsorship and legal liability, whilst research ethics 
committees (RECs) address ethical concerns, and the 
MHRA regulates aspects of research relating to licensing of 

pharmaceutical products. Further, the types of research 
activity conducted with which the HFEA is involved raises 
ethical issues that are of a different order to those 
generated by clinical trials of medicinal products (CTIMPs), 
which can in turn differ from those involved in research on 
human tissues, databases, social care and those involving 
qualitative methodologies, amongst others.  
 
It was considered important that the remit of any single 
research regulator is clearly defined to ensure that the 
compliance and legal functions currently performed by 
bodies like the MHRA and HFEA are not lost whilst 
guaranteeing that any research conducted conforms to 
accepted ethical standards. This would probably require a 
separation of these functions under the umbrella of the 
single research regulator, and the proposals below reflect 
this approach. 
 
Some aspects of pre-authorisation review processes are 
clearly involved with compliance and regulatory concerns. 
With this in mind we would envisage that in addition to 
granting permissions the single research regulator would 

perform the functions of an inspectorate to monitor the 
conduct of research in progress. It was felt that it may be 
possible to subsume the compliance aspects of regulation 
within the remit of a body such as the Care Quality 
Commission, thereby drawing upon existing expertise and 
reducing the costs associated with the existence of the 



 
 

 

multiple agencies (HFEA etc) that currently perform this 
role.   
 
A robust system of ethical scrutiny remains central to the 
regulation of research however, both in order to protect 
the interests of research participants and to ensure public 
confidence in the research enterprise. It was suggested 
however that this need not necessarily replicate the 
existing system of NHS RECs staffed by volunteer 
members and dispersed throughout the country. Instead a 
more streamlined approach might be adopted. Here it was 

suggested that a national ‘College of Research Ethics 
Advisors’ could be instituted whose members would be 
appointed by the ‘single research regulator’. Its members 
would be personnel with knowledge and experience in 
specific areas of medical research, who would be called 
upon to join review panels convened to assess the ethics 
of particular research projects. This would facilitate the 
utilization of expertise beyond that which is commonly 
seen in NHS RECs, such as would be relevant to research 
in prisons and MoD establishments.  
 
Accordingly the remit of the ‘single research regulator’ 
could extend to the approval of research conducted in 
these institutions and affecting public health more 
generally. Review panels would be constituted according 
to specific types of research and ‘College’ members’ 
expertise would be utilised as and when it was appropriate. 
Properly trained lay members could become members of 
the ‘College’, and members would be permitted to sit on 
more than one panel and might be paid accordingly. In 
this way research related functions of the HFEA and HTA 
could be incorporated into a single body alongside the 

wealth of expertise that exists within NRES.  
  
The review process itself could be expedited such that 
decisions about whether the research was ‘worthwhile’ 
could be left to those who are funding the research whilst 
the ethics review panels assessed ethical issues 



 
 

 

associated with participant safety and understanding, and 
broader concerns around balancing the risks and benefits 
of novel bioethical research to the wider public. This could 
be achieved by committee type meetings and face-to-face 
discussions, or remotely by utilising information 
technology facilities. It is acknowledged that some facility 
should be built in for responding to specific local issues 
but overall the approval process should be nationally 
based and encompass the entire UK to promote 
consistency of decision-making and working practices.  
 

These changes would see the ethical review process 
professionalised such that the arm’s-length regulator 
could uphold ethical best practice in research whilst 
fulfilling the statutory and regulatory obligations 
associated with each specific type of research. Once the 
‘College’ was established it could work alongside the 
regulator to perform functions such as public engagement 
and education. 
 
Altering the system of ethical review in this way would 
need to be reinforced with robust arrangements for 
monitoring research once it is underway to ensure 
compliance with both ethical and regulatory standards. 
However, whilst the legal/regulatory and compliance 
aspects of what is proposed could be subsumed into 
existing bodies such as the MHRA and CQC fairly readily, 
some investment would be required in the establishment 
of the separate ethical scrutiny measures proposed.   
 
We hope that these suggestions will be a useful addition 
to the consultation and look forward to the outcome of the 
Review. 

 
Yours sincerely 
 
 
 
Members of HEAL UoS 



 
 

 

 
  
 
 

 
 


