
 
 

HFEA/HTA consultation response from HEAL UoS 
Health Ethics and Law University of Southampton is an interdisciplinary network of scholars 
working at or connected with the University. We have met to discuss the consultation 
document and we provide our comments below on the consultation questions on which we 
have formed views. 
Question 1. 
In broad terms, we support the proposed Option 1. We are aware of criticisms that the HFEA 
is perceived to be unwieldy, expensive and slow. These concerns arise from the continued 
use of a framework that was developed to provide public reassurance about the responsible 
use of reproductive technologies that were untried and controversial. However, the 
contemporary context is one in which the technologies are well established and have broad 
public support, even to the extent that limitation of their availability on the NHS in some parts 
of the country is regarded as scandalous. In this context, there is no longer any need for a 
special regulatory regime. In the longer term this implies reform of the substantive law to 
subsume licensing of assisted conception into a single system of health provider licences 
and the inspectorate functions of the Care Quality Commission. In the short term, functions 
from the different legislative regimes can be brought together provided that the CQC has the 
capacity to take them on, develops expertise in the current legislation (which would be 
available by transfer of relevant staff from the HFEA), and could give sufficient priority to the 
tasks given its other challenges (particularly following the report of the Francis Inquiry 
expected in January 2013). 
We are concerned, however, that there is insufficient clarity on the Government's proposals 
for facilitating public debate on emerging policy questions, which has been one important 
role of the HFEA in the past. Currently, such questions include the acceptability and level of 
payments for donors and issues emerging from new technologies to address diseases 
caused by defective mitochondrial DNA. We do not believe that these problems need a 
special regulator, or that reproductive technologies and the use of human tissue raise more 
(or less) problematic issues than other areas of bioethics. However, we do need to have 
mechanisms to address them carefully and this needs to be explained more clearly. The 
solution may be consultations managed by the Department of Health, with Ministerial or 
Parliamentary discussion and decision where appropriate. A number of bodies exist in the 
UK that work on such issues, including the Department of Health's internal committee on 
emerging science and bioethics and the Nuffield Council on Bioethics (an NGO). There is no 
need to establish new bodies, but it would be helpful for the Government to explain how it 
expects policy on ethical issues to be developed. 
Question 3 
We believe that it is important to distinguish research project approvals, which could be done 
by the HRA, from the wider requirements of the licensing regime under the HFE Act 1990 
such as site visits. This is a different function from those that HRA currently undertakes and 
is not consistent with the approach to research governance in other areas of health 
research. We believe that it is sensible for project approvals to be brought within the 
National Research Ethics Service, possibly through designating one of the Research Ethics 
Committees as dealing with embryo research. However, the HRA is not resourced to inspect 
premises and we doubt it would be sensible ask it to extend its role in this way. The division 
of responsibilities in respect of research on human tissue, whereby the Human Tissue 
Authority is the competent authority under the Cells and Tissue Directive but project 
approvals are undertaken by Research Ethics Committees could usefully be extended to the 



 
 
embryo research context. 
Questions 4 & 7 
We would propose that consideration be given to the transfer of responsibilities in respect of 
registers and information for donor conceived individuals. This seems to us closely 
analogous to providing information to people who have been adopted, for example the 
adoption contact register. These could usefully be brought together through the Registrar 
General. 
Questions 5 & 6 
It makes sense to have a single competent authority for the directive, to provide assurance 
on quality and safety in the handling of such material. This could become the CQC, but 
there may also be case for bringing this together in the short term in either the HTA or the 
HFEA through the delegation of functions, or indeed transfer of functions under the Public 
Bodies Act. At present, it seems that the HTA is more cost effective in this function, although 
the HFEA has recently addressed its own efficiency and made considerable progress in this 
area. 
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