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Consultation response 
Human Tissue Authority Codes of Practice  
Genetic Alliance UK response, 29rd October 2015 
 

Introduction 
1. Genetic Alliance UK is the national charity working to improve the lives of patients and families 

affected by all types of genetic conditions. We are an alliance of over 180 patient organisations. 
Our aim is to ensure that high quality services, information and support are provided to all who 
need them. We actively support research and innovation across the field of genetic medicine.  

2. Rare Disease UK (RDUK) is a multi-stakeholder campaign run by Genetic Alliance UK, working 
towards the delivery and implementation of the UK Strategy for Rare Diseases, signed by all four 
health departments in the UK and published by the Department of Health in November 2013. 

3. SWAN UK (Syndromes Without A Name) is a patient and family support initiative run by Genetic 
Alliance UK. It is a UK-wide network providing information and support to families of children 
without a diagnosis. It works to support the development of high quality information and services 
for families of children affected by undiagnosed genetic conditions and raise public and 
professional awareness of undiagnosed genetic conditions and the unique challenges faced by 
affected families. 

31. Are there any other sections of Code E that, in your view, need to be developed or 
amended? 
Non cellular DNA 
4. To consider only “material [...] which consists of or includes human cells” (paragraph 26) leaves 

non-cellular DNA unregulated. The HTA code of practice (E) appears to recognise the regulatory 
gap, and the harm posed to potential research participants as a result. Whilst acellular DNA 
remains out of scope, it has been identified that “the ethical issues in the use of this material are 
the same as for those using relevant material” (paragraph 78).  

5. The scope of code E (research) has not been extended to cover this material, instead 
recommending that researchers hoping to use non cellular DNA should submit their proposals for 
ethical review. We would suggest that it seems reasonable to extend the regulation applied to 
cellular DNA to that which is non cellular, rather than leaving potential research participants at 
risk.  

30. Have we provided adequate advice and examples on handling difficult situations? 
Childhood to adult transition and consent  
6. Many rare and genetic conditions are severe and life-limiting. For individuals or families affected 

by most rare diseases, the day-to-day challenges of managing a severe condition are made 
worse by the absence of an effective treatment or cure. These patients look to research as the 
source of new therapies to address their unmet health need. In order for progress to be made, 
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patients recognise that the rarity of their conditions means that research relies on the effective 
sharing and use of their medical data, nationally and internationally. For this reason, we do not 
wish to restrict researchers’ ability to gather and use as much data as possible.  

7. We are, however, concerned that there does not appear to be a procedure for research 
participants who are under the age of 16, to review their consent status when they turn 16. To 
proactively seek the consent to continue using samples from all individuals when they turn 16 
would put an administrative burden on researchers that would restrict their ability to conduct 
research, and could be impossible too due to anonymisation. For this reason, rather than 
proactively seeking consent we recommend placing some responsibility on those seeking consent to 
communicate the importance of discussing issues of consent and the implications of giving tissues 
for research with children as they get older and gain competence. 

 

 

Alastair Kent OBE, Director 

 


