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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 Diseases1, signed by all four 
health departments in the UK and published by the Department of Health in November 2013.  

3. Genetic Alliance UK speaks from the perspective of families affected by genetic conditions who 
look toward innovation and research as a means to deliver effective therapies for currently 
untreatable conditions. We welcome the opportunity to respond to this review. 

Question 1: Is the level of detail in the policy framework sufficient for it to be 
implemented? If not, how could this be improved? 
4. Within the rare disease patient community there is significant unmet medical need, and patients 

rely on the development and availability of new medicines to improve the duration and quality of 
their lives. So it’s crucial that right from the beginning, throughout the whole pathway of research 
and development, research takes the priorities of patients into account. The best way to achieve 
this is for researchers to collaborate with patient groups and clinicians throughout research and 
development. Patient organisations know from experience that their voice and engagement can 
make major, positive changes to priorities at several stages in the medical innovation process. 

5. We welcome the emphasis on involving patients, service users and the public found throughout this 
document. However, this principle should be an absolute, as is the case with the discussion of 
funding decisions (paragraph 9.9a) rather than simply something to be followed “where 
appropriate” (paragraph 8.4).  

6. However, in order for this not to be simply a tick box exercise, it will be necessary, whether in this 
document or the implementation guidance, to expand more on what this should involve: the 
different ways patients, service users and the public can be involved in research, and what the 
benefits are, as well as who determines what is an appropriate level of involvement, and 
according to what criteria. 

                                            

1 UK Strategy for Rare Diseases. Department of Health, published November 2013, available at: 
www.gov.uk/government/uploads/system/uploads/attachment_data/file/260562/UK_Strategy_for_Rare_Diseases.pdf 
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7. The draft framework refers to implementation resources for researchers and funder to be found at 
www.hra.nhs.uk/resources, however a perusal of the resources available demonstrates a distinct 
lack of guidance on how to involve patients and service users in research. There is a need to make 
explicit both what benefits involving patients in research can bring to researchers and funders, 
and what their responsibilities are, otherwise it is highly likely busy researchers will seek to do the 
minimum required of them under the very unclear standard of “where appropriate”. 

8. A great deal of work has been done previously by various organisations on the topic of involving 
patients in research, and there is no need to reinvent the wheel. We would refer the NHS HRA in 
the first instance to the PatientPartner2 project funded by the 7th Framework Programme of the 
European Commission, in which Genetic Alliance UK was a participant, as an excellent high level 
summary of the importance of involving patients in clinical research. The document discusses the 
different roles patients can play in clinical research: as driving force, co-researcher, reviewer, 
advisor, information provider and research subject, as well as the different contributions patient 
organisations can make at the pre-approval, design, recruitment and dissemination stages. 
Genetic Alliance UK would also be happy to assist the NHSHRA in preparing guidance on 
involving patients, service users and the public in research. 

9. We would also suggest that guidance should provide further detail on how to implement the 
requirement to provide information about findings “in suitable form”, as this is somewhat 
ambiguous phrasing in isolation. 

Question 4: Do you think the principles that apply to all health and social care research 
are right? 
10. Yes, on the whole, though we would remove the “where appropriate from paragraph 8.4. 

Involvement of patients, service users and the public should be an absolute minimum requirement 
for all health and social care research. We would also seek clarification on the “in suitable form” 
in paragraph 8.11, as discussed above. 

Question 17: Do you think the policy framework will help make the UK a better place 
to do research? If not, is there anything more it could say in order to achieve this? 
11.  Yes, we consider the harmonisation of the research framework across all UK nations to be an 

important positive step, and is likely to make it easier and more appealing to carry out research 
in the UK. 

 

                                            

2 See for example Patient Involvement in Clinical Research: A guide for Patient Organisations and Patient Representatives, 
available at: http://www.geneticalliance.org.uk/docs/patientsfinal.pdf and Involvement in Clinical Research: A guide for 
Sponsors and Investigators, available at: http://www.geneticalliance.org.uk/docs/sponsorfinal.pdf 


