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Key Points 

• We warmly welcome the draft policy framework for health and social care research, 
particularly its ambitious commitments and UK-wide approach.  

• In general, the policy framework sets out appropriate principles and responsibilities to 
deliver its goals. The further detail provided by specific operational processes and 
policies will be important for implementation and must be consistent with this framework.  

• We welcome the clear delineation of responsibilities between different stakeholders, 
although we suggest that some of the responsibilities – particularly those for regulators 
and funders – need further clarification to appropriately reflect their roles. 

• It is also important to recognise that in some cases – such as initiating urgent research – 
responsibility is shared across multiple stakeholders, and this should be explicitly 
highlighted in the document.  

INTRODUCTION 

1. The Wellcome Trust is pleased to have an opportunity to comment on the Draft UK 
Policy Framework for Health and Social Care Research. The current Research 
Governance Framework for Health and Social Care (RGF) was an important step in 
codifying the responsibilities of different stakeholders in health research, but 
inadvertently contributed to duplication and delays in the NHS R&D permissions process. 
We therefore support this review of the principles underlying the regulation and 
governance of health and social care research, and development of a new document to 
replace the RGF.  

PURPOSE, SCOPE AND IMPLEMENTATION 

2. We support the ambitious commitments set out under ‘Purpose’. These commitments 
recognise the importance of risk proportionality and avoiding the financial and 
opportunity costs associated with delays to research. This is important to support 
practical changes – such as single HRA approval – in addressing the lack of balance that 
has persisted in the UK regulatory and governance system. We consider this draft to 
represent real improvement and progress compared to the RGF. In general, we consider 
that this policy framework sets out appropriate principles and responsibilities to deliver its 
important ambitions. 
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3. We consider it appropriate for the policy framework to be a high level document 
that strongly establishes and communicates the key points and principles, to set 
expectations and shape the behaviour of different stakeholders. We consider that the 
policy framework contains an appropriate level of detail, since specific operational 
processes and policies will provide further detail where necessary. This approach will 
enable the regulatory and governance system to be flexible and allow for development 
based on experience, while maintaining core principles.  

4. For this approach to work, it will be vital that the operational processes and policies 
are consistent with, and enshrine the principles set out in, this policy framework. 
This should ensure that implementation is conducted in the spirit of the framework and is 
proportionate, pragmatic and seeks to enable research, rather than becoming a ‘box-
ticking exercise’. This should also help to avoid problems created in the RGF where 
“each organisation implemented the principles at a practical level on an individual basis” 
leading to inconsistencies in the requirements of individual NHS Trusts.1 

5. The style of the document is generally clear and concise, which is suited to a high level 
policy document. However, we encourage the Health Research Authority to ensure that 
the text is as clear as possible in the final version as some sentences are currently long 
and not straightforward to read. 

UK-WIDE RESPONSIBILIITIES 

6. We warmly welcome the commitment and collaboration across the four countries of 
the UK to produce a document that applies across the whole of the UK, since this is 
crucial to deliver a competitive environment for health research.  

STATUS 

7. The legal status of the document for NHS trusts and local authorities in England is 
clearly set out in 5.2. However, we consider that the legal status of the document for 
other stakeholders, including those in the other countries of the UK, could be 
clarified. Where the status of the document is non-legally binding guidance, key 
elements should be appropriately captured in a legally binding way, such as contracts 
between the different stakeholders, as recognised by 8.10g, which requires sponsors to 
ensure that roles and responsibilities of the parties involved in the research are agreed 
and appropriately documented.  

                                                             
1 A new pathway for the regulation and governance of health research (2011) Academy of Medical 
Sciences.  

http://issuu.com/acmedsci/docs/newpathw
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PRINCIPLES THAT APPLY TO HEALTH AND SOCIAL CARE 
RESEARCH 

8. We broadly support the principles set out in this section. However, clarification is needed 
on the following point: 

• 7.13 requires that provision is made for insurance or indemnity to cover liability. 
The risks to participants from the design and conduct of a study will vary widely for 
different projects. We do not consider a blanket requirement for insurance to be 
appropriate; instead the risk and need for insurance or indemnity should be 
considered on a study by study basis. We therefore suggest that the requirement in 
point 7.13 is amended to read ‘adequate provision must be made…’. 
 

PRINCIPLES THAT APPLY TO INDIVIDUAL AND ORGANISATIONS 

9. The policy framework clearly delineates the responsibilities of different stakeholders. We 
strongly support this direct approach in setting out what stakeholders must or must not 
do. For example, stating that research sites are expected to accept reliable assurances 
from recognised authorities and must not repeat checks (8.18). This is important to 
overcome difficulties stemming from the Research Governance Framework.  

10. The policy framework does not clearly distinguish between legal requirements and those 
that are good practice. We encourage the HRA to consider differentiating between these, 
for example by using ‘must’ and ‘should’ as in Charity Commission guidance.2 We 
consider that this approach may reduce uncertainty around requirements and the ‘over-
implementation’ this uncertainty can lead to. 

Shared stakeholder responsibilities 
11. Although we support the clear delineation of responsibilities, the document does not take 

into account that some stakeholder responsibilities are likely to be shared. In some 
cases, shared responsibility would be a valid and valuable approach and we suggest that 
the document is revised to incorporate shared responsibilities, including the following: 

• Initiating urgent research (for example, in public health emergencies) is listed as a 
responsibility of research sites (8.19f), but many stakeholders, including regulators, 
sponsors and funders, would also have an important role to play to ensure that 
research can be started quickly and safely in these situations.    

• Championing the value of research to health and social care is listed as a 
responsibility of funders (8.9b), but all stakeholders will need to do this to fulfil the 
ambitions set out in the document.   

• The importance of collaboration (8.1) is mentioned, but not listed as a responsibility. 
 

                                                             
2 For example: “In this guidance, where we use ‘must’, we mean it is a specific legal or regulatory 
requirement affecting trustees or a charity. Trustees must comply with these requirements. We use 
‘should’ for items we regard as minimum good practice, but for which there is no specific legal 
requirement.” From Guidance on Charities and Fundraising (2011) Charity Commission. 
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Regulators’ responsibilities 
12. The section on regulators’ responsibilities sets out high level principles and is not 

consistent with those for other stakeholders. This section should be revised to set out the 
regulators’ specific responsibilities, for example ensuring the standard of checks and 
assuming liability for these. This would provide greater clarity and assurance to other 
stakeholders on regulators’ roles, which is particularly important where there is 
reciprocity between different stakeholders’ responsibilities. 

Funders’ responsibilities 
13. We support the responsibilities for funders to assess scientific quality and require that a 

sponsor is in place (8.9a and d respectively). We consider these requirements to be 
consistent with our current practice.  

14. 8.9b is composed of three separate elements. As drafted, these requirements are not 
appropriate and should be revised.  

• “Establishing value for money of the research” 
The expectation on funders is not clear as ‘value for money’ is not defined in this 
document or elsewhere. In implementation of Attributing the costs of health and 
social care research (AcoRD) guidance,3 funders’ scientific advisory panels are 
expected by the Department of Health to review research, support and treatment 
costs and identify disproportionate support or treatment costs that may not represent 
good value to the health system. This is sometimes called a ‘value for money’ 
assessment.4 We suggest that the first part of the 8.9b is revised to improve clarity 
(see box 1). 

• “Ensuring costs to all parties are identified and described” 
We consider the attribution – including identification and description – of costs under 
the AcoRD guidance to be the responsibility of the chief investigator and/or sponsors 
and this should be included under their responsibilities. Funders have a responsibility 
to review the cost attribution provided with grant applications. This is taken into 
account in the amended 8.9b in box 1. Others, such as specialists in the National 
Institute for Health Research, also provide support for the review of cost attribution, 
so this is not a sole responsibility of funders.  

• “Championing the value of research to health and social care” 
As noted in paragraph 11, this is not a responsibility of funders alone. We suggest 
this is removed from 8.9b and included in a section on shared stakeholder 
responsibilities.   
 
Box 1: Proposed wording for 8.9b 
Reviewing information on cost attribution to confirm that costs to all parties have 
been identified and described and that costs to the health system are not 
disproportionate compared to research costs. 
 

 
 

                                                             
3 Attributing the costs of health and social care research (2013) Department of Health 
4 http://www.amrc.org.uk/our-work/funding-clinical-studies/acord-costing-research-in-the-nhs  

https://www.gov.uk/government/publications/guidance-on-attributing-the-costs-of-health-and-social-care-research
http://www.amrc.org.uk/our-work/funding-clinical-studies/acord-costing-research-in-the-nhs
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15. 8.9c requires funders to consider “the suitability of the research environment in which the 
research will be undertaken, particularly the priorities and constraints in health and social 
care where research will have an impact on care provision”. Funders will consider 
whether the environment would enable high quality research to be carried out. However, 
we are not in a position to consider the impact on care provision and this responsibility 
should therefore be deleted. We consider that it should be the responsibility of the care 
provider to determine if a study would adversely affect the quality of care provision.  

16. We support the requirement in 8.2g for chief investigators to “make findings, data and 
tissue accessible as appropriate” after the research has ended. We consider that funders 
are in a strong position to encourage chief investigators to fulfil this responsibility, for 
example by requiring open access publication in grant conditions. We therefore suggest 
that 8.2g is mirrored here, by creating a responsibility for funders to “encourage chief 
investigators to make findings, data and tissue accessible as appropriate after the study 
has finished”. 

 

 

The Wellcome Trust is a global charitable foundation dedicated to achieving extraordinary 
improvements in human and animal health. We support the brightest minds in biomedical 
research and the medical humanities. Our breadth of support includes public engagement, 
education and the application of research to improve health. We are independent of both 
political and commercial interests. 


	Health Research Authority: UK policy framework for health and social care research
	Response by the Wellcome Trust
	Key Points
	INTRODUCTION
	PURPOSE, SCOPE AND IMPLEMENTATION
	UK-WIDE RESPONSIBILIITIES
	STATUS
	PRINCIPLES THAT APPLY TO HEALTH AND SOCIAL CARE RESEARCH
	PRINCIPLES THAT APPLY TO INDIVIDUAL AND ORGANISATIONS

