
  

 

Proposal  

Pilot of HRA Accountable 
Centre Model for 
improvement evaluations  

Draft 0.2 2018-07-16 

This proposal provides an overview for a new model for the governance of evaluations of 
healthcare improvement activities, to be piloted by The Healthcare Improvement Studies 
(THIS) Institute, University of Cambridge. 
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1 Background 
The UK Health Research Authority (HRA), established in 2011, is responsible for the 
governance of all types of research that take place within the National Health Service (NHS). 
Approvals are based on an assessment of both governance and legal compliance, and where 
applicable includes ethical review by an independent NHS Research Ethics Committee (REC).   

The classification of a project as research activates specific requirements for ethical and 
regulatory review. The distinction between health research and other related activities is 
guided by an online decision tool (the Heath Research Authority Decision Tool[1]). The tool 
categorises projects according to the binary classification of research or non-research.  

If a project is deemed research, it must obtain HRA approval, NHS ethical review (where 
required) and confirmation of capacity and capability from each participating NHS organisation 
in England. If a project is deemed non-research, no further HRA or ethical review is required 
– though projects may be registered as a service evaluation, service improvement project or 
audit with the relevant NHS organisation(s). However, the research/non-research classification 
does not adequately address the specificities of a third category of activity: improvement 
evaluation. This proposal is directed towards piloting a new model for facilitating proportionate 
governance for this important category of activity. 

Improvement evaluations as a distinct category of activity 
 
Improvement evaluations are a type of study that focuses on evaluating improvement activities 
in healthcare. Such studies are undertaken with a goal of learning from a service change or 
improvement activity in a healthcare system where the primary goal of that activity is to 
make improvement (e.g. through pathway redesign, changing appointments systems or 
supply chains etc.).  From the perspective of healthcare organisations, the impetus for such 
improvement activity may arise externally (e.g. in response to policy or contractual changes, 
opportunities to work in national programmes etc.), or internally (e.g. in response to discovery 
of a problem or CQC finding, through the service improvement agendas of the teams and 
boards etc.). In all of these instances, producing knowledge is not the primary goal of 
organisation: the changes will be occurring anyway. But done well and systematically, 
studies of those improvement activities are a very valuable way of obtaining “extra juice 
from the squeeze” that may serve the interests of patients, the public and the health care 
system by producing systematic knowledge. Thus:  
 

 Improvement evaluations study programmes where the primary aim of the 
participating organisations is to make improvement (e.g. in their systems and 
processes), and, for those organisations, knowledge production is a secondary 
aim or by-product.  Improvement evaluations are systematic studies of whether 
those programmes work and how they work.  

 
Improvement evaluations play an important role in the health system: they can assist with 
identifying what works well and what does not, may enable insight into the influences on 
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effectiveness of a quality improvement intervention or other improvement or service change 
effort, may support replication and scaling of successful programmes, and may reduce waste 
and costs associated with unsuccessful programmes by demonstrating what should not be 
supported in the future. As an example, 24 organisations across the NHS participated in the 
Health Foundation’s Safer Patients Programme, starting in 2004. Those organisations took 
part in the programme in order to improve their systems, practices and culture – not to 
produce knowledge. The evaluation study that was “wrapped around” the programme did not 
change anything that the organisations were going to do anyway, but it did show that those 
organisations did not improve more than organisations that were not participating in the 
programme, those producing valuable learning about whether the programme was a suitable 
candidate for investment by the NHS. [2, 3] Another example is the evaluation of stroke 
reconfiguration in London and Manchester. The evaluation study again was “wrapped around” 
a programme that was happening anyway, and produced very important learning about 
centralised models, showing that they can reduce mortality and length of stay.[4] 

A large number of initiatives continue to be launched every year from which much important 
learning could be gained if evaluation were bundled with the programmes. Current examples 
include the Getting it Right First Time programme, which seeks to reduce unwarranted clinical 
variations through £60m funding from the Department of Health 
(http://gettingitrightfirsttime.co.uk/what-we-do/), and the roll-out of national Early Warning 
Score system (https://www.england.nhs.uk/nationalearlywarningscore/). In these cases, NHS 
organisations will be initiating improvement efforts anyway, and evaluations “wrapped around” 
them could advance knowledge about programme design, implementation, mechanisms of 
change, and outcomes. It might reasonably be argued that improvement programmes should 
include evaluation as standard.   

The challenge for improvement evaluations is that they may not comfortably fit the current 
definitions of research or service evaluation. Improvement evaluations do have some 
features of research, including the systematic approach to knowledge generation. Typically, 
however, in contrast to many research projects, those studying the improvement control 
relatively few aspects of the change under study: the evaluators do not deliver the 
programme of interventions or other changes. They may sometimes, however, help those 
leading a programme to implement it in such a way that evaluation is facilitated – for example 
though wait-list, stepped wedge or cluster randomised designs in situations where use of such 
strategies is consistent with the goals of the programme.  

The specificities of improvement evaluations means that current research governance and 
ethics requirements may be problematic or ill-suited to the goals either of evaluation or to 
organisations seeking improvement, since they often assume that the evaluator is controlling 
many more aspects of the programme than is usually the case in improvement evaluations. 
This may lead to inappropriate suggestions about study design, to delays in approval which 
may be highly consequential for real-time improvement programmes, to queries at trust level 
about cost recovery (because of the difficulties of distinguishing programme activities from 
evaluation activity), and to inappropriate requirements for local collaborators/principal 
investigators. 

On the other hand, when improvement evaluations are classed as service evaluations (which 
HRA Defining Research Table [5] specifies as comprising projects which are “designed and 

https://www.england.nhs.uk/nationalearlywarningscore/
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conducted solely to define or judge current care.”, they may not have sufficiently robust 
governance or ethical oversight and are subject to widely varying local arrangements. A 
further important problem is that where improvement evaluations are not classified as 
research, the ability to publish findings and accumulate knowledge is undermined, and the 
impact of the evaluation on practice and policy is weakened.  

Further, the ambiguities about where improvement evaluations “sit” can lead to some studies 
being classed as research and others as service evaluations even when apparently similar.  
The latest definition included in the UK Policy Framework for Health and Social Care 
Research[6] has further clarified which activities are considered as research, but it does not 
fully address the particularities of improvement evaluations since it still requires a binary 
decision about research/non-research.  

The issue is not simply one of further clarifying the boundaries of research and service 
evaluation, but one of recognising that improvement evaluations may constitute a 
distinct category of activity for which there is not currently an appropriate governance 
structure.  

In order to address the challenge that governance of improvement evaluations present, THIS 
Institute proposes to pilot a new model. 

  

2 Accountable Centre model 
THIS Institute proposes a new governance model designed to serve improvement evaluations 
as a distinct class of activity. The proposal is based on the principle of licensing, whereby 
centres demonstrate that their policies and infrastructure are consistent with the principles 
outlined in the UK Policy Framework for Health and Social Care and that they have a suitable 
framework in place for the governance and conduct of high quality studies that pose minimal 
risk. 

2.1 The Accountable Centre 

 An accountable centre is an organisation or unit that seeks to conduct activities 

categorised as ‘improvement evaluations’. These centres are accountable to the HRA 

for proposing, agreeing, and then complying with an Evaluation Study Framework. The 

Framework will identify what counts as improvement evaluation activity and specifies 

governance arrangements for improvement evaluation. It will be reviewed and signed-

off by the HRA to authorise a unit/organisation as an Accountable Centre. 

 An Accountable Centre may recruit evaluation sites who may be invited to take part in 

current or future studies on the basis of the agreement.  
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2.2 Evaluation Study Framework 

 

 Under this licencing model, an Accountable Centre would produce an Evaluation Study 

Framework for approval by the HRA. It will include, for example, an account of the 

Centre’s: 

o Planned categories of activities and projects that should be recognised as 

Improvement Evaluation 

o Research governance procedures including, but not limited to, informed 

consent 

o Information governance procedures  

o Standard operating procedures, including those relating to staff training, 

obtaining and storing of consent forms, anonymization, file-naming etc. 

o Quality Assurance methods 

o Procedures for recruiting evaluation sites 

o Procedures for agreeing assessments of capacity and capability with the sites. 

 

 The draft Evaluation Study Framework will be submitted for review to the HRA.  Once 

approved by the HRA, the Accountable Centre is responsible for ensuring that its 

projects are compliant with the Framework and for demonstrating compliance. 

 

 

2.3 HRA approvals 

 

 Projects that the Accountable Centre proposes as Evaluation Study Framework-
compliant will be submitted to the HRA and will be automatically tracked to 
Proportionate Review for ethics purposes. 

 The submission will include a document explaining how it is compliant with its agreed 
Evaluation Study Framework including a notice that activities are within the scope of 
those referenced in the Framework. 

 The proportionate review subcommittee (who may be tagged as having specialist 
expertise in improvement evaluations) will assess whether the project is Framework-
compliant. The sub-committee will have the option of escalating to full review if a) they 
determine that it is non-compliant or b) have concerns that cannot be dealt with 
through proportionate review. However, the presumption is that ethical review of 
Framework-compliant proposals will normally be complete within the 21 days allowed 
for proportionate review.  

 A letter of approval would be issued by the HRA providing individual sites with 

assurance that the study will be conducted in a safe, ethical and legal manner. 

 For specific classes of project or activity agreed as part of the Evaluation Study 

Framework, the HRA will also issue a letter indicating that evaluation sites do not need 

to undertake assessments of capacity and capability.  
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2.4 Recruitment of evaluation sites 

 

 Accountable Centres may invite NHS sites or other participating organisations to agree 

to work with the Accountable Centre within the HRA-approved Evaluation Study 

Framework as evaluation sites. 

 Evaluation sites may be of different types (e.g. care homes, NHS trusts etc.). 

 The Framework will indicate classes of activity and projects where a default 

confirmation of capacity and capability for Framework-compliant projects would be the 

norm. It will also make explicit that the HRA may issue letters indicating that no 

assessment of capacity and capability will be needed for some classes of 

activity/project.  

 When projects are available, evaluation sites that have expressed interest and agreed 

to the Study Evaluation Framework will be invited to express interest in taking part. 

 Those who agree to take part will be given notice of the HRA approvals and any letters 

and will have two weeks to raise any issues; after that point, the prior confirmation of 

capacity and capability will be assumed to apply to the particular project. 

 Formal agreement will then be sought to participate in the project. 

 

3 Advantages of the Accountable 
Centre Review Model  

 

 The new system will take advantage of the existing excellent infrastructure for research 

governance but supports more proportionate processes for improvement evaluations in 

the public interest. 

 It provides clarity about a form of study that currently falls between two stools in terms 

of governance: it is enough like research to require proper oversight, but it is also 

typically low-risk activity and sites where it is conducted are appropriately considered 

as evaluation sites rather than research sites. 

 It provides a more facilitative environment for the conduct of improvement evaluations, 

which are very valuable to the NHS, its patients and staff, and maximises opportunities 

for systematic learning for improvement.  

 It is likely to reduce costs and burden on all parties. 

 The model is consistent with the principle of proportionality but builds in sufficient 

checks and balances to manage risks.  
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4 Operational considerations 
 

The Accountable Centre model will require careful design and testing to ensure feasibility, 

operational effectiveness and efficiency, acceptability among multiple stakeholders, and 

appropriate risk management. To achieve these goals, THIS Institute at the University of 

Cambridge will resource and conduct a pilot of the model, supported by RAND Europe (a 

partner organisation of THIS Institute) and working closely with the HRA at all times to test the 

processes and share learning.  

THIS Institute will propose a draft Evaluation Study Agreement to the HRA for review in 

Autumn 2018. Scoping of how best to manage both ethical review processes and research 

governance (including capacity and capability assessment) will be undertaken beginning 

August 2018, with particular attention to operational design and risk management. At the same 

time, THIS Institute will recruit a small number of NHS organisations that are prepared to work 

with us to provide feedback on the Framework and optimise workflow and processes. A test 

project will be taken through the system in late 2018. Some process evaluation will be 

undertaken (e.g. a small number of formative interviews with key stakeholders, data on 

processing times etc).  

The resource impact of the pilot on HRA will be relatively minimal. An officer of HRA will be 

needed throughout the pilot as a contact point and cooperation will be needed by selected 

HRA Research Ethics Committees. No direct costs will be involved. 

 

 

 

THIS Institute (The Healthcare Improvement Studies Institute) 

At THIS Institute we aim to strengthen the evidence-base for improving the quality and safety 
of healthcare. 

Co-created by two exceptional organisations - the University of Cambridge and the Health 
Foundation – THIS Institute is founded on the guiding principle that efforts to improve care 
should be based on the highest quality evidence.  

  

THIS Institute is made possible by the Health Foundation. 
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