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Chapter 12: Learning, Improvement and Research  


Matrix 12.1: Research Governance 

Is this matrix relevant to this  practice?

Consider that this matrix might not be relevant because of the perception that the practice is not recognised as being actively involved in primary care research. However, perhaps reconsider this - all Welsh practices are contributing to primary care research in some form or other.
Ways of contributing to research which would allow demonstration of level 1 or 2 self-assessment that may not have occurred include:
the practice being signed up to the SAIL Databank
GPs submitting data to the Yellow Card Scheme
Other ways of contributing to research, without doing the research itself might include:
Referring patients for inclusion in a trial run, for example, in secondary care
Referring patients to a clinical trial run by a Clinical Trial Organisation / Contract Research Organisation
Post-marketing surveillance
The GMS collaborative / cluster may be involved in some research (which may not be of the obvious nature of a clinical trial – it may be a Public Health led project, or a social care project) 
This matrix also serves to address the research governance arrangements of practices who are more involved in primary care research. 

Scope  
What’s in this matrix? 
A key aspect of good clinical governance for a practice is maintaining high standards of governance in any research (whether clinical, educational or social) it is involved in.  
This covers: 
For practices who may not recognise themselves as being “research practices”
Participation in research that may not have been recognised as research:
Contributing data to the SAIL Databank
Contributing to the Yellow Card Scheme
Participation in research in which the practice is neither the investigator nor the co-investigator. Perhaps where the research is conducted outside the practice, and the role is to contribute to the recruitment of patients to the research project:- 
Referring patients for inclusion in a trial run, for example, by a consultant colleague in secondary care
Referring patients to a clinical trial run by a Clinical Trial Organisation / Contract Research Organisation.
Post-marketing surveillance
The GMS collaborative/cluster may be involved in some research (which may not be of the obvious nature of a clinical trial – it may be a Public Health led project, or a social care project)
For practices who have experience of being research practices: 
Participation in clinical trials where the practice is a co-investigator or investigator:
Collaborative research – most pharmaceutical trials would be of this nature, also research projects working with academia. 
Investigator-led research (or investigator-initiated studies) 
Non-clinical research 
Organisational development research – this might be a research project with academia looking at how practices are structured / their systems (rather than having a clinical focus) 
Social research – this might be a collaborative project with a university social care department which requires a GP who understands research methodologies to provide input. 
Ethical approval and adherence to Good Clinical Practice 
Accreditation - RCGP’s Research Ready accreditation scheme
Developing the practice’s research portfolio – 
Planning – how research is planned to meet the requirements of the practice population. 
Promoting and integrating participation to staff and patients.
[bookmark: _Hlk160191938]Building the infrastructure to deliver research programmes 
Funding
What’s not in this matrix? 
Quality Improvement Projects - except where this is the subject of a research project. A quality improvement project which can be confirmed as not requiring ethical approval would be outside the scope of this matrix.

Key Questions to consider for this Matrix: 
If involvement in primary care research is very basic – e.g. Yellow Card Scheme, SAIL Databank – how to assure the contributions to these? 
Does the practice report consistently to the Yellow Card Scheme? Can assurance that all expected submissions were made? Can this be improved?
If SAIL Databank uses practice data, how can assurance of the quality of the clinical coding be continually monitored and improved? 
Can it be demonstrated that all research projects have ethical approval? (or can be proven to be exempt from requiring ethical approval?) 
Can it be demonstrated that those involved in delivering research projects at the practice have an up-to-date Good Clinical Practice certification?  
How to integrate learning from the research activities into daily practice?  
How does the practice plan its research activities? 
How has research at the practice been informed by population needs assessment?  
How are the research activities being promoted in the practice 
with the team
with patients? 
How does the practice learn from any incidents that arise during research conducted in the practice or for patients recruited from the practice?
How does the practice determine which of its investigator-led projects require research ethics approval? 
 
Self-assessment at level 1 for this matrix 					 
Level 1 of each matrix reads as follows: -  					 
[bookmark: _Hlk161991180] Level 1:  No assurance. The Practice cannot demonstrate that the Practice have achieved any of the other levels, but the Practice is working towards it.

Note that the wording of this level remains aspirational. Select this level if the practice cannot meet the criteria for level 2.  
 
 
What to demonstrate to self-assess as level 2 for this matrix?  
 
[bookmark: _Hlk161991198]Level 2: Limited Assurance. The Practice can demonstrate some elements of a process (e.g. a framework, checklist, policy or protocol, staff training, a plan, measures, a named practice leader for the project), but the Practice has not completed a cycle yet. 

 
Examples (not an exhaustive list) satisfying level 2 self-assessment could include:  
For a practice which may not immediately recognise itself as a research practice:
Yellow card scheme – One of the partners had read an article recently about how important the Yellow Card Scheme is to assure the safety of already licensed drugs. He had reflected that he had, due to his busy workload, probably missed several opportunities over the past year and wondered if the practice should discuss their participation in this scheme. The practice manager decides to put this as an agenda item for the next practice meeting so the practice can improve the data it provides to the MHRA.   
SAIL Databank – the practice is signed up to the SAIL Databank and a junior GP partner brought this topic up at a practice meeting. As a team, it is decided that data for this purpose would be improved by addressing the quality and consistency of clinical coding at the practice. It is recognised that the practice would benefit in many ways from this. A sub-group is set up to address this. 

For a practice which is already involved in recruitment of patients to clinical trials run by others:
Recruitment of patients by the practice to research performed by other agencies – e.g. Clinical Research Organisations – the practice research lead discusses such research with the whole team and involves them all in developing a strategy for recruiting patients to such trials.  It has not been possible  to evaluate participation in this yet. 
Post-marketing surveillance – Post-marketing surveillance is another method of further evaluating already licensed drugs. It is decided that this could be an important way for the practice to contribute to clinical knowledge, so this is investigated further for tabling as an agenda item for the next practice meeting. Not been possible to evaluate participation in this yet. 
Social research – the practice has referred patients to a research project looking at the needs of carers run by a local university department. The practice had been selected as it had established a reliable system using Read codes to identify carers and they know the practice have some knowledge of research methodology. The practice gets involved because the importance of integrating the social and the medical is recognised and can identify benefits for patient care. There are no results to report yet.  

For a practice which has just started becoming involved in Collaborative research - running its own clinical trials in collaboration with e.g. pharmaceutical companies/ academia
Adherence to Good Clinical Practice – can prove, with certification, that each member of the team who is directly involved in research at the practice has passed GCP training. 
Research performed on practice premises – have a nominated research lead who takes responsibility for research governance at the practice and liaises with the clinical governance lead on this.   
Collaborative research (e.g. with a pharmaceutical company, or academia) – the practice has collaborated with the local professor of respiratory medicine on a COPD project. Some of the practice patients have been recruited to this project, but it is ongoing and there are no results to report yet.  
Organisational development research – enrolled on a project with the local university looking at the appraisal of reception staff. The project is ongoing and there are no results to report yet.  

For a practice which has started running its own investigator-initiated studies: 

Investigator led research (or investigator-initiated studies) – the research lead has discussed a new proposal for an investigator led study with the partnership and has applied for ethical approval for this.  The practice is not in a position to evaluate this experience yet. 
Research ethics - could provide evidence that all  investigator-led research activities have been approved by the local research ethics committee (or are exempt from such approval), but it is not something routinely checked with partners before agreeing to undertake projects.  
Funding – One of the GP partners has an idea for a research project and has developed the methodology for this. However, funding would be an issue and the practice manager, and the GP have decided to make enquiries with a local practice, well experienced in research to discuss potential sources of funding.  
Funding – A drug rep from the marketing division of a pharmaceutical company is aware of the practice’s participation in clinical trials and has approached  to use the practice manager’s expertise to design a quick review of that company’s drug, which is a relatively newly licensed entrant to a crowded marketplace. He offers a substantial grant to the practice “for your time” and has asked for the review 20 patients for this. He says, “It doesn’t need ethical approval as it’s basically post-marketing surveillance”.  In discussion with the clinical governance lead it is decided to reject the proposal as it falls short of the practice’s ethical stance. 
Documentation to support such examples could include: 
Documentation of agreed actions taken to improve Yellow Card Scheme submissions.
Documentation of agreed actions taken to improve clinical coding for SAIL Databank. 
a named research lead for the practice, 
an annual summary report on research at the practice, 
Good Clinical Practice certification / training logs, 
posters/leaflets promoting research participation by certain minority groups, 
checklist for investigator led projects that includes ethical approval applications etc.
NB: Level 2 self-assessment does not require that each of the topics listed above under Scope, or the documents /elements mentioned above under examples, has been fully addressed. It is for the practice to consider how comprehensively to address these for higher maturity levels of self-assessments.  
 
 
What to demonstrate to self-assess as level 3 for this matrix?   
 
[bookmark: _Hlk161993258]Level 3: Reasonable Assurance. The Practice can demonstrate that the Practice have completed a learning cycle as a practice and made changes to processes as a result.

Starting with the level 2 self-assessment, it then follows that simply performing an evaluation, and then reflecting and acting on it, would enable self-assessment as level 3.  The evaluation might be an audit or a learning cycle such as a PDSA, clinical audit, QI project, or an SEA with a completed action plan. 
  
If process includes reviewing those changes year after year and covers a wide range of policies and involves the wider team, then consider this as meeting level 4.  
 
 
Examples (not an exhaustive list) satisfying level 3 self-assessment could include:  

For a practice which has run one or two collaborative clinical drug trials with a research company or a Contract Research Organisation
Accreditation – the practice has completed two collaborative research projects in the past couple of years, and would like to get involved in further projects, because one of the partners has a particular interest in research and already noted the benefits to patients of the two projects already undertaken. It is decided to investigate the RCGP’s Research Ready accreditation scheme and start working through its criteria with a view that achieving this accreditation would facilitate involvement in new projects. 
Promoting and integrating research activities with the team - The practice’s Research Lead provides a brief summary of all research conducted in the last 12 months, including evidence of Good Clinical Practice Training, patient recruitment practices, income derived, and any incidents associated with research. The report is discussed by the partners and the discussion and actions recorded.

For a practice which has become involved in investigator-led research: 
Ethical approval - A patient is possibly harmed during an investigator-led research project. The practice undertakes a proportionate investigation of the event and liaises closely with the local research ethics committee. The partners are kept informed of what is happening and discuss the case at their meeting, and a decision to continue participation in research projects is documented.

Documentation to support such examples could include: 
Accreditation documentation
Documentation of research projects and their results as presented to the team. 
Correspondence with LREC
SEA report and minutes of meeting where it was discussed with actions being recorded. 
The practice education/learning plan resulting from an SEA. 
 
What to demonstrate to self-assess as level 4 for this matrix?   
[bookmark: _Hlk161991497]Level 4: Substantial Assurance. The Practice can demonstrate that the practice team works with an effective monitoring system, with multiple learning cycles across the breadth of the matrix.



Reflect on   
level 2 being a decision to implement a change, but without evaluation   
level 3 being an implemented change with documented evaluation  
level 4 would be that implemented change with evidence of repeated evaluation and wider participation of the practice team. This will be consistent with several changes that have become firmly embedded in the practice’s culture and is now business as usual. 
 
Examples (not an exhaustive list) satisfying level 4 self-assessment could include:  
Developing a research portfolio - planning - Some time ago, the practice took part in the National COPD audit and made several improvements to the care of  patients with COPD. The practice is in an area of deprivation, and the high prevalence of COPD and smoking in the local area had previously been discussed with the Local Public Health Team. A clinical trial had been completed of a new inhaler with a pharmaceutical company and received good feedback from them on the quality of  the data. The research journey in the field of COPD has brought many benefits including improved clinical coding, expertise at performing and interpreting spirometry, keeping abreast of latest guidance, and developing an impressively holistic approach to patients’ care.  In one of the regular research meetings with the partnership it is proposed to explore further opportunities to do research in COPD. It is decided to contact the local academic department of Thoracic Medicine and the Local Public Health Team to scope opportunities.
Developing a research portfolio - planning - The named lead for research in the practice keeps their Good Clinical Practice training up to date and produces a brief annual report on research activity in the practice. The partners discuss whether research can help boost practice income, and the research lead plans how this might happen, within ethical guidelines. The following year’s annual report shows whether the goal was achieved.
Planning Research Activities according to Population Health Needs - The practice team agree to participate in a research project because they believe it may benefit a particular patient group in their population. They undergo the required training and recruit actively and became recognised as the recruitment centre that recruited the most participants. The team agrees to participate in the next phase of the trial and actively recruit patients, but they find this harder. The practice team meeting minutes document their discussions on plans to improve uptake and whether their actions have worked. 

Typically, a practice self-assessing as level 4 will have multiple examples for this matrix rather than relying on one category of change with multiple cycles. If uncertain as to whether the practice satisfies this “substantial assurance” criterion, opt for a level 3 self-assessment, and aspire for level 4 when more evidence is available to assure this.   
  
What to demonstrate to self-assess as level 5 for this matrix?   
 
[bookmark: _Hlk161991556]Level 5: Exemplar. The Practice can demonstrate the Practice has an effective monitoring system, with multiple learning cycles, AND the Practice can demonstrate the Practice has discussed the learning with peers outside of the Practice (e.g. at a GMS Collaborative/Cluster meeting, Primary Care Nursing Collaborative, GP Practice Premises Training Assessment etc).


[bookmark: _Hlk161990979]This would require some degree of external validation of the work. This could include sharing the work with the GMS collaborative / cluster and receiving feedback from members, a peer review by another Practice, or an inspection by an official body such as HIW or Llais. The work should already have met the requirements for level 4 – i.e. more than one learning cycle – so sharing an undeveloped learning cycle would not count for level 5.
  
  
Examples (not an exhaustive list) satisfying level 5 self-assessment could include:  
Developing a research portfolio  planning – Following the practice green light to develop links with the local professor of thoracic medicine two projects have been undertaken with him investigating aspects of COPD in the community. These led to publications of papers in “Respiratory Journal”. The learning has also been shared with  colleagues in the GMS collaborative / cluster and have become a resource for them to develop their own COPD management programmes. 
Building the infrastructure to deliver research programmes -The practice is closely linked to a university academic department and is considering whether to provide accommodation for a research nurse or partially fund a research post. As part of the scheme the practice must demonstrate its system/processes (at level 4) for undertaking research and invites the academic research team to review these. The practice makes changes according to the feedback.
[bookmark: _Hlk161996583]
National Guidance and resources  

SAIL Database - SAIL
MHRA – Yellow Card Scheme
Welsh Government - Health and Care Research Wales – GCP Training 
International Council for Harmonisation – ICH guidelines 
RCGP’s Research Ready accreditation scheme
PRIME Centre Wales is a research centre focusing on primary and emergency care, funded by Health and Care Research Wales in order to develop and coordinate research proposals and support researchers. 
Health and Care Research Wales – Research Awareness Factsheet 
 
Exemplary documents submitted by practices in Wales 
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