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Abstract
Background – Quality standards and clinical governance is not a new concept in health care, many articles date back to the late 1990s and early 2000s. Nursing staff also have an obligation to develop means to measure quality of care and to enhance patient safety and efficiency of the nursing process.
Aims and Objectives – there is a clear overall aim to monitor and improve quality and clinical governance as part of the quality framework and Nursing strategy within the organisation, thus setting out the business aim. However operationally the objective is to implement a digital system to host a suite of audits across all areas of the Trust.
Methods – differing methodology is considered to establish the appropriate method to progress with the project. The proposal differs to the traditional use of Prince2 within a health care setting.
Measures – both quantitative and qualitative data measures can be produced from the project depending on successful implementation of the digital application. When the application is fully implemented and data collection in progress, the individual areas can create a dashboard of numerical data for use to measure of compliance.  
Improvements – Quality improvements will be continually monitored through the audit process as identifying potential improvement areas. However, also as part of reviewing the implementation project, lessons can be learnt through stakeholder feedback sessions.


Background
Health care and nursing has an obvious responsibility to provide a high quality service to patients and the public in general. Nursing staff have an obligation to develop ways to measure quality of care and to enhance patient safety and efficiency of the nursing process (Muller-Staub et al, 2009). It is how this is evidenced and reported to stakeholders that can differ between Health boards and Trusts throughout Wales, the United Kingdom (UK) and the world stage. The review of literature will not be limited to the United Kingdom or to a specific service as it is important to gain a wider view point. Much of the literature is preceding the last ten years as this was the start of the movement. It is the digital application of systems that are more recent and can provide literature from the last five years.


Literature Review
Quality standards and clinical governance is not a new concept in health care, many articles date back to the late 1990s (Scally and Donaldson, 1998) and early 2000s (Halligan and Donaldson, 2001). Scally and Donaldson (1998) described clinical governance as a system which organisations within the NHS are accountable for improving the quality of services provided and safeguarding high standards of care. This is to be continuous within practice and create an environment to promote excellence. The World Health Organisation (1983) divided quality into four parts:
· Professional performance;
· Use of resource, highlighting efficiency;
· Risk management and
· Patients’ satisfaction.
Watson, (1998) reported through the Nursing Standard journal that the health department at that time instructed that all hospitals will need to appoint a nurse, doctor or other clinical professional to take charge of quality issues.
Many authors have stated that clinical governance has been acknowledged and cited as the driving force and principle behind the national health service since publication of the Department of health (1997) White paper titled ‘The new NHS modern . dependable’ There were six principles proposed:
· “ first, to renew the NHS as a genuinely national service. Patients will get fair access to consistently high quality, prompt and accessible services right across the country
· but second, to make the delivery of healthcare against these new national standards a matter of local responsibility. Local doctors and nurses who are in the best position to know what patients need will be in the driving seat in shaping services
· third, to get the NHS to work in partnership. By breaking down organisational barriers and forging stronger links with Local Authorities, the needs of the patient will be put at the centre of the care process
· but fourth, to drive efficiency through a more rigorous approach to performance and by cutting bureaucracy, so that every pound in the NHS is spent to maximise the care for patients
· fifth, to shift the focus onto quality of care so that excellence is guaranteed to all patients, and quality becomes the driving force for decision-making at every level of the service
· and sixth, to rebuild public confidence in the NHS as a public service, accountable to patients, open to the public and shaped by their views” (DoH, 1997, pp.15)

These principles are important to highlight in full as there is clear evidence through practice and culture within the Trust that these principles are at the core. However, while clinical governance in most large organisations are well established and compliance is regularly reported with regards to standards, quality and performance. A great deal of trust of the spoken word has been traditionally practiced within this particular organisation, without structure and regular formal reporting of standards being met. As a result it is very difficult to identify areas for improvement other than being reactive to incidents or events. This goes back to the point that Scally and Donaldson (1998) made around a continuous process. Currently there is no continuous monitoring locally within the Trusts departments.
The process where some audits are completed can be very administration heavy and therefore remained on paper for extended periods of time and tracking of action would be difficult to evidence. Differing formats of audits are available throughout the Trust and some areas did not complete any standard audits other than infection prevention and control. Quarterly or yearly audits are relied on from specialist teams often as a basic compliance for national reporting.
During the broad literature review above there is recognition that quality and clinical governance is not a new concept and has global consideration within a Quality framework for every organisation. An obvious and significantly large problem has been identified with the organisation but there are many components to consider and approach. Valentine and Smith (2000) identified ten influencing systems within clinical governance and are nicely encompassed within a diagram below: 

[image: Visual search query image]
(Valentine and Smith, 2000, pp. 9)
Valentine and Smith (2000) discussed all aspects of issues and suggested a steering group/committee for each. By true definition this would describe a programme and each issue would describe a project that would feed into the larger programme.
One of the first problems identified is an inconsistency and non-compliance with quality or standard audits across departments within the organisation. Therefore, further filtering of the literature is required with regards to audits and links to improve quality and clinical governance.
The National institution for health and Clinical Excellence (2002, pp. 1) provide a definition of Clinical Audit as: 
“Clinical audit is a quality improvement process that seeks to improve patient care and outcomes through systematic review of care against explicit criteria and the implementation of change. Aspects of the structure, processes, and outcomes of care are selected and systematically evaluated against explicit criteria. Where indicated, changes are implemented at an individual, team, or service level and further monitoring is used to confirm improvement in healthcare delivery”.

This publication clearly states that the time has come for change, audit should be taken seriously and should be at the heart of clinical governance. This is concerning as change and action should have taken place for this organisation twenty years ago and much of the relevant literature is dated but very relevant for this organisation at its current position. 

Many of the staff within the organisation have responded with, “Why do I need to audit?” and this is neatly set out within this publication:

· “It provides the mechanisms for reviewing the quality of everyday care provided to patients with common conditions like asthma or diabetes.
· It builds on a long history of doctors, nurses and other healthcare professionals reviewing case notes and seeking ways to serve their patients better.
· It addresses quality issues systematically and explicitly, providing reliable information.
· It can confirm the quality of clinical services and highlight the need for improvement” (National institution for health and Clinical Excellence, 2002, pp. vi)

In 2008 the Department of Health (2008) publication, quality remained high on the agenda and as part of the three quality domains, audit features in the second under patient experience and audits are suggested as a solution to alert healthcare practitioners to any shortfall in care as the patient is the appropriate authority to identify if their experience has been positive. The two remaining domains are patient safety and effectiveness of care, these can also be identified through audit easily with direct observation.
In a slightly more recent article by Patel (2010) where the stages of clinical audit are described but also documenting the support that is required for an organisation to achieve assurance through audit. Patel (2010, p29) brings together in one picture all the Quality regulations of which Audit is in the centre. 
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In addition to this digital capability is also a necessity and with heightened requirement since the COVID pandemic significant improvements have been evidenced. Within critical care Arabi et al (2021) cited the pandemic as a turning point for digital transformation and certainly within Wales and the Trust, the implementation of the Welsh Nursing Care Record has been a significant shift toward digitalisation. There is a potential opportunity with digitalising audit that these systems can provide interoperability. As part of the literature review digital should also be fully explored however as the word count is limited, The Topol review (Topol, 2019) is extremely precise in highlighting all aspects of preparing the healthcare workforce to deliver a digital future. The report clearly highlights that in the years to come roles within the health service will require some element digital skills and competencies. The organisation has been partly left behind with the clinical governance movement or inception over the last 20 years, this is an opportunity for the Trust to be at the forefront of the digital movement.
From a nursing perspective it is reassuring to see within this report that digitalisation is not to dehumanise or replace human interaction as this can be the concern raised by patients to staff and from staff themselves.
There are many resources available to support this process and clearly there is no shortage in finding a resource that suits the organisation and the lead role holder but there is a risk of over complicating or over researching if a solution is simple in nature. With no audit process in place and clearly many years overdue a solution is required.
Possible solutions
The solution is not complex but has two parts, firstly standardising the assurance audits covering all standards based on the Welsh Government (2015) publication titled Health and Care standards. This would be the standard of choice for a trust or health board in Wales and is structured with seven themes. Each theme on the wheel below includes a number of standards.
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(Welsh Government, 2015, p. 7)
Secondly, as we are in a digital movement and many of the processes within the National Health Service are being digitalised. Therefore, the audit process should become digital to reduce time spent on paper and then digitally inputting.
[image: ]An in house digital development could be considered, however with review of the project characteristics Iron triangle with Cost, Time and scope the “time” would be significantly increased to build in total and assurance is required urgently. Therefore purchasing an “off the shelf” product would be the solution in this situation. While both these options would require a business case for funding, the time scale to implementation would be greatly reduced with a product procurement. The Iron Triangle has been used in a simplistic sense within this example. 

Pollack et al (2018) identify that the iron triangle is a central concept in project management research and practice but also explores which concepts are included in the triangle and how concepts have changed over time.



Scope
The scope has now become clear through reviewing the literature on Quality and Clinical governance. Clinical audit is one part of many concepts feeding in clinical governance. The high level scope is to improve quality assurance and this can be viewed as the business objective. This includes providing assurance to the Trust board and responsible persons that the health and quality standards are regularly met and areas requiring improvement can be easily identified at frequent points in time through minimum monthly audits feeding in the Quality and safety framework within the Trust.
However the operational scope is to establish a standardised suite of audits across all areas which is easy to complete, provide real time reporting, ease of producing action plans and reporting of assurance for clinical governance to release staff time to care for patients. Audits are to cover all health care standards to provide insight into areas for improvement. 
The scope of this project is also to take the opportunity to use digital technology and systems to reduce time pressure on clinical staff.
Aims and Objectives
The overall aim is to monitor and improve quality and clinical governance as part of the quality framework and Nursing strategy. The aim of this process to explore methodology that best suits the workforce and the change process. However, as the objectives are clear they can be presented through SMART objectives headings. Guidance for completion was gained from Chartered Management Institute (2014).
Specific – The objectives are specific as identifying the need to implement a digital system to host a suite of audits across all areas of the Trust. This will involve procuring an application based audit tool. This is based on a business case to gain funding a resource to proceed. The audits will be performed by clinical area staff with visibility and ability for management to analyse audit reports. Based on the urgency and lack of compliance the implementation is to be as soon as possible.
Measurable – Within this implementation measurement and evidence of outcome would be a simple comparison of compliance pre intervention and post intervention of a standardised and digital audit system, that can be easily reviewed and monitored. With this digital application data can be easily collated as it is provided and presented as a dash board view. This would be in the early phases of implementation but following establishment this will be measured through a continual process. This process could be a PDSA approach.
Achievable – There will be pressure to achieve objective as soon as possible as there is a perceived risk through lack of assurance. However it is important to manage that risk, use the pressure positively as support from stakeholders but to ensure resources, skills and equipment are available within the project as part of a concise business case. As these haven’t been set as yet, it may be beneficial noting the following from the guidance (Chartered Management Institute, 2014. P.3).
“Bear in mind that setting objectives too low can also lead to demotivation and disillusionment. Stretching objectives provide an incentive to put effort and commitment into finding ways to reach the target. Most people will rise to a challenge as long as it is not excessive”
Realistic/Relevant - ‘realistic’ and ‘achievable’ are similar and therefore the alternative will be considered.  ‘Relevant’ suggests that the objectives are appropriate to the project and that they align with the overall purpose and strategy of the organisation. This is certainly the case as it fits into the Nursing Strategy of the organisation and with the quality framework. Also very importantly it has potential to improve time investment for clinical staff release to patient care are and also highlight potential areas for improvement while engaging fully with all stakeholders.
Time-bound – As with any approach time scales are required, these will depend on resource allocation, engagement with all stakeholders. There is a fine balance with getting times and targets right to maintain momentum but also to maintain moral within a project team.
Chartered Management Institute (2014) include a sixth step in the SMART process which includes communicate objectives which states, where possible objectives should be made public and everyone in the organisation has sight and a clear understanding of organisation objectives and not simply their own role in achieving them. 
Approach 
The approach to change is expected to be challenging as culture is very much set in a small organisation and engagement at early stage is vital. Some departments will welcome easily, these will be the areas currently producing paper audits. Some departments may welcome as there is no process and intervention is seen as required but there will be the areas who view this as additional workload. The right implementation methodology will again be a vital consideration.
Many digital process have been implemented recently in this organisation of which include, digital rosters, nursing documentation and patient feedback system. There is a risk of overloading the workforce and as mentioned in the Topol review (Topol, 2019) the healthcare workforce requires expertise and guidance to evaluate new digital systems. It would be difficult to evaluate four systems at a time. The report then describes the gift of time and this is a principle where the aim is to reduce time for completion of process to release staff time to care. This is included in the scope but it is vital in supporting the engagement from key stakeholders.
Doherty, Horne and Wootton (2014) through a full chapter provide the reader with an understanding of theories of change and how to anticipate and prepare for resistance to change. Through this process there is a realisation that change is part of ordinary life and people manage change on a daily basis. Within healthcare this is very true as often in acute situations the staff have to react to a presented situation. 
Despite consideration of the impact of another digital system to the workload of clinical staff, due to the lack of assurance and evidence of standards in place intervention is to proceed with urgency. The other systems are now imbedded and time release for staff is evident from these system implementation. Along with all previous digital intervention the scope for this is to reduce time spent on audit and manual upload on administration processes. All these aspects will be included in the business case to gain funding a resource for implementation, along the way stakeholders are to be consulted and included to reinforce engagement at the time of implementation. However, despite these best efforts it is possible that resistance is likely to be at least 70% of the workforce (Doherty, Horne and Wootton, 2014). Thankfully, the rest of the chapter describes mechanisms to overcome that level of resistance.
Methodology 
This is clearly defined as a project as the scope is to implement a product with a specific outcome and controls. It will bring together a temporary multidisciplinary team across the site and will deal with a clear innovation from consistency and digital implementation. There are many stakeholders from staff and patients in the clinical areas right up to executive board and responsible persons. As a wider consideration the larger quality agenda and clinical governance frameworks would be a programme of which this project would sit under.
As this is based in a Healthcare setting and a business case is to be produced for funding requiring executive board approval, it would be natural to lean immediately to Prince2 Project management methodology for implementation as all seven principles are applicable but most importantly the project requires the tailoring aspect as this is not a large project it is application driven and can clearly be managed by stages.
Information Technology infrastructure library or ITIL Service management is also considered for importance of aligning information technology to the scope and the business objectives as this is a bought product for implementation. With this consideration the aim would be to ensure the business does not have to change and adapt to meet the product. However this may not need to be choice as can work alongside Prince2.
Quality improvement (QA) methods would be an obvious method for a quality innovation however, there is a higher concern with regards to time available to consider incremental not wholesale change. The problem of non-compliance is an urgent concern for the organisation. There could be a potential to use QI methods to evaluate if there had been a net positive impact and Plan, Do, Study Act (PDSA) cycles would suit the continual monitoring of the project once implemented. At present there are complete system changes required before this model could have a place for smaller changes once system embedded.
With consideration of methodology alongside the projects small scale and simplicity ITIL will be the methodology of choice as there needs to be consideration of people and Technology through process and with suppliers input. The solution is easily definable and success is also easy to measure based on the current position has already been scoped.
Within Healthcare as stated staff are very much aware of Prince2, however, it is at this stage that further investigation and familiarity with Information Technology infrastructure library (ITIL). Marquis (2006) explains ITIL is not a standard but ties together many disparate concepts which explains how Prince2 can work alongside. Cox (2004) believes that because ITIL focuses on best practice, it lends itself to an approach with small steps. This approach would suit the organisation as the proposed system based change would be through steps that are be clearly defined. 
The basic ITIL framework consists of three major process and within those processes are a number of smaller tasks. Dan Holloran (2019) listed these within a blog:
· “Service design
· Service level agreements, objectives and indicators (SLAs, SLOs and SLIs)
· Catalog of processes
· Availability
· [image: ]Capacity
· Continuity
· Security
· Service operation
· Event and incident management
· Requests
· Problem management
· Service access and maintenance
· On-call processes
· Maintaining uptime and connectivity between servers, networks and applications
· Service transition
· Planning
· Change
· Configuration
· Release
· Validation
· Evaluation
· Knowledge”
Dan Holloran (2019) also identifies that continuous improvement is the only best practice and the most important part of any effective framework is dedication to that continuous improvement. The whole concept of continuous regular audits is the basis of that monthly audit, the process is to review standards to identify areas requiring improvement.
Cox (2004) also identifies winning high level support is vital to success and sustainability of ITIL implementation. The whole concept of audits is not one of start and end, therefore ITIL seems to suit. Since identification of the problem, which is an inconsistency and non-compliance with quality or standard audits across departments within the organisation there is certainly high level support from all executives. The responsible officer is very much a driver to find a solution and as quick as possible. It is the role of the project manager to base decisions on implementation around best practice and patient safety with speed as a consideration but not the driving factor as this may hinder implementation and staff engagement. It is also important to consider fully which system to procurer to best meet the service needs and service users. 
Measures Intervention
Through this process it is important to evaluate at each stage if objectives are being meet, within scope and if the identified problem has been solved. There are two ways to measure success or failure of this project. The first includes a question, has implementation been completed as planned? This may be more qualitative data at this stage without a digital system in place. The second measure relies on successful implementation and production of data from the application. This provides a measurement of data capture, accuracy and compliance of areas participating. This would be more quantitative data and produced as a dashboard for scrutiny. It would be difficult to state what intervention is required without knowing what has been identified, however as set out in the Topol review (Topol, 2019 p.5) 
“The next decade presents an opportunity to address data governance and cyber security concerns, agree ethical frameworks and develop NHS staff/organisations to implement genomics and digital technologies in the workplace. The complexity of data governance requirements should not be a reason for inaction. Most importantly, there must be mechanisms in place to ensure advanced technology does not dehumanise care. While automation will improve efficiency, it should not replace human interaction”.

It would also be important to acknowledge stakeholders impact and if intervention is requested at any stage by those stakeholders. 
Improvements
Evaluation of improvements would be a simple comparison of compliance pre intervention and post intervention of a standardised and digital audit system that can be easily reviewed and monitored. 
Once the system is embedded into practice, continual improvement is required and this is where PDSA can be used as a model for improvement. Using PDSA cycles enables testing changes on a small scale, building on the learning from these test cycles in a structured way before implementation. Thus providing stakeholders the opportunity to gauge success from a change proposal. Through this it can be a powerful tool for learning from positive and negative outcomes. The process of change is safer and less disruptive for patients and staff (National Health Service, 2021)
Stakeholder evaluation is also the key way of evaluating success. In this project there are many stakeholders and it is vital that each are satisfied with the outcome. Possible questions to explore: 
· Is the executive board now reassured with clear standards and audit results providing accurate data? 
· Are the staff responsible for completing the audits evidencing reduced time due to digital intervention? 
· Are managers now able to monitor compliance and review actions highlighted through audit? 
· Has the safety of patients or staff been compromised or impacted?
· Are patients satisfied that standards are met?
All of these questions and more can be answered through satisfaction surveys and should be conducted as part of evaluation but also following any cycle within a PDSA. 
Quality improvements will be continually monitored through the audits as identifying potential improvement areas. However also as part of reviewing the implementation project, lessons can be learnt through stakeholder feedback sessions.
Conclusion
The delivery of a quality service is important to all healthcare settings and its workforce, however evidencing this is as important as providing it. When meeting all standards it is certainly something to celebrate and when areas of improvement are identified, through lessons learnt, intervention and action these can then be celebrated. With this process absent that opportunity is not available and assurance is not gained. While being two decades out of topic, this could be viewed as an opportunity to skip a stage and advance straight to digital recording of audit standards with real time recording. The process is fully worked through with consideration of the literature, objectives, methodology, measures and possible improvements.
While it is not possible to set some part of this process, this allowed full consideration of the complete approach and provided insight into methodology which is sometime dictated to teams and this certainly occurs within the health service. 
It is certainly evident throughout each stage the involvement of stakeholders are key along with executive level support.      
In this project it will be vital to ensure the pressure from executive level (to go as fast as possible) is controlled to maintain realistic time scales. Also just as vital to take advantage if the ITIL methodology when implementing a product from a company and to ensure the company meet the organisations service needs and not manipulate service to meet their delivery.
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qualty-mprovement intiatives and the audits undertaken
as a result, they can achieve the three quality domains
and raise quality of care (Figure 1),

Professionals also need good leadership skils and
a vision of excellence to ensure high quallty healthcare
senvices. Furthermore, all providers of acute, mental
health, learing disabilty and ambulance senices.
are required to produce quaity accounts (DH 2010),
which are annual, pubic reports from organisations
that provide NHS senvices, They describe what
service improvements are neaded, the priortes for
improvement, and how service users can be encouraged
o support the qualty prioriies.

Now do time out 1.

Vision of excellence

Audits can be difficult to undertake where
there is no vision of excellence. Make  note

three areas of practice in your local clinical
setting that can be improved. Ask yourself

Quality regulations
On April 1 2009 the Care Quality Commission (CQC)
took over from the Healthcare Commission to become
the independent regulator for heaith and adult social
care in the UK, charged with assessing the perormance:
of NHS organisations and ensuring that qualty and
safety standards are maintaines

“The aims of the CQC, set out n the document
Guidance about Compliance: Essential Standerds of
Quality and Safety (CQC 2000a), are to ensure that |
health services meet people's needs, to improve these
sevices, to ensure value for money and to make
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healthcare services (CQC 20095, DH 2010),
According 1o the regisration system for healthcare

senice providers in the UK implemented on

April 1 2010, NHS trusts are required by law to meet

| the standards set out by the government and to be

registered with the CQC (0QC 2010).
n 2008, the Healthcare Quality Improvement
Partnership (HQIP), which i led by 2 consortium
of the Academy of Medical Royal Colleges, Royal
College of Nursing and National Voices, was formed
to promote engagement in clinical audt, provide audit
Support and promate links between national and
local audit. The HQIP took over management of the.
National Ciiical Audit and Patient Outcomes Programme.
in England and Wales from the Healthcare Commission.
‘The CQC, which can be characterised as an
organisation sponsored by governments, and HQIP,
which can be characterised 2s an organisation sponsored
by the healthcare professions, have roles in maintaining.
quality assurance in health care, with audit being placed
3t the centre of their relationships (Figure 2),
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e |t addresses quality issues systematically and explicitly, providing reliable
information.

e [t can confirm the quality of clinical services and highlight the need for
improvement” (National institution for health and Clinical Excellence, 2002,

pp. Vi)

In 2008 the Department of Health (2008) publication, quality remained high on the agenda
and as part of the three quality domains, audit features in the second under patient
experience and audits are suggested as a solution to alert healthcare practitioners to any
shortfall in care as the patient is the appropriate authority to identify if their experience has
been positive. The two remaining domains are patient safety and effectiveness of care,
these can also be identified through audit easily with direct observation.

In a slightly more recent article by Patel (2010) the stages of clinical audit are described
but also documenting the support that is required for an organisation to achieve assurance
through audit. Patel (2010) brings together in one picture all the Quality regulations of
which Audit is in the centre.

In addition to this digital capability is also a necessity and with heightened requirement
since the COVID pandemic significant improvements have been evidence. Within critical
care Arabi et al (2021) cited the pandemic as a turning point for digital transformation and
certainly within Wales and the Trust, the implementation of the Welsh Nursing Care

mrd dinibalinatine Thava in A nadtandial annach sl

Panavd han hann A Alanifiannd ALif fau





image3.png
Staying
Healthy

Safe Care

Person
Centred
care




image4.png
SCOPE

TIME CosT




