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	Purpose of the Report
	The purpose of the report is to set out how governance concerns relating to the use of artificial intelligence (AI) within Swansea Bay’s clinical services will be addressed. 

	Key Issues



	· The use of AI in healthcare has increased significantly in recent years
· It offers a range of potential benefits such as quicker analysis of large datasets allowing more accurate information, forecasts and predictions;
· However, there are several concerns, such as the possibility of biased algorithms, a lack of transparency and unexplained decision-making;
· As AI is relatively new in healthcare, it is important that deployment is not caught up in governance processes and the need for a standardised process is necessary to aid the implementation of this innovative technology. 
· The report has been endorsed by the Clinical Outcomes and Effectiveness Group and Quality and Safety Group. 

	Specific Action Required 
(please choose one only)
	Information
	Discussion
	Assurance
	Approval

	
	☐	☐	☐	☒
	Recommendations

	Members are asked to:
· NOTE the uses of AI in healthcare;
· NOTE the governance and risk issues around the implementation of AI in clinical practice;
· NOTE the risks to delivery and the mitigating actions;
· ENDORSE the application form for the use of Artificial Intelligence as part of Clinical Practice (appendix A);
· NOTE that each request to deploy an AI tool will need to be submitted using the application form to the Medical Devices Group for approval.




Use of Artificial Intelligence in Clinical Practice

1. INTRODUCTION
The use of AI in healthcare has increased significantly in recent years. It offers a range of potential benefits such as quicker analysis of large datasets allowing more accurate information, forecasts and predictions. However, there are several concerns, such as the possibility of biased algorithms, a lack of transparency and unexplained decision-making.

This paper details how the governance concerns associated with the use of AI in healthcare could be addressed before it is implemented in clinical practice. 

1. BACKGROUND
Artificial Intelligence (AI) refers to the capability of algorithms integrated into systems and tools to learn from data so that they can perform automated tasks without explicit programming of every step by a human. Generative AI is a category of AI techniques in which algorithms are trained on data sets that can be used to generate new content, such as text, images or video. One type of generative AI is large multi-modal models (LMMs), which can accept one or more type of data input and generate diverse outputs that are not limited to the type of data fed into the algorithm. It has been predicted that LMMs will have wide use and application in health care, scientific research, public health and drug development. LMMs are also known as “general-purpose foundation models”, although it is not yet proven whether LMMs can accomplish a wide range of tasks and purposes.

Healthcare is plagued by numerous issues including workforce shortfalls which is affecting patient care and AI is used as a supplementary tool to improve care. However, before AI is implemented into clinical practice, it is important that the data sharing and the standardisation with large volumes of representative and inclusive data is undertaken to test the AI algorithms to ensure they operate as intended to ensure health inequalities are not exacerbated.

As AI is relatively new in healthcare, it is important that deployment is not caught up in governance processes and the need for a standardised process is necessary to aid the implementation of this innovative technology. The governance process should also consider that the AI tool implemented is audited regularly as they are prone to drift as their performance could change due to a change in digital environment.  The governance process and audit will also ensure that each AI tool is performing successfully and no manner of health inequality is exacerbated due to a system bias.

It is important that patient, public and staff confidence is considered when AI tools are implemented. Buy-in from both the workforce and public will be necessary if AI is to move from the periphery to the centre of healthcare, if not, it will remain in the realms of ‘science fiction’. The governance process should also cover the ambiguities concerning liability and legal responsibility when using AI tools and address the evidence gaps. These will help to boost the confidence of both the public and the clinician when using AI tools. 

A pathway approach is required when AI is implemented. This will help to bring patients and the public to be part of the process and will help to iron out the issues around the use of data. This could be again achieved by having an adequate governance process in place which guarantees that data within the AI tools is safe and will only be available in the public domain if prior consent is obtained. 

1. GOVERNANCE AND RISK ISSUES
The use of AI in healthcare is to augment the capabilities of clinicians and it is not to replace them.

 AI in healthcare has been produced for various purposes including the need to aid assisted decision making. It is important that each tool is reviewed at the time of implementation and subsequently for potential bias. The AI tools must be reviewed regularly for data privacy, safety, and performance standards. Governance systems have to be in place for documenting and sharing the results of AI audits, to educate users about model capabilities, limitations and risks, and improve performance and trustworthiness of AI systems by retraining and redeploying updated algorithms.

The attached AI application form (Appendix A) will help address the governance issues around the use of AI and give the Health Board a clear structure for oversight and endorsement. The form will also consider the technological, clinical and operational issues at the time of deployment. 

The deployment of each AI tool will be considered by the Medical Devices Group using this form. The group will also ensure that it is monitored regularly to ensure it remains acceptable for clinical practice and as digital solutions and disease prevalence evolves. In addition, it will advise on any cyber and/or other security accreditations needed and indemnity requirements to protect against any incidents or complaints. 

It is recognised that there are already some devices in use which have an AI function but are not solely driven through AI. For these, the clinical team are still required to input information and/or analyse the results to make a decision. This policy covers the introduction of AI tools which drive the clinical care, for example the reading of radiology reports, and can make diagnoses and recommendations for treatment. 

1.  FINANCIAL IMPLICATIONS
There are no financial implications associated with this report but the costs to use each AI tool must be considered before it is deployed.

1. RECOMMENDATION
Members are asked to:
· NOTE the uses of AI in healthcare;
· NOTE the governance and risk issues around the implementation of AI in clinical practice;
· NOTE the risks to delivery and the mitigating actions;
· ENDORSE the application form for the use of Artificial Intelligence as part of Clinical Practice (appendix A);
· NOTE that each request to deploy an AI tool will need to be submitted using the application form to the Medical Devices Group for approval.





























	Governance and Assurance


	Link to Enabling Objectives
(please choose)
	Supporting better health and wellbeing by actively promoting and empowering people to live well in resilient communities

	
	Partnerships for Improving Health and Wellbeing
	☐
	
	Co-Production and Health Literacy
	☐
	
	Digitally Enabled Health and Wellbeing
	☒
	
	Deliver better care through excellent health and care services achieving the outcomes that matter most to people 

	
	Best Value Outcomes and High Quality Care
	☐
	
	Partnerships for Care
	☐
	
	Excellent Staff
	☐
	
	Digitally Enabled Care
	☒
	
	Outstanding Research, Innovation, Education and Learning
	☐
	Health and Care Standards

	(please choose)
	Staying Healthy
	☐
	
	Safe Care
	☒
	
	Effective  Care
	☒
	
	Dignified Care
	☐
	
	Timely Care
	☐
	
	Individual Care
	☐
	
	Staff and Resources
	☐
	Quality, Safety and Patient Experience

	AI can be used to supplement and enhance a medical workforce which is currently managing unprecedented demands, which will mean patients can see more quickly and have better outcomes. 

	Financial Implications

	There are no financial implications associated with this report but the costs to use each AI tool must be considered before it is deployed.

	Legal Implications (including equality and diversity assessment)

	There are no legal implications to this report but any indemnity concerns relating to a proposed AI tool will be considered by the Medical Devices Group. 

	Staffing Implications

	There are no staffing implications - use of AI in healthcare is to augment the capabilities of clinicians and it is not to replace them.

	Long Term Implications (including the impact of the Well-being of Future Generations (Wales) Act 2015)

	The longer-term use of AI will improve waiting times and support a better operational performance, meaning patients will be seen and treated in a shorter space of time. 

	Report History
	First report to Management Board.

	Appendices
	Appendix 1 – application form to deploy an AI tool
Appendix 2 – AI flow chart
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