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Thank you for your request for information. Please find below our response.

Request and response:

1. Please provide the date when your medical device (as defined by MHRA, i.e. also including relevant software) procurement policy (or policies, if you e.g. have a separate one for medical software) was/were last updated.
The overarching Medical Devices Policy was last reviewed in February 2021 and is due for review. Management of AI-related issues is being addressed through dedicated AI guidance currently under development. Existing information governance and information-sharing policies can be applied to most AI-related concerns in the meantime.

1. Please state whether the policy (mentioned in point 1 above) requires that a clinical ethicist should be consulted during purchase decisions (if a clinical ethicist is only needs to be consulted under certain conditions, please list these). A clinical ethicists is defined as a member of your clinical ethics committee (under whatever name it operates in your organisation, but this does not include research ethics committees) or an academic with a dedicated post in ethics or a permanent staff members explicitly employed to provide clinical ethics support.
We are not aware of any explicit legal requirement within UK or NHS regulation that mandates consultation with a clinical ethicist during the procurement of AI-enabled devices or software. However, ethical oversight is an strongly expected through established governance arrangements.  In certain circumstances, ethical review may also be indirectly reflected through compliance with broader statutory and regulatory obligations, including those relating to safety, equality, data protection, and clinical governance.  These considerations will be taken into account in the development of any future AI-related guidance if required.

1. If the policy requires ethical issues to be considered during such devise purchase decisions, but not via input of a clinical ethicist as defined above, please state the mechanisms in place for fulfilling that requirement.
Please see Q2.

1. Please state whether you had clinical ethicist (as defined above) involvement in the purchase of any clinical artificial intelligence applications irrespective of whether this is mandated by your policy.
Please see Q2.

We are not aware of any statutory requirement to consult a clinical ethicist as part of the procurement of AI systems.  However, ethical risks, including bias, transparency, and impact on patient care, are appropriately assessed through governance processes.  For higher-risk AI systems, a proportionate ethical review would be undertaken, which may include seeking specialist advice, where appropriate. 


I hope this information is helpful. If you require anything further, please contact us at FOIA.Requests@wales.nhs.uk.
Under the terms of the Health Board’s Freedom of Information policy, individuals seeking access to recorded information held by the Health Board are entitled to request internal review of the handling of their requests. If you would like to complain about the Health Board’s handling of your request, please contact me directly at the address below or register your complaint via FOIA.Requests@wales.nhs.uk. 
If after Internal Review you remain dissatisfied you are also entitled to refer the matter to the information commissioner at the Information Commissioner’s Office (Wales), 2nd Floor, Churchill House, Churchill Way, Cardiff, CF10 2HH. Telephone Number: 0330 414 6421.  
Yours sincerely
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Hazel Lloyd
Director of Corporate Governance
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We welcome correspondence in Welsh or English. Welsh language correspondence will be replied to in Welsh, and this will not lead to a delay.
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