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APPLICATION FORM FOR THE USE 
OF ARTIFICIAL INTELLIGENCE 
(AI) AS PART OF CLINICAL 
PRACTICE 
 
This form enables staff wishing to introduce Artificial Intelligence into clinical practice. 
The application must include appropriate supporting information, assurance and managerial and clinical support
.
 


Application Form for the use of Artificial Intelligence as part of clinical practice 
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	[bookmark: _Hlk165035661]Section 1 – Overview 

	Title of AI application or software or project: 
	 

	 Brief description of the AI application – purpose, which patients will it benefit, how will it work? Provide a copy of the 
Intended Use Statement 
	 

	[bookmark: _Hlk165035676] Reasons for use – potential benefits?  How will it affect existing ways of working? 
	 

	 Strategic or operational goals or objectives that its use will help to meet? 
	 


 
	Submitting clinician 
	 
	Designation 
	 


 
	Assessed by Department? 
	☐ Yes 
	☐ No 

	Approved as suitable to go forward for implementation by Service group? 
	☐ Yes 
	☐ No 

	Assessed by Digital? 
	☐ Yes 
	☐ No 

	Approved as suitable to go forward for implementation by Digital? 
	☐ Yes 
	☐ No 


 
	 Supported by 
	 
	Designation 
	Clinical Director 

	Supported by 
	 
	Designation 
	Service group Medical Director 


  	 
	Section 2 – Contact Details & Submitting Service group/ Directorate i.e. where the AI will be used and who will be the responsible staff for implementation and monitoring? 

	Service Group
	 
	Specialty 
	 

	Department
	 
	 
	 

	Lead Clinician 
	 
	Designation 
	 

	E:Mail 
	 
	Tel 
	 

	Lead Manager 
	 
	Designation 
	 

	E:Mail 
	 
	Tel 
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	Section 3 – About the Process/Clinical Procedure or Technique within which AI will be used: 

	1. Title / Name of the AI application: 
	 

	2. Clinical Procedure in which AI will be used? 
	 

	3. Will the AI be used to make decisions about a patients care or treatment? e.g. the AI will “automatically” generate medication prescriptions, decide the next steps in the care or treatment plan 
	☐ Yes 
	☐ No 

	(a) If yes, describe how this will be done. 

	 

	4. Will the AI be used as a decision making support tool? e.g. create a suggested treatment plan based on the information it has obtained 
	☐ Yes 
	☐ No 

	(a) If yes describe how this will be achieved. 

	 

	5. Will it replace an existing clinical process or procedure? 
	☐ Yes 
	☐ No 

	(a) If yes, please describe the process or procedure it will replace: 

	 

	6. Will it be used to support existing processes or procedures? 
	☐ Yes 
	☐ No 

	(a) If yes, please describe its role in supporting existing processes: 

	 

	7. Will training in its use be required? 
	☐ Yes 
	☐ No 

	(a) If yes, please describe what training, for whom and how this will be achieved: 

	 

	8. Has a new Digital Service Request been made? 
	☐ Yes 
	☐ No 

	(a) If yes, please provide Reference number: 
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	Document: 
	Application Form for the use of Artificial Intelligence (AI) as part of clinical practice 
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	SBUHB/ 

	
	Owner:  
	


 
	Section 4 – Evidence base 
	
	

	1. Entirely new to SBUHB i.e. it is not used elsewhere in the Health Board? 
	☐ Yes 
	☐ No 

	(a) If No, where in the Health Board is it used? 
	 
	

	2. In use elsewhere in the UK? 
	☐ Yes 
	☐ No 

	(a) If Yes, where in the UK is it used? 
	 
	

	3. In use elsewhere in the world? 
	☐ Yes 
	☐ No 

	(b) If Yes, where is it used? 
	 
	

	4. Similar to an existing use of AI in the Health Board? 
	☐ Yes 
	☐ No 

	(a) If Yes, what similar use is there in the Health Board? 
	
	

	 
	
	

	5. Listed or approved by NICE? 
	☐ Yes 
	☐ No 

	(a) If yes, provide NICE Registration reference 
	 
	

	6. Has the AI / application had a clinical evaluation as required under the Medical Devices Regulation? 
	☐ Yes 
	☐ No 

	(a) If yes, give details 
	
	

	 
	
	

	7. Subject to regulatory requirements other than NICE or Medical Devices Regulation? 
	☐ Yes 
	☐ No 

	(a) If yes, what are the regulatory requirements? 
	
	

	 
	
	


 	 

	Section 5 – Risk Assessment (provide separate Risk Assessment documentation) 

	1. Has the potential ethical risk been assessed? 
	☐ Yes 
	☐ No 

	(a) If Yes, describe how risk was assessed and details of how it will be addressed? 

	 

	2. Has the supplier provided evidence of how it addressed potential system bias? 
	☐ Yes 
	☐ No 

	(a) If Yes, give details of how it will be addressed? 

	 

	3. Have the potential information security risks been assessed? 
	☐ Yes 
	☐ No 

	(a) If Yes, describe how risk was assessed and details of how they will be addressed? 

	 

	4. Have other potential technical security risks been assessed? 
	☐ Yes 
	☐ No 

	(b) If Yes, describe how risk was assessed and details of how it will be addressed? 

	 

	5. Is there any potential or actual commercial interest risk? 
	☐ Yes 
	☐ No 

	(a) If Yes, provide details of the risk and how this will be mitigated. 
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	6. Are there any potential or actual intellectual rights? 
	☐ Yes 
	☐ No 

	(a) If Yes, provide details of the concern and how this will be mitigated. 
	

	 
	

	7. Are there any potential or actual conflicts of interest? 
	☐ Yes 
	☐ No 

	(a) If Yes, provide details of the conflict and how this will be mitigated. 
	

	 
	

	8. Have other risks been assessed? 
	☐ Yes 
	☐ No 

	(a) If Yes, what are these and how they will be addressed?? 
	

	 
	


 


	Section 6 – Patient Information Governance & Consent 
	
	

	1. Will the patient be informed about the use of this specific AI as part of their care or treatment? 
	☐ Yes 
	☐ No 

	(a) If Yes, what information will be provided? 
(Where available the use of EIDO leaflet must be used) 
	
	

	 
	
	

	(b) If No, describe the reasons for this 
	
	

	 
	
	

	2. Is patient consent required to use this AI? 
	☐ Yes 
	☐ No 

	(a) If No, describe the reasons for this 
	
	

	 
	
	

	3. Will the patient be informed about the efficacy of using AI as part of their care or treatment? 
	☐ Yes 
	☐ No 

	(a) If Yes, what information will be provided? 
	
	

	 
	
	

	(b) If No, describe the reasons for this 
	
	

	 
	
	

	4. Has Information Governance been consulted about its use and provided advice on patient consent? 
	☐ Yes 
	☐ No 

	5. Describe how the use of AI will be included in the patient notes? 


	 
	 


 
	 	Section 7 – Procurement / Supplier Chain Diligence 
	
	

	1. Has a preferred supplier been identified? 
	☐ Yes 
	☐ No 

	(a) If Yes, provide details 
	
	

	 
	
	

	2. Does the preferred supplier have the appropriate accreditation 
e.g. Cyber Essentials Plus? 
	☐ Yes 
	☐ No 

	(a) If Yes, provide details 
	
	

	 
	
	

	3. Is the preferred supplier registered with MHRA and certified for ISO 13489 and the application UKA / CE marked 
	☐ Yes 
	☐ No 

	(a) If Yes, provide details 
	
	

	 
	
	

	4. Is the preferred supplier registered with the ICO? 
	☐ Yes 
	☐ No 

	(a) Provide details 
	
	

	 
	
	

	5. Can the preferred supplier provide a Clinical Safety Case Report and Hazard Log 
	☐ Yes 
	☐ No 

	(a) Provide details 
	
	

	 
	
	

	6. Has the preferred supplier got post market surveillance monitoring in place? 
	☐ Yes 
	☐ No 

	(a) Provide details 
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	Section 8 – Monitoring Performance and Effectiveness (This is mandatory) 

	1. Describe how the outcomes of the use of the AI application be audited. 
 

	 

	2. Describe how the accuracy of the AI application will be monitored. 

	 

	3. What is the process to monitor any adverse events where the AI application potentially forms part of the event? 

	 


 	 

 
	Section 10 – Approval 
	
	

	1. Is this application granted? 
	☐ Yes 
	☐ No 

	(a) If Yes, provide reasons to support 
	
	

	 
	
	

	(a) If No, provide reasons why it isn’t supported 
	
	

	 
	
	


 
 
 
	Signed off by 
	 
	Designation 
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Please complete this form and email it along with your document. Thank You 
	Name of Document 
	AI use in clinical practice 

	Any other known name? 
This information can be inserted in the search criteria options to ensure the document can be located easily on the intranet 
	AI policy 

	Reference Number 
	 

	Document Type  
(Policy, protocol, procedure etc.) 
	Policy 

	Document Author(s) 
(Name and title) 
	


	Contact Details for main author 
	

	Division, Directorate or Area Document is Aimed at/applies to e.g., SBUHB wide 
	SBUHB Wide 

	Document Sponsor/Owner 
(This should be Senior Professional e.g., 
Assistant Medical or Nursing Director Job Title – not person’s name) 
	Executive Medical Director 


 
	 
	Yes 
	No 

	Is this a new document? 
	Yes 
	 

	Is this an existing document which is due for review? 
	 
	No 

	If it is an existing document (Write current review by date) 
	 
	No 

	For how long will your document be valid? 
(Most documents must be reviewed every 3 years. If new case law is made or new legislation is enacted or expected, you will need to review your document at the time this is made available.) 

	1 Year 
	 
	2 Years 
	 
	3 Years 
	X 
	Other 
	 

	Who is the main audience for the document? 
(e.g. all staff, Anaesthetics, Nursing, Orthopaedics, Mental Health etc) 

	All SBU HB medical and clinical staff 


 
  
 
	 
	Yes 
	No 
	N/A 

	Have the necessary users/services been consulted in the development/review of this policy or written control document? 
	
	
	 

	Does the policy document involve/include medicines?  
If so, please can you confirm if there has been pharmacy consultation 
	
	
	 

	Please can you clarify which other bodies have seen and approved the document? 
	 
	 
	

	An Equality Impact Assessment must be completed for all new or significantly updated documents. Has this document been to an EqIA Panel Meeting? 
	 
	 
	 

	Has the necessary Environmental Impact Assessment been completed? 
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	Document: 
	Checklist for the approval and ratification of policies and other written control documents 

	
	Ref:  
	SBU HB/ 

	
	Owner:  
	Corporate Services 


 
	
	Yes 
	No 
	N/A 

	Does the purpose of the document directly affect patients, clients, carers? 
	
	
	

	Has a patient information leaflet been developed to assist this policy or written control document? 
	
	
	

	Have you completed a readability check of the leaflet? 
	
	
	

	If so, what is the score/reader level?  	 
	
	
	

	If applicable, please state what training has been identified because of this policy or other written control document, and what action has been taken: 
No training required in understanding the policy but the policy states “All clinicians or practitioners must understand the use of AI and be fully trained in the use of the application prior to its introduction.” 


 
	Name of the Committee or Group which approved or ratified the document 	 
	? COEG ? Medical Devices group?

	Date of approval or ratification 
	 

	Chair’s Signature 
	 

	Author’s Signature 
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Operating Flow for New Clinical Procedures and/or introducing AI into Clinical Practice 
Application to adopt as normal procedure
Outcome reporting
Surveillance/Monitor
Implementation plan
Implementation phase
Review or discard

No[image: ]
Yes[image: ]
Yes[image: ]
Approved?
Approval from Medical Devices group (MDG)

Seek approval from the COEG for the new procedure and MDG for the use of AI
No[image: ]
Approval from Clinical outcomes and Effectiveness group (COEG)

Follow local policy: Introduction of new clinical procedure
No, new procedure[image: ]
No[image: ]
Yes[image: ]
Follow AI in Clinical practice policy
Are you introducing AI to an existing clinical procedure?
Are you introducing Artificial Intelligence (AI)?
Are you introducing a new clinical procedure?

Does the new procedure use AI in any way?
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