
APPENDIX A: CERG-AI PROTOCOL CHECKLIST

This checklist should be completed and uploaded as an Appendix to any ethics review submission.

	Project Title:
	

	Principal Investigator (and email):
	

	Contact Author (and email):
	

	 Item 
	Checklist item 
	Page # where reported 
	Additional Notes (optional)

	STUDY DESIGN

	1
	Describe the rationale for including AI in the clinical education study
	
	

	2
	Introduce previous research using AI in this context, including limitations of prior studies
	
	

	3
	Identify the specific AI models or platforms employed (with any relevant adaptations) and specify their intended role in the study
	
	

	4
	List all data that will be uploaded to the AI model.
	
	

	5
	[Optional] Where relevant, describe the results of any pilot study/’stress testing’ that has been performed to help identify specific risks associated with this study, including ‘hallucinations’
	
	

	6
	List all descriptive statistics of participants that will be collected (“Year of Study”, “Age”, “Sex”, etc.) and identify for which variables subgroup reports will be generated when reporting results
	
	

	7
	Document prompt design, fine-tuning and engineering techniques used to adapt the model (if relevant)
	
	

	8
	If AI-generated feedback is being provided to learners, describe the potential psychological impacts of incorrect or overly confident feedback, and the support mechanisms that will be signposted
	
	

	9
	Describe the process for reviewing the quality of AI outputs, proportionate to their role and potential impact in the study
	
	

	10
	Specify how data will be stored once collected as part of the study
	
	

	11
	Specify the data retention period
	
	

	12
	Where relevant, provide a statement on how IP generated from the study will be treated
	
	

	13
	Provide detail regarding the regulatory status of the AI software, including details on medical device risk classification where appropriate
	
	

	14
	Provide a statement of compliance to UK GDPR as amended by the Data (Use and Access) Act 2025
	
	

	15
	Disclose any identified risks of algorithmic bias and mitigation strategies
	
	

	16
	Describe any co-design with participants/public in developing this study
	
	

	INFORMATION TO PARTICIPANTS

	17
	Clearly disclose to all participants that AI is being used and explain in what capacity
	
	

	18
	Identify the specific models or platforms employed (e.g., GPT-X.X, Med-PaLM, local model etc.)
	
	

	19
	Where relevant, briefly describe to what extent participants/public co-design has been included in the study
	
	

	20
	If participants will be directly using an externally hosted AI model, participants should be informed not to input any personally identifiable information into the AI interface, e.g. with the following statement: “Inputting data into *the AI model* could be considered equivalent to putting it into the public domain. Therefore, please do not input any personal data into *the AI model*” This may be exempted in certain cases (e.g. where inputted data does not leave local servers or where there are specific risk mitigations in place).
	
	

	21
	Describe model limitations and training data sources. Where the training data sources of a model are unavailable, this should be explicitly stated, e.g. with the following statement: “AI models are limited by the data that they are trained on. We cannot reliably predict how they will behave if exposed to data that they have not seen before during model training. As we cannot be sure what data was used to train *the AI model*, we cannot be sure it will not ‘hallucinate’ or produce incorrect information whilst it is being used. We would therefore advise caution when interpreting its output.”
	
	

	22
	Where relevant, participants should be informed that any data, including anonymised data, entered into AI platforms may be stored, used for further training, and, where an externally hosted model is used, may be subject to the provider’s terms of use and data-processing arrangements. Once incorporated, such data may not be retrievable, removable, or capable of being excluded from downstream use.
	
	

	23
	Clearly disclose that outputs of AI may not reflect real-world behaviour or clinically validated reasoning if AI is used to simulate clinician or patient responses 
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