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Refer to the Instructions and to the Guide documents for a glossary of the key phrases in bold and for an explanation of the information required in each section.  The Templates document provides some text that may be helpful in preparing some of the required appendices.
Replace the highlighted text with the appropriate information.
Note that the size of the text entry boxes provided on this form does not indicate the expected amount of information; instead, refer to the Instructions and to the Guide documents in providing the complete information required in each section.  Do not duplicate information from one text box to another.  Do not otherwise edit this form.

	Reference number:  ERGO/FEPS/ 103435
	Submission version: 2
	Date: 2025-03-24

	Name of investigator(s): Simona Curiello
 

	Name of supervisor(s) (if student investigator(s)): Adriane Chapman
 

	Title of study:  Clinicians’ perceptions of Artificial Intelligence in healthcare

	Note that failure to follow the University’s policy on Ethics may lead to disciplinary action concerning Misconduct or a breach of Academic Integrity. 
By submitting this application, the investigator(s) undertake to:
•	Conduct the study in accordance with University policies governing:
Ethics (http://www.southampton.ac.uk/ris/policies/ethics.html);
Data management (http://www.southampton.ac.uk/library/research/researchdata/);
Health and Safety (http://www.southampton.ac.uk/healthandsafety);
Academic Integrity (http://www.calendar.soton.ac.uk/sectionIV/academic-integrity-statement.html. 
•	Ensure the study Reference number ERGO/FEPS/xxxx is prominently displayed on all advertising and study materials, and is reported on all media and in all publications;
•	Conduct the study in accordance with the information provided in the application, its appendices, and any other documents submitted;
•	Submit the study for re-review (as an amendment through ERGO) or seek FEPS EC advice if any changes, circumstances, or outcomes materially affect the study or the information given;
•	Promptly advise an appropriate authority (Research Integrity and Governance team) of any adverse study outcomes;
•	Submit an end-of-study form if required to do so.

	



Refer to the Instructions and Guide documents when completing this form and the Templates document when preparing the required appendices.
Study details
	What are the aims and objectives of this study?

	This study aims to explore clinicians' perceptions, attitudes, and concerns regarding the adoption of Artificial Intelligence (AI)-based medical tools, particularly Clinical Decision Support Systems (CDSSs). The research seeks to understand the key technological, ethical, and regulatory factors influencing healthcare professionals' willingness to integrate AI into clinical practice.
Additionally, the study investigates how perceived risks and benefits shape the acceptance and adoption of AI in healthcare, with a focus on clinicians' trust in AI systems, perceived impact on professional autonomy, and expected effects on patient outcomes.




	Background of the study (a brief rationale for conducting the study)

	Artificial Intelligence (AI) is rapidly transforming healthcare systems, particularly through Clinical Decision Support Systems (CDSSs) that assist clinicians in diagnosis, treatment planning, and patient management. AI has the potential to enhance clinical accuracy, improve efficiency, and optimize patient care (Schwab, 2016; Thuemmler & Bai, 2017). However, its adoption in healthcare remains slow and uneven, largely due to perceived risks, ethical concerns, and regulatory challenges (Laï et al., 2020; Paranjape et al., 2019).
Clinicians play a crucial role in the adoption of AI-based technologies, yet many remain sceptical about AI’s reliability, its impact on professional autonomy, and the potential risks associated with algorithmic decision-making (Collado-Mesa et al., 2018; Laï et al., 2020). Concerns regarding data privacy, bias in AI models, lack of transparency (“black-box” problem), and legal accountability further complicate the integration of AI into clinical practice (Reddy et al., 2020; Vayena et al., 2018). Additionally, healthcare professionals’ risk perception significantly influences their willingness to use AI tools (Esmaeilzadeh et al., 2021).
This study aims to examine clinicians’ attitudes toward AI adoption, focusing on how technological, ethical, and regulatory factors shape their perceptions. Drawing from the value-risk framework, the research will explore the barriers and facilitators influencing clinicians' decision-making when engaging with AI-driven medical tools (Adegboro et al., 2022).
Understanding these perspectives is essential to developing AI systems that are clinically meaningful, ethically sound, and aligned with healthcare professionals' needs. The findings will help inform policy recommendations, AI design improvements, and training initiatives to facilitate AI adoption in clinical settings while ensuring patient safety and clinician trust (Whittlestone et al., 2019; Lee et al., 2015).
This research contributes to the growing dialogue on AI governance in healthcare and aims to bridge the gap between technological innovation and real-world clinical practice (Duan et al., 2019).




	Key research question (Specify hypothesis if applicable)

	Key Research Question:
What are the key factors influencing clinicians’ perceptions, attitudes, and willingness to adopt Artificial Intelligence (AI)-based Clinical Decision Support Systems (CDSSs) in healthcare?
This research aims to explore how technological, ethical, and regulatory concerns impact clinicians’ risk perception and behavioural intention regarding AI adoption in clinical practice.
Hypotheses:
1. Technological Concerns and AI Adoption:
· H1: Higher perceived performance anxiety and perceived communication barriers will negatively influence clinicians’ trust in AI-based CDSSs.
2. Ethical Concerns and AI Acceptance:
· H2: Higher perceived privacy concerns, mistrust in AI mechanisms, and concerns about social biases will be associated with lower adoption intentions among clinicians.
3. Regulatory Concerns and AI Integration:
· H3: The perception of unregulated AI standards and liability risks will lead to a higher perceived risk of AI adoption, thereby reducing clinicians’ willingness to use AI in decision-making.
4. Risk Perception as a Mediating Factor:
· H4: Clinicians’ general risk perception of AI will mediate the relationship between technological, ethical, and regulatory concerns and their intention to adopt AI-based medical tools.
5. Demographic and Professional Differences in AI Adoption:
· H5: Clinicians’ years of experience, healthcare setting (public vs. private), and clinical specialty will moderate their attitudes toward AI adoption, with more experienced professionals exhibiting higher scepticism than early-career clinicians.



	Study design (Give a brief outline of the study design and why it is being used)

	
This study adopts quantitative surveys to explore clinicians' perceptions, attitudes, and risk assessments regarding the adoption of Artificial Intelligence (AI)-based Clinical Decision Support Systems (CDSSs).

Study Design Rationale:
A structured questionnaire will be distributed to clinicians across different healthcare settings (public/private, different specialties, and levels of experience). The survey will measure variables such as perceived technological, ethical, and regulatory concerns, as well as risk perception and AI adoption intention, using validated scales adapted to the AI context (in particular, scales refer to the studies of Esmaeilzadeh (2020) and Rouidi et al. (2022). A Likert-scale approach will allow for statistical analysis, identifying key trends and relationships between clinicians’ concerns and their willingness to adopt AI.




Pre-study
	Characterise the proposed participants

	This study will recruit clinicians from diverse healthcare settings to assess their perceptions, attitudes, and risk assessments regarding the adoption of AI-based Clinical Decision Support Systems (CDSSs).
Inclusion Criteria:
· Professional Role: participants must be clinicians, regardless of their specific professional tasks (e.g., physicians, surgeons, general practitioners, radiologists, anaesthetists, or other healthcare professionals involved in clinical decision-making).
· Years of Experience: clinicians at all career stages will be included, from early-career professionals to highly experienced practitioners.
· Healthcare Setting: participants will be drawn from both public and private healthcare institutions, covering a broad range of clinical environments.
· Clinical Specialty: no restrictions will be placed on the medical field or specialty, as AI adoption affects various disciplines differently.
· Geographical Scope: the study aims to recruit clinicians from multiple regions, ensuring a diverse set of perspectives on AI adoption.
Exclusion Criteria:
· Non-clinical healthcare workers (e.g., administrative staff, IT personnel).
· Individuals not involved in clinical decision-making processes.
· Clinicians who do not provide direct patient care or do not use medical technologies in their practice.




	Describe how participants will be approached

	If any e-mail lists are used, including FEPS distribution lists, justify their use here
Participants will be contacted through professional networks, hospitals, medical associations, and online platforms relevant to the healthcare sector.
A voluntary sampling approach will be used, ensuring clinicians participate based on interest and availability.
Survey dissemination will be conducted via email, medical conferences, and social media platforms where healthcare professionals engage in discussions about AI and innovation.



	Describe how inclusion / exclusion criteria will be applied (if any)

	The survey will be shared only through professional medical networks, hospitals, and academic institutions to ensure participants are clinicians. Potential interview participants will be specifically invited based on their professional background.



	Describe how participants will decide whether or not to take part

	Participants will be given the opportunity to make an informed and voluntary decision regarding their participation in the study. The process will ensure clarity, transparency, and respect for autonomy, allowing individuals to assess their willingness to take part.




Participant Information (Appendix (i))
Provide the Participant Information in the form that it will be given to participants as Appendix (i).  All studies must provide participant information.
Consent Form/Information (Appendix (iii))
Provide the Consent Form (or the request for consent) in the form that it will be given to participants as Appendix (iii).  All studies must obtain participant consent.  Some studies may obtain verbal consent (and only present consent information), other studies will require written consent, as explained in the Instructions, Guide, and Templates documents.

During the study

	Describe the study procedures as they will be experienced by the participants

	
Step 1: Participant Screening
Before beginning the survey or interview, participants will be screened using a set of eligibility questions to determine whether they meet the inclusion criteria. The screening questions will ask:
1. Are you a clinician (e.g., physician, surgeon, radiologist, general practitioner, specialist, or other healthcare professional involved in clinical decision-making)?
· Yes → Eligible
· No → Excluded
2. Do you currently work in a clinical setting (hospital, clinic, private practice, etc.)?
· Yes → Eligible
· No → Excluded
3. Are you directly involved in patient care and medical decision-making?
· Yes → Eligible
· No → Excluded
Step 2: Recruitment Process
· Surveys: Participants will access the survey only after passing the screening questions embedded at the beginning of the questionnaire.
Step 3: Exclusion Process
· Participants who do not meet the inclusion criteria will be automatically prevented from continuing the survey after the screening process.
· If a participant provides incomplete or inconsistent responses (e.g., indicating they are not clinicians but answering clinical-related questions), their data will be excluded from the final analysis.





	Identify how, when, where, and what kind of data will be recorded (not just the formal research data, but including all other study data such as e-mail addresses and signed consent forms)

	1. Types of Data to Be Recorded
Primary Research Data (Survey and Interview Responses)
Demographic Information:
· Age
· Gender
· Years of experience
· Clinical specialty
· Healthcare setting (public/private)
· Insurance Coverage

Perception and Attitudinal Data:
· Perceived usefulness and ease of use of AI-based Clinical Decision Support Systems (CDSSs)
· Perceived risks, benefits, and challenges related to AI adoption
· Ethical concerns (privacy, trust, bias)
· Regulatory concerns (compliance burdens, liability risks)
· Risk perception regarding AI implementation

Informed Consent Forms:
Digital consent agreements (for online survey participants)

2. Data Collection Timing and Methods
The survey will be conducted online via a secure survey platform, namely Qualtrics. Data collection will take place over six months, ensuring sufficient time to gather a diverse and representative sample of clinicians across various healthcare settings. Participants will complete the survey remotely on their personal devices.
Responses will be stored securely in an encrypted database accessible only to the research team.




Participant questionnaire/data gathering methods (Appendix (ii))
As Appendix (ii), reproduce any and all participant questionnaires or data gathering instruments in the exact forms that they will be given to or experienced by participants.  If conducting less formal data collection, or data collection that does not involve direct questioning or observation of participants (eg secondary data or “big data”), provide specific information concerning the methods that will be used to obtain the data of the study.

Post-study
	Identify how, when, and where data will be stored, processed, and destroyed

	
If the Study Characteristic M.1 applies, provide this information in the DPA Plan as Appendix (iv) instead and do not provide explanation or information on this matter here




Study characteristics
(L.1)	The study is funded by a commercial organisation:  No
If ‘Yes’, provide details of the funder or funding agency here.



(L.2)	There are restrictions upon the study: No 
If ‘Yes’, explain the nature and necessity of the restrictions here.



(L.3)	Access to participants is through a third party:  No
If ‘Yes’, provide evidence of your permission to contact them as (v) in the Checklist below. Do not provide explanation or information on this matter here.

(M.1)	Personal data is or *may be collected or processed:  Yes 
Data will be processed outside the UK: No
If ‘Yes’ to either question, provide the DPA Plan as (iv) in the Checklist below.  Do not provide information or explanation on this matter here.  Note that using or recording e-mail addresses, telephone numbers, signed consent forms, or similar study-related personal data requires M.1 to be “Yes”.
(* Secondary data / “big data” may be de-anonymised, or may contain personal data.  If so, answer ‘Yes’.)

(M.2)	There is inducement to participants:   No
If ‘Yes’, explain the nature and necessity of the inducement here.



(M.3)	The study is intrusive:  No
If ‘Yes’, provide the Risk Management Plan, the Debrief Plan, and Technical Details as (vi), (vii), and (ix) in the Checklist below, and explain here the nature and necessity of the intrusion(s).



(M.4)	There is risk of harm during the study:  No
If ‘Yes’, provide the Risk Management Plan, the Contact Information, the Debrief Plan, and Technical Details as (vi), (vii), (viii), and (ix) in the Checklist below, and explain here the necessity of the risks.



(M.5)	The true purpose of the study will be hidden from participants:  No 
The study involves deception of participants:   No 
If ‘Yes’ to either question, provide the Debrief Plan and Technical Details as (vii) and (ix) in the Checklist below, and explain here the necessity of the deception.



(M.6)	Participants may be minors or otherwise have diminished capacity:  No
If ‘Yes’, AND if one or more Study Characteristics in categories M or H applies, provide the Risk Management Plan, the Contact Information, and Technical Details as (vi), (vii), & (ix) in the Checklist below, and explain here the special arrangements that will ensure informed consent.



(M.7)	Special category personal data is collected or processed:  No
If ‘Yes’, provide the DPA Plan and Technical Details as (iv) and (ix) in the Checklist below.  Do not provide explanation or information on this matter here.

(H.1)	The study involves:  invasive equipment, material(s), or process(es);  or participants who are not able to withdraw at any time and for any reason;  or animals;  or human tissue;  or biological samples:  No 
If ‘Yes’, provide Technical Details and further justifications as (ix) and (x) in the Checklist below.  Do not provide explanation or information on these matters here.  Note that the study will require separate approval by the Research Governance Office.

Technical details
If one or more Study Characteristics in categories M.3 to M.7 or H applies, provide the description of the technical details of the experimental or study design, the power calculation(s) which yield the required sample size(s), and how the data will be analysed, as separate appendices.
Checklist of Documents to upload
Please provide the following forms, naming the files as explicitly as possible, e.g., “Participant Information”, “Questionnaire”, “Consent Form”, “DPA Plan”, “Permission to contact”, “Risk Management Plan”, “Debrief Plan”, “Contact Information”, and/or “Technical details” as appropriate.  Each document must specify the reference number in the form ERGO/FPSE/xxxx, the document version number, and its date of last edit.
 (i):  Participant Information in the form that it will be given to participants.
(ii):  Data collection method (eg for secondary data or “big data”) / Participant Questionnaire in the form that it will be given to participants.
 (iii):  Consent Form (or consent information if no personal data is collected) in the form that it will be given to participants.
(iv):  DPA Plan.
(v):  Evidence of permission to contact (prospective) participants through any third party.
(vi):  Risk Management Plan.
(vii):  Debrief Plan.
(viii):  Contact Information.
(ix):  Technical details of the experimental or study design, the power calculation(s) for the required sample size(s), and how the data will be analysed.
(x):  Further details and justifications in the case of:  invasive equipment, material(s), or process(es);  participants who are not able to withdraw at any time and for any reason;  animals;  human tissue;  or biological samples.
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