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Is there a gender bias in the identification of Additional Learning Needs in the Early Years?

With the introduction of the Additional Learning Needs and Education Tribunal (Wales) Act 2018, and the personal family support work experience of the author whereby girls seem to be masking in school and struggling with their emotions at home. The question has arisen of if a girl’s compliance at school deters professionals from making referrals even when parents explain the struggles at home? This is in particular relation to autism spectrum disorder (ASD) and has been identified for further investigation primarily from a particular case study. 
Case Study
A family with a history of autism spectrum disorder had major concerns for their 6-year-old daughters wellbeing. In school, she was quiet, compliant and engaged. She had friends that she played with and was able to articulate her emotions to her teacher. However, at home, she was dysregulated with heightened emotions and being unable to articulate her emotions. A referral from school for ASD assessment was not forthcoming as they did not see any concerns, while dismissing parental concerns. Following family support intervention, where an outside professional was able to spend time with the child both in school and at home, it became apparent that masking was prevalent as the difference in the child’s behaviours between home and school was immense. Following a meeting to ensure all support around the child was collaborative and discussions were had around the behavioural traits that were being displayed a referral for an ASD assessment was submitted, appropriate adjustments were made in school to support regulation and transition and ultimately a diagnosis was forthcoming. This resulted in the child as well as the parent having the appropriate support to manage any meltdowns and address any future struggles as they occur.
Aims and Objectives
The aim of this research is to explore gender bias within the early years and if this bias has a negative effect on ASD referral requests for assessment resulting in girls being diagnosed later, struggling more or even being misdiagnosed with mental health concerns. Within Gwent the pathway for a child’s ASD assessment is through the ABUHB (Aneurin Bevan University Health Board) CAMHS (Child and Adolescent Mental Health Service) Neurodiversity Early Support Hub (NESH). Any professional working with the family is able to make the referral, however when the child is of compulsory school age (Reception) and above, schools are usually best placed to submit these with parental approval and alongside any other services who are supporting the family to provide information which give a comprehensive overview of the whole child.
A further aim is to understand where any gender bias lies to ensure additional training can be sought and provided to professionals within the school system, for example to ensure that there is a consistent approach to children’s needs regardless of their sex. Part of this would be understanding any professionals preconceived ideas around autism and the presentation of traits in both boys and girls. 
The outcome objective would be to explore how all children are provided with the same opportunities and support without fear of bias due to outdated preconceptions of gender. There is a possible limitation with Hendrickx (2015) stating that early intervention in females may limit their opportunities via limitations placed upon them by well-meaning family and professionals wishing to protect them. This can equally be discussed around male early diagnosis, however due to pre-determined ideas on how autism spectrum disorder manifests in males compared to females, early intervention may support behavioural concerns and provide the child with coping mechanisms to be able to manage their educational settings more effectively and ultimately be more likely to succeed (Howlin, Magiati and Charman, 2009; Rogers and Vismara, 2014). In contrast, however, Knight, et. al. (2024) found that ‘the earlier the learner was identified with SEN, the more likely they were to not meet the nationally expected levels of attainment’ with autism spectrum disorder highlighted as the additional learning need having the strongest influence over educational attainment. This, therefore, raised the question of if the educational reform in Wales and their person-centred approach as highlighting in the ALN Code (Welsh Government, 2021) is attainable for the professionals to deliver and beneficial for the children identified as having ALN. Also, if standardised testing and attainment is beneficial in the long run for a functional and inclusive society rather than success being measured through wellbeing, participation, independence and quality of life. This point raises a further query of if the issue of early identification leads to meaningful, equitable support and how this looks withing the current Welsh educational reforms. 

Key Research 
Early identification is widely considered preferential in the diagnosis for additional learning needs with studies highlighting the developmental, social and educational benefits associated with it. Welsh Government as well as the other home nations (Scotland, England and Ireland) looking at an overhaul of their current Additional Learning Needs (ALN) or Special Educational Needs (SEN) systems to ensure appropriate support is available as early as possible through person centred planning, for example (Knight, 2022). There are concerns from researchers and professionals that children are equal in the identification of potential ALN or SEN. Sarah Hendrickx (2015) states that autism spectrum disorder being more prevalent in males than females was widely acknowledged as fact up until very recently. 
Both national and international research consistently state that males are diagnosed earlier and at a higher rate than girls. The Nuffield Foundation (2024) found that identified additional learning needs in learners from reception (aged 5) to year 11 (aged 16) is approximately 1 in 2 suggesting that the prevalence of ALN is higher than expected (Knight, et. al., 2024). Other research queries the equity within the ALN systems as a whole with The Nuffield Foundation (2024) as well as Knight, et. al. (2024) stating that additional demographics, may be applicable not only gender in the diagnostic identification patterns. These include but are not limited to environmental and systemic factors such as deprived areas, free school meals and children being breastfed, for example. 
Daniel and Wang (2023) found that males outweigh females by a significant amount in all SEN categories of identification from early years through to primary school age. They state that girls account for one-third of pupils who have SEN across the identified needs. They go on to state that the Diagnostics and Statistical Manuel (DSM-V; American Psychiatric Association [APA], 2013) suggests that boys are four times more likely to be diagnosed with autism spectrum disorder than girls. Loomes, Hull and Mandy (2017) agree that there are gender disparities in the diagnosis of ASD, however, cite a slightly smaller ratio of 3.5:1. During the study, Daniel and Wang (2023) identify that during the academic year 2015-2016, 82% of diagnoses of ASD in England were male. However, in the academic year 2022-2023, this number decreased to 75%. They argue that increased awareness of male and female presentation of ASD traits may have been the factor that has brought about these statistical changes.
The National Autistic Society (2023) states that females are underrepresented and misdiagnosed with ASD due to outdated gender stereotypes of autism presentation. Yu et al., 2026 and Trafton, 2022 agree and argue that it is the diagnostic tools that are gender biased with the Autism Diagnostic Observation Schedule (ADOS) for example, citing the lining up of toy trains, stimming behaviours and emotional distress and overwhelm as well as socialising difficulties being male traits rather than female. Minutoli et al. (2026) argue that many of these diagnostic tools have a bias towards boys due to the fact that they were designed with an overwhelmingly male heavy sample and this could be contributing to the diagnostic outcomes and gender disparities seen in statistical analysis. Cruz et al. (2024) and Putnam, McFayden and Harrop (2024) all suggest that girls are able to camouflage their traits from a much earlier age than boys due to an innate ability to mimic behaviours of peers resulting in missed opportunities for diagnosis and support. Compliance of the child can also impact this with teachers not necessarily identifying the masking involved which is why it is essential for professionals to work alongside families to identify when compliance in school could be seen as camouflaging behaviours. 
McCrossin (2022) argues that girls are often underdiagnosed with autism spectrum disorder until much later which can cause harm with many females diagnosed with mental health difficulties and anxiety disorders stemming from masking. Bloodworth (2021) further states that females have better observational skills and tend to stim in socially acceptable ways which could include hair twirling, for example which could lead to secondary diagnoses of eating disorders or emotional based personality disorders as a direct result of masking. Cassidy, et. al., (2018) argue that as a direct consequence of camouflaging behaviours and therefore have unmet needs, there is an increased suicide risk in autistic adults of 72% compared to 33% of the general public. Blanchard et al., (2021) concur and go on to suggest that there is an increased risk of both self-harm and suicide in adults and children who have ASD.  

Methodology 
With statistics and current research highlighting the disparities between male and female autism spectrum disorder diagnoses due to masking behaviours of girls (Cruz et al., 2024 and Putnam, McFayden and Harrop, 2024), gender bias in the diagnostic tools used (Yu et al., 2026 and Trafton, 2022) and professionals’ knowledge and observational skills around different ASD traits and how they manifest in each sex (Daniel and Wang, 2023), it is prudent to gain an understanding of the referrals and referrers views and observations. These tend to be professionals working with the child such as teachers or early years professionals such as health visitors and nursery workers. With this in mind, mixed methodologies (qualitative and quantitative data gathering and analysis) will be used with statistical evidence gathered from anonymised healthcare data to garner the prevalence of male to female diagnostic rates in early years children which is acknowledged by Caerphilly’s Early Years service as aged 0 – 7 inclusive, both prior to and following the introduction of ALN Act in 2018. This is to understand any possible changes in attitude or training the legislative changes may have brought. Additionally, questionnaires (Appendix 1) provided to healthcare and early years and education professionals as well as focus group discussions will aim to highlight any additional training needs to dispel any remaining gender bias in observational referrals to diagnostic services. These mixed methodologies were chosen to highlight the occurrence of possible gender disparities through statistical analysis and professional practice (Creswell & Plano Clark, 2018).
As highlighted in the literature review, girls are less likely to be diagnosed with ASD early which could be to their long-term emotional wellbeing detriment. Researchers have suggested that the reasons for this gender disparity is due to masking behaviours, diagnostic frameworks and trait presentation (Cruz et al., 2024; Putnam, McFayden and Harrop, 2024; Trafton, 2022; Yu et al., 2026) Daniel and Wang (2023) further argue that it could be due to professional practice and perceptions, drawing in unconscious bias that effects the underdiagnosis of girls. With this in mind a mixed methods approach is deemed most appropriate to highlight early years professionals’ perspectives on early identification of ALN and the referral processes as well as being able to scrutinise the statistical evidence provided to identify diagnostic patterns.
This research is based on the pragmatic philosophical approach coined by Charle Pierce in the 1870’s, whereby mixed methodologies come together to shape and understand ‘truth’ which is a progression of personal experience (Saunders, Lewis and Thornhill, 2019). Due to possible gender bias in ALN identification being influenced by professional practice and experience as well as measurable outcomes, pragmatism seems the most appropriate framework for this research (Smith, 2021). 
SAIL (Secure Anonymised Information Linkage) Data Bank will be used to gather the secondary statistical evidence. This service’ data is an anonymised at the point of entry, data holding facility and should provide Welsh Statistics as it is funded by Health and Care Research Wales, Welsh Government and the Economic and Social Research Council. The service is also in partnership with NHS Wales and supported by Swansea University (SAIL Databank, 2025). Further information with regard to diagnoses will be garnered from Welsh Longitudinal General Practice (WLGP) data set and PEDW (Patient Episode Database for Wales) to ensure a full and balanced statistical data pull will be analysed (Underwood et al., 2021). The use of multiple data sources is to ensure that as much accurate data can be gathered minimising the risk of missing information due to recording inaccuracies. This is to ensure that the data evaluated and presented in as complete and accurate as possible. As the introduction of the Additional Learning Needs and Education Tribunal (Wales) Act 2018 was a phased induction, the data will be analysed over this period to garner if the Act has provided a higher level of ALN awareness as well as inclusive practice and person-centred approach and their influence on ALN referrals and subsequent diagnoses.
To analyse the statistical data, Microsoft Excel will be used to highlight any relationships or trends over the years and in particular prior to and following the introduction of The Additional Learning Needs (ALN) and Education Tribunal (Wales) Act 2018. Particular interest will be paid to the number of male and female referrals for possible autism spectrum diagnosis, at what age and who made the referrals. Graphs and charts will be produced to present the statistical findings. The Chi-Square test (BMJ, 2019) will be used to draw comparisons and determine if there is a significant relationship between gender and identified autism. This again should highlight any training needs in the identification of male and female autistic traits and subsequent referrals although caution will be exercised in the interpretation of the statistical findings as any potential differences in the data may be due to other factors such as referral patterns or assessment practice. This again highlights the need for a mixed methodology approach to interpret key statistical findings alongside societal practices.
The qualitative aspect of the study will look at early years’ professionals’ perspectives with regard to ALN identification and referral. This will be conducted through questionnaires (see appendix 1) and focus groups. Purposive sampling will be used as the most appropriate strategy as participants are required to have professional experience of supporting and observing early years children who may present as having an additional learning need. The questionnaires have a mix of closed and open-ended questions to establish participants demographics as well as capture real life experiences. The audio-recorded focus groups will allow for a deeper understanding of professional experience through reflective practice.
A thematic analysis (Braun and Clarke, 2006) will be undertaken to understand and highlight common themes among the responses of the questionnaires. The 6-stage process includes;
· Familiarisation of the data
· Generation of initial codes
· Searching for themes
· Reviewing found themes
· Defining theme names
· Final report production
Based on the questionnaire prior to the responses being collected and the literature highlighted, four themes have been identified; Professional percept6-stage gender and ALN, the impact of behaviour in ALN identification, Person-centred practice based on the Welsh ALN system and Pressures between labelling and early identification. Comparisons will be drawn between the support for and against gender bias within the responses as well as highlighting any contradictions between practitioner viewpoints taking into account the professional’s role as an early year’s practitioner to establish if certain sectors have differing viewpoints and therefore highlighting further training needs to ensure a coherent workforce. 
To increase credibility and validity in the research and its findings, the mixed methods approach supports methodological triangulation through the comparison of the qualitative and quantitative research (Creswell & Plano Clark, 2018). Reliability in the statistical data is strengthened by using the highlighted data banks which are both credible and regulated. Further validity and credibility in the research will come from the researcher’s commitment to transparency, collaboration and accountability. 

Ethical Considerations (Appendix 2)
Prior to data collection, ethical approval will be sought from the University of Wales Trinity Saint David Research Ethics Committee which is committed to ensuring research is ‘conducted to appropriate standards and conforms to generally accepted ethical principles and practices of conduct and governance’ (UWTSD, 2022). The study will adhere to the principles of:
· Informed consent
· Confidentiality
· Voluntary participation
· Right to withdraw
· Data protection legislation

Participation is voluntary and all participants will receive a data sheet highlighting the above principles and their rights within these. These will also outline the purpose of the study and how the data they provide will be used and stored. As stated, the quantitative data is anonymised secondary data sourced through secure access in SAIL where at the point of entry, any personal information is removed from the records prior to researchers being able to access it. 
There are some limitations to the study that should be outlined including the use of statistical data. While this information may provide disparities in diagnosis rates, the course of those is unknown and cannot be assumed. These differences may reflect demographic information, gender bias, support seeking behaviours, variation in struggle or referral pathways, for example. A further limitation is within the qualitative data findings, that rely on self-reported actions and reflections. There could be an unconscious bias within participants practice which needs to be acknowledged, however people, in general are reluctant to highlight their perceived inadequacies.
A further consideration is the potential for unconscious bias of the researcher as they are an early years practitioner who supports families of children with ALN and also has children who have autism spectrum disorder. To mitigate this, the researcher has undertaken unconscious bias training as well as allowing the findings to be reviewed by peers and/or supervisory team to ensure impartiality in findings.
Appendices
Appendix 1 – Practitioner Questionnaire
Appendix 2 – Ethics Form














Appendix 1 – Questionnaire
This questionnaire is to establish if there is a possible gender bias in identifying additional learning needs (ALN) in the early years in order to inform any additional training needs to ensure inclusion and compliance with the Additional Learning Needs and Educational Tribunal (Wales) Act, 2016. This questionnaire is anonymous and any information provided will be stored as per Data Protection Regulations (GDPR) and the Data Protection Act 2018.
Practitioner background:
What is your role?
☐ Nursery Practitioner 		☐ Reception Teacher 		☐ SENCo/ALNCo 
☐ Teaching Assistant 		☐ Health Visitor / Nursery Nurse
☐ Other: _______

How many years have you worked in Early Years?
☐ 0–2 		☐ 3–5		 ☐ 6–10		 ☐ 10+	

What setting do you work in?
☐ Maintained Nursery		 ☐ Primary School		 ☐ Private/Voluntary Setting 	
☐ Other: _______

Experience of Identifying ALN
· How confident do you feel identifying ALN in children aged 0–5?
☐ Very confident	 ☐ Confident 		☐ Neutral 		☐ Not confident
	
· Approximately what proportion of children you have identified with ALN are:
☐ Mostly boys 		☐ More boys than girls		 ☐ About equal 		
☐ More girls than boys 			☐ Mostly girls

· In your experience, at what stage are concerns typically identified?
☐ Under 3 		☐ Nursery (3–4) 		☐ Reception (4–5) 	

☐ Later

Perceptions of Gender Differences
To what extent do you agree with the following statements:

· Boys are more likely to show externalising behaviours (e.g., hyperactivity, aggression)
☐ Strongly agree	 ☐ Agree Neutral   	☐ Disagree   	 ☐ Strongly disagree

· Girls are more likely to mask or internalise difficulties
☐ Strongly agree	 ☐ Agree Neutral   	☐ Disagree   	 ☐ Strongly disagree

· Girls with ALN are sometimes overlooked compared to boys
☐ Strongly agree	 ☐ Agree Neutral   	☐ Disagree   	 ☐ Strongly disagree

· Practitioner expectations differ depending on a child’s gender
☐ Strongly agree	 ☐ Agree Neutral   	☐ Disagree   	 ☐ Strongly disagree

· Behaviour influences identification more than learning needs
☐ Strongly agree	 ☐ Agree Neutral   	☐ Disagree   	 ☐ Strongly disagree

Identification Practices
· What factors most influence your decision to raise ALN concerns? (Select all that apply)
☐ Behavioural concerns
☐ Speech and language development
☐ Social interaction
☐ Emotional wellbeing
☐ Parental concern
☐ Screening/assessment tools
☐ Professional judgement

· Do you think current assessment tools are:
☐ Gender-neutral 	☐ Somewhat biased 	☐ Not sure	 ☐ Biased


· Have you received training on unconscious bias in ALN identification?
☐ Yes		 ☐ No 		☐ Not sure




Reflective Practice

· Have you ever reflected on whether gender influences your expectations of children?
☐ Frequently		 ☐ Sometimes		 ☐ Rarely	 ☐ Never

· Do you feel boys’ needs are identified:
☐ Earlier 	☐ At the same time 	☐ Later 	☐ Not sure

· Do you feel girls’ needs are identified:
☐ Earlier 	☐ At the same time 	☐ Later 	☐ Not sure

Open Questions
In your experience, are boys or girls more likely to be identified with ALN? Why?



Can you describe any situations where you feel a child’s gender affected identification?



What changes could improve fairness in identifying ALN?


Final Thoughts
· Overall, do you think gender bias exists in ALN identification in Early Years?
☐ Yes 		☐ No 		☐ Unsure

· Would you be interested in attending an online anonymised focus group to further explore the findings of the questionnaires?
☐ Yes		 ☐ No
If yes, please provide contact information…………………………………………………………..


· Would you be interested in further training on this topic?
☐ Yes		 ☐ No

Thank you for your participation 












APPLICATION FOR ETHICAL APPROVAL – INTRODUCTORY NOTES
In order for research to result in benefit and minimise risk of harm, it must be conducted ethically. A researcher may not be covered by the University’s insurance if ethical approval has not been obtained prior to commencement.
The University follows the OECD Frascati manual definition of research activity:
“[C]reative work undertaken on a systematic basis in order to increase the stock of knowledge, including knowledge of man, culture and society, and the use of this stock of knowledge to devise new applications”.
As such this covers activities undertaken by:
· Members of staff (academic staff or support staff);
· Individuals holding honorary title from the University;
· Postgraduate research students;
In all of these cases ethical review is required regardless of discipline.

The individual undertaking the research activity is known as the lead researcher.

Ethical approval is not required for routine audits, performance reviews, quality assurance studies, testing within normal educational requirements, and literary or artistic criticism.
For most projects you will only need to complete sections in the main part of the form. A few projects will need more detailed ethical consideration and will need you to fill in sections in an appendix. At some points in this form you will be asked questions about your research in the following way:

	
1
	Does your research involve <<something specific>>?
	
YES
	Click to continue to appendix <<N>>
	
NO
	Continue to the next section

	
2
	Have you completed appendix <<N>>?
	YES
	☐
	NO
	☐


Clicking in the appropriate box will take you to the appropriate location in the text. At the end of each appendix is a box. Clicking on this will return you to the question that originally took you to the appendix.
Return to the main form


NB These clickable links will only work if you are editing the document in the desktop version of Word, not the browser version. Please download and save the form before editing it.

Guidance notes are provided as comments or as text IN GREEN throughout this form. Please ensure that the comments are removed and that the green text is replaced by your own text or removed as appropriate BEFORE submitting this form.
Please ensure that you have read the UWTSD Research Ethics and Integrity Policy and the UWTSD Research Data Management Policy BEFORE submitting this form.
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	Tick all boxes that apply:
	Member of staff:
	☐
	Honorary research fellow:
	☐

	
	Undergraduate Student
	☐
	Taught Postgraduate Student
	X
	Postgraduate Research Student
	☐

	3
	Institute/Academic Discipline/Centre:
	University Wales Trinity St David - Humanities

	4
	Campus:
	Distance

	5
	E-mail address:
	2306600@student.uwtsd.ac.uk

	6
	Contact Telephone Number:
	07757685311

	7
	Project Title
	Is there a gender bias in the identification of Additional Learning Needs in the Early Years?


	8
	Proposed Start Date
	01/05/2026
	Proposed End Date
	01/12/2026

	For students:

	9
	Student Number:
	2306600

	10
	Programme of Study:
	MA Equity and Diversity in Society

	11
	Director of Studies/Supervisor:
	Jessica Pitman


SECTION B: Grant or Contract Funding

	1
	Has your research been awarded, applied for, or intend to apply for external
funding?
	YES
	Click to continue to
appendix 1
	NO
	Continue to the next section

	2
	Have you completed appendix 1?
	YES
	☐
	NO
	☐


SECTION C: Internal and External Ethical Guidance Materials

	Ethical Guidance Documents
Please list the core ethical guidance documents that have been referred to during the completion of this form (including any discipline-specific codes of research ethics, location-specific codes of research ethics, and also any specific ethical guidance relating to the proposed methodology). Please tick to
confirm that your research proposal adheres to these codes and guidelines. You may add rows to this table if needed.

	1
	UWTSD Research Ethics & Integrity Policy
	X

	2
	UWTSD Research Data Management Policy
	X

	3
	UWTSD Open Access Publications Policy
	X

	4
	UWTSD Export Control Policy
Required if Appendix 8 completed
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	5
	UWTSD Trusted Research and Innovation Policy
Required if research is taking place outside the UK
	☐

	6
	[List any other relevant documents here]
	☐




SECTION D: External Collaborative Research Activity

	
1
	Does your research involve collaborating partners at another institution or organisation?
	
YES
	Click to continue to appendix 2
	
NO
	Continue to the next section

	2
	Have you completed appendix 2?
	YES
	☐
	NO
	☐



SECTION E: Details of Research Activity

	Aims, Vision and Approach of the Research (maximum 200 words per section)
Please outline what are you hoping to achieve with your proposed work and how will you deliver it?

	1
	Research aims and objectives

	
The aim of this research is to explore gender bias within the early years and if this bias has a negative effect on ASD referral requests for assessment resulting in girls being diagnosed later, struggling more or even being misdiagnosed with mental health concerns. Within Gwent the pathway for a child’s ASD assessment is through the ABUHB (Aneurin Bevan University Health Board) CAMHS (Child and Adolescent Mental Health Service) Neurodiversity Early Support Hub (NESH). Any professional working with the family is able to make the referral, however when the child is of compulsory school age (Reception) and above, schools are usually best placed to submit these with parental approval and alongside any other services who are supporting the family to provide information which give a comprehensive overview of the whole child.
A further aim is to understand where any gender bias lies to ensure additional training can be sought and provided to professionals within the school system, for example to ensure that there is a consistent approach to children’s needs regardless of their sex. Part of this would be understanding any professionals preconceived ideas around autism and the presentation of traits in both boys and girls. 
The outcome objective would be to explore how all children are provided with the same opportunities and support without fear of bias due to outdated preconceptions of gender. There is a possible limitation with Hendrickx (2015) stating that early intervention in females may limit their opportunities via limitations placed upon them by well-meaning family and professionals wishing to protect them. This can equally be discussed around male early diagnosis, however due to pre-determined ideas on how autism spectrum disorder manifests in males compared to females, early intervention may support behavioural concerns and provide the child with coping mechanisms to be able to manage their educational settings more effectively and ultimately be more likely to succeed (Howlin, Magiati and Charman, 2009; Rogers and Vismara, 2014).



(this box should expand as you type)

	2
	Vision

	The proposed research is important to gain an understanding of gender trends in the referral to diagnostic pathways for children who may display neurodevelopmental concerns and in particular ASD. This is with a view to ensuring that all children are treated as individuals and ensure that professionals such as teachers and early years practitioners have the relevant knowledge, observational skills and understanding of each child in the support of their physical, emotional and academic development and wellbeing.
This research will allow the understanding of the impact of ALN legislation reform in Wales and inform professional practice and professional development opportunities. This in turn can support a more inclusive early years profession which as a direct result of the influence these professionals have over children, can support a more inclusive Wales in general in line with the Wellbeing of Future Generations Wales Act, 2015
.
(this box should expand as you type)

	3
	Approach




	A mixed methodology approach has been chosen to not only gain statistical data for analysis based on reliable healthcare data sources but to establish professionals’ viewpoints and perspectives on ALN, the referral processes and the Welsh ALN Act. The reasoning for this is to ensure data gathered from the experience of professionals is compared with the diagnostic statistics. Using a thematic approach allows the researcher to examine qualitative data in a more systemic manner to establish trends alongside using the Chi-Square test to draw comparisons on the statistical data.
Due to possible gender bias in ALN identification being influenced by professional practice and experience as well as measurable outcomes, pragmatism seems the most appropriate framework for this research
(this box should expand as you type)

	4
	Location of research activity
Identify all locations where research activity will take place.

	Online focus groups using Teams
Trinity Saint David Carmarthen Campus
(this box should expand as you type)




	
5
	Will any of your research be undertaken outside of the UK?
	
YES
	Click to
continue to appendix 3
	
NO
	Continue to the next section

	
6
	Have you completed any of appendix 3?
	YES
	☐
	NO
	☐


SECTION F: Research Methods

	Will the research activity include:
	YES
	NO

	1
	Use of a questionnaire or similar research instrument?
	X
	☐

	2
	Use of interviews?
	☐
	X

	3
	Use of focus groups?
	X
	☐

	4
	Use of participant diaries?
	☐
	X

	5
	Use of video or audio recording?
	X
	☐

	6
	Use of computer-generated log files?
	☐
	X

	7
	Participant observation with their knowledge?
	☐
	X

	8
	Participant observation without their knowledge?
	☐
	X

	9
	Access to personal or confidential information without the participants’ specific consent?
	☐
	X

	10
	Administration of any questions, test stimuli, presentation that may be experienced as physically, mentally or emotionally harmful / offensive?
	☐
	X

	11
	Performance of any acts which may cause embarrassment or affect self-esteem?
	☐
	X

	12
	Investigation of participants involved in illegal activities?
	☐
	X

	13
	Use of procedures that involve deception?
	☐
	X

	14
	Administration of any substance, agent or placebo?
	☐
	X

	15
	Working with live vertebrate animals?
	☐
	X




	16
	Procedures that may have a negative impact on the environment?
	☐
	X

	17
	Other primary data collection methods. Please indicate the type of data collection method(s) below.
	


X
	


☐

	Details of any other primary data collection method:
Data bank statistical data gathering.
(this box should expand as you type)
	
	



SECTION G: Research Participants

	Research participants include people who will be taking part in your research as providers of research data (e.g. being interviewed, answering questionnaires, or doing user testing of hardware or software).
This includes animal participants.

	
1
	Does your research involve human or non-human participants?
	
YES
	Continue this section
	
NO
	Click to
continue to section N




	Participant numbers and source
How will you ensure an appropriately convened sample group in order to meet the aims of the research?
Give details for subgroups separately, if appropriate. How will any potential pitfalls, for example dual roles or potential for coercion, be addressed?

	

1
	
How many participants will be recruited and how was the number decided upon?
	
3000
This number is equal to 20% of the total number of Early Years professionals working in Wales as per the Self-Assessment of Service Statements returned to Care Inspectorate Wales in 2025


(this box should expand as you type)

	

2
	

Who will the participants be?
	Early Years professionals who have experience of observing children who may present with ALN, such as health visitors, teachers, nursery workers, ALNCo’s or family support workers, for example
(this box should expand as you type)

	

3
	
How will you identify the participants?
	
A mass invitiation via social media may be appropriate alongside engaging with local authorities and social care wales. 

(this box should expand as you type)

	
4
	Will you be excluding any groups of people, and if so what is the rationale for that?
	Any participants without experience will be excluded as per the professional background questions of the questionnaire

(this box should expand as you type)

	


5
	Will the research involve any element of deception? If yes, please describe why this is necessary and whether participants will be informed at the end of the study
	Not applicable


(this box should expand as you type)




	

6
	Describe whether participants will be able to withdraw from the study, and up to what point (eg if data is to be anonymised). If withdrawal is not possible, after a certain
point, explain why not.
	
Participants will be able to withdraw from the focus groups up until a set date but not from the questionnaires once submitted as these are anonymized.

(this box should expand as you type)

	

7
	How long will the participant have to decide whether to take part in the research?
	3 months
(this box should expand as you type)

	



8
	What arrangements have been made for participants who might have difficulties understanding verbal explanations or written information, or who have particular communication needs that should be taken
into account to facilitate their involvement in the research?
	
An easy read option is available for the data sheet as well as the questionnaire. It will also be provided on coloured paper. For contribution to the focus groups, on confirmation of attendance any reasonable adjustment requests should be made at this time. 



(this box should expand as you type)




SECTION H: Research with Vulnerable People

	1
	Are your participants classed as vulnerable people?
	YES
	Click to continue to
appendix 4
	NO
	Continue to the next section

	
2
	Have you completed appendix 4?
	YES
	☐
	NO
	☐



SECTION I: Research Involving Animals

	
1
	Are your participants non-human animals?
	
YES
	Click to
continue to appendix 5
	
NO
	Continue to the next section

	2
	Have you completed appendix 5?
	YES
	☐
	NO
	☐



SECTION J: Research with the Prison Service or the Probation Service

	
1
	Are your participants staff or offenders within the Prison Service or the Probation service?
	
YES
	Click to continue to appendix 6
	
NO
	Continue to the next section

	2
	Have you completed appendix 6?
	YES
	☐
	NO
	☐



SECTION K: Health and Social Care Research


	
1
	Are your participants selected due to their health or social care needs?
	
YES
	Click to
continue to appendix 7
	
NO
	Continue to the next section

	2
	Have you completed appendix 7?
	YES
	☐
	NO
	☐



SECTION L: Types of Personal Data

	Personal Data

Does the research activity involve personal data (as defined by the General Data Protection Regulation 2016 and the Data Protection Act 2018)?
	
YES
	
NO

	



1
	Personal data means any information relating to an identified or identifiable natural person (‘data subject’). An identifiable natural person is one who can be identified, directly or indirectly, in particular by reference to an identifier such as a name, an identification number, location data, an online identifier or to one or more factors specific to the physical, physiological, genetic, mental, economic,
cultural or social identity of that natural person. Any video or audio recordings of participants and transcription of such are considered to be personal data.
	


X
	


☐

	
	If you ticked YES, provide a description of the data and explain why this data needs to be collected:
	
	

	
Contact information for the participants of the focus groups to ensure that all those that wish to contribute are able to. 
(this box should expand as you type)




	Special Category Data
Does the research involve the processing of special category data (as defined by the General Data Protection Regulation 2016 and the Data Protection Act 2018)?
	
YES
	
NO

	2
	Racial or ethnic origin
	☐
	X

	3
	Political opinions
	☐
	X

	4
	Religious or philosophical beliefs
	☐
	X

	5
	Genetic, biometric or health data
	☐
	X

	6
	Sex life or sexual orientation
	☐
	X

	7
	Trade union membership
	☐
	X

	If you ticked YES to any of questions L2-L7, provide a description of the data and explain why this special category data needs to be collected to support the research and that it is in the public interest to do so:

	8
	Any use of special category data must be fully justified.
(this box should expand as you type)

	9
	Please describe how the research has been designed to gather the minimum amount of personal data necessary for the specified research purpose:

	Contact information is only collected for those who wish to participate in the focus groups which is used for invitation purposes only and not stored beyond that. Questionnaires have been designed to gather only relevant information to ensure the participant is eligible to take part.
(this box should expand as you type)




	10
	Demonstrate that the processing is not likely to cause substantial damage or distress to individuals and that their interests will be safeguarded:

	There is no foreseen harm in the questionnaires as they are anonymized. Reminders around professional supervision and support seeking will be provided at the focus groups as well as signposting to services if required.

(this box should expand as you type)

	11
	Demonstrate that the data will not be used to take any action or make decisions in relation to the individuals concerned:

	The data is anonymized so no decisions or actions can be taken against any participant. Equally the focus groups will be online so that participants can be in control of their anonymity

(this box should expand as you type)

	
12
	Data should be anonymised wherever possible, either at point of capture or once collated. If the data cannot be anonymised, and if pseudonymisation is not possible, demonstrate why the that is
possible. If special category data cannot be anonymised, explicit consent to share that data must normally be obtained.

	(this box should expand as you type)

	
13
	If special category data cannot be anonymised, will you obtain explicit consent to share that data?
	YES
	NO
	N/A

	
	
	☐
	☐
	X



SECTION M: Participant Information and Consent

	Information for participants
It is normally expected that those participating in research should do so having given their informed consent. If this is not appropriate or practical, explicit justification must be provided, in line with prevailing disciplinary conventions. Please note however, that informed consent to participate in the research is separate from consent to process (e.g. collect, analyse, store, reuse or share) personal data, as the University’s lawful basis for
processing personal data in research activities is part of its ‘public task’.
	


YES
	


NO
	


N/A

	1
	Will you obtain written consent for participation?
	X
	☐
	☐

	2
	Will you describe the main research procedures to participants in advance, so that they are informed about what to expect?
	X
	☐
	☐

	3
	Will you tell participants that their participation is voluntary?
	X
	☐
	☐

	4
	Will you explain to participants that refusal to participate in the research will not affect their treatment or education (if relevant)?
	X
	☐
	☐

	5
	If the research is observational, will you ask participants for their consent to being observed?
	☐
	☐
	X

	6
	Will you tell participants that they may withdraw from the research
at any time and for any reason?
	☐
	X
	☐

	7
	Will participants be made aware of how you will treat any information that may reasonably by considered as confidential?
	X
	☐
	☐

	8
	If your research requires your participants to sign up for a service
provided by an external company or organisation will you inform them that their data may be stored and processed outside UWTSD?
	☐
	☐
	X




	9
	Will you give participants the UWTSD Privacy Notice for Research?
	X
	☐
	☐

	If you have answered NO to any of questions M1-M9, please provide justification detailing why this is necessary for the research.

	
10
	The questionnaires are anonymized so the researcher will not necessarily be able to identify the participant for them to withdraw. 
(this box should expand as you type)

	Informed consent: Describe the arrangements to inform potential participants, before providing consent, of what is involved in participating. Describe the arrangements for participants to provide full consent
before the research begins. If gaining consent in this way is inappropriate, explain how consent will be obtained and recorded.

	

11
	Consent to be contacted for the focus groups is via the questionnaire, further written consent will be requested on invitation to the group without the researcher being in receipt of this, they will no be able to partake. 
(this box should expand as you type)

	Confidentiality: Confidential information refers to information that can be related to an identifiable individual, whether living or deceased, which is not in the public domain and which is given with the expectation that it will be kept confidential. Under Common Law when an individual entrusts a researcher or research team with confidential information, the team must handle this in line with ‘reasonable expectations’. In other words, confidential information should only normally be shared when there would be ‘no surprises’ for the individuals concerned. Where participants would not expect the researcher to be sharing their confidential information with others, researchers can manage their expectations by informing them of their intentions (e.g. in the participant information sheet or during discussions about participation) and asking them if they are happy with these plans. They should understand what is being proposed and what this might mean for them, before they decide whether the researcher can share their confidential information with others.

	Please detail how you will treat confidential information:

	

12
	Any shared experiences will be at the explicit permission of the participant which will include the written article to ensure they are happy with the write up which will need to be confirmed. 
(this box should expand as you type)

	Copies of any written consent form, written information and all other explanatory material should accompany this application. If you have included these then please list the documents included here.

	13
	Sample information sheets and consent forms are available from the Doctoral College Portal.

	14
	Consent form attached?
	YES
☐
	NO
☐
	N/A
☐



SECTION N: Research with Potential Military Application

	
1
	Does your research have any potential military application?
	
YES
	Click to
continue to appendix 8
	
NO
	Continue to the next section

	2
	Have you completed appendix 8?
	YES
	☐
	NO
	☐



SECTION O: Use of Artificial Intelligence Tools


	Use of generative AI and other AI-based tools
There are a number of ethical issues relating to the use of generative AI and other AI-based tools, including data security, output bias, and output errors. In general you should assume that any generative AI or other AI-based tool that you pay to use is more secure and accurate than one which is free to use.
Will the research use AI tools to do any of the following:
	


YES
	


NO
	


N/A

	1
	Capture data?
	☐
	☐
	☐

	2
	Generate and/or edit text?
	☐
	☐
	☐

	3
	Generate graphics?
	☐
	☐
	☐

	4
	Generate video?
	☐
	☐
	☐

	5
	Generate sound/music?
	☐
	☐
	☐

	6
	Generate code?
	☐
	☐
	☐

	7
	Generate synthetic data?
	☐
	☐
	☐

	8
	Analyse data?
	☐
	☐
	☐

	9
	Analyse personal or sensitive data?
	☐
	☐
	☐

	10
	Classify data?
	☐
	☐
	☐

	11
	Do you intend to use the free version of any AI tools?
	☐
	☐
	☐

	If you have answered YES to any of questions O1-O11, please provide justification detailing why this is necessary for the research.

	


12
	State which AI tool or tools you will be using, and where they are based (or store their data – you may need to check their webpages or user agreement for this). If you are planning to use Copilot then say if you’re using the UWTSD version of it or the public version. You should also show how you are complying with current UWTSD guidance/policy of the use of AI.


(this box should expand as you type)




Section P: Research Data Management Plan

	1
	Data Summary

	· Briefly introduce the types of data the research will create or access.

	
2
	
Responsibilities

	· Who will be responsible for data management?
· Outline responsibilities for data management within research teams at all partner institutions

	3
	Assessment of existing data

	· 
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	· .

	4
	Management and curation of data

	· 

	5
	Quality assurance of data

	· 

	6
	Short-term data storage

	· The data will be stored in the UWTSD data repository with access by the researcher only which is password protected

	7
	Long-term data storage and preservation

	· The data will be stored in the UWTSD data repository


	8
	Documentation and metadata

	· ?

	9
	Data sharing

	· Experience of practitioners may be shared to support the research findings with real life
· The participant may not want their experience shared, written consent of the written experience will be sought


	10
	Copyright and intellectual property ownership

	The researcher will own any copywrite or intellectual property

	11
	Resources


[image: ]PG2 ETHICS FORM
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Use of electronic equipment only


SECTION Q: Risk Assessment

	Outline any anticipated risks that may adversely affect any of the participants, the researchers and/or the University, and the steps that will be taken to address them.
If you have completed a full risk assessment (for example as required by a laboratory, or external research collaborator) you may append that to this form.

	1
	Full risk assessment completed and appended?
	YES
	NO

	
	
	☐
	☐

	Risks to participants, researchers, and the University

	2
	Social risks: disclosures that could affect participants standing in the community, in their family and their job.
	YES
	NO

	
	
	☐
	☐

	Risk:

Safeguarding Disclosures

Controversial responses

	How will you address any risks?


Follow relevant safeguarding procedures as per the Wales Safeguarding Procedures. 


Anonymized research




	
3
	Legal risks: activities that could result in the participant, researchers and / or University committing an offence; activities that might lead to a participant
disclosing criminal activity to a researcher which would necessitate reporting to enforcement authorities; activities that could result in a civil claim for compensation
	YES
	NO

	
	
	☐
	☐

	


Risk:

Interview content or reporting could lead to a civil claim (example, defamation, breach of privacy or emotional harm).


(this box should expand as you type)
	How will you address any risks?


-Written informed consent will be obtained prior to any recording or data collection.
-All focus groups will comply with GDPR
-Audio or written data will be stored securely on password-protected devices or encrypted drives.
-Access to identifiable data will be restricted to authorised research team members only.
-Researchers will follow University guidelines for collecting and storing data.
-Data will only be kept for as long as it is needed

	4
	Economic harm: financial harm to participant, researcher and / or University through disclosure or other event.
	YES
	NO

	
	
	☐
	☐

	Risk:



Damage, theft or loss of personal equipment (example, laptop) used during focus groups could result in financial loss.

Legal or contractual liabilities (example, breaches of data protection, or confidentiality) could result in financial consequences for the researcher or University.


(this box should expand as you type)
	How will you address any risks?




Online focus groups to protect anonymity and equipment


-Ensure personal devices are covered by insurance and used with proper data security measures (example, password protection, encryption).
-Avoid carrying unnecessary valuables or cash during fieldwork.
- Any data breaches to be reported to the relevant data officer and those to whom it relates. 





	
	


	
5
	Reputational risk: damage to public perception of University or the University / researchers’ reputation in the eyes of funders, the research community and / or the general public.
	YES
	NO

	
	
	☐
	☐

	
Risk:

Possible conflict of interest from researchers due to being an early years practitioner and parent of ALN children

Damage to the University’s or researcher’s reputation if participants or stakeholders feel misrepresented, disrespected or harmed.

(this box should expand as you type)
	How will you address any risks?

-Disclose potential conflicts of interest in ethics application and publications.
-Include peer or supervisory review of analysis to ensure impartiality.

-Obtain informed consent that explains how data will be used and reported.
-Allow participants to review or clarify their statements if appropriate (example, in qualitative interviews).
-Report findings objectively and without bias, ensuring cultural sensitivity and confidentiality.
-Provide participant debriefing where appropriate to maintain trust and transparency.
-Always follow rules of professional conduct. Explain how you will uphold high standards of conduct and integrity, or what you will do to mitigate misconduct.

	6
	Safeguarding risks: Risk to young people, vulnerable adults and / or researcher from improper behaviour, abuse or exploitation. Risk to researcher of being in a
comprising situation, in which there might be accusations of improper behaviour.
	YES
	NO

	
	
	☐
	☐

	Risk:

Disclosures of improper care or harm of children



Risk of misinterpretation of researcher’s comments or queries
	How will you address any risks?

-A clear reporting protocol will be in place for managing any disclosure of harm, abuse, or risk (reported to relevant authorities and University).

-Uphold clear professional boundaries (no physical contact, personal relationships or communication outside research purposes).
-Keep detailed records of all interactions (date, time, location and purpose) to provide accountability.
-Conduct online interviews using approved University platforms where appropriate, ensuring transparency, and have a supervisor present and visible in the online meeting.




	

(this box should expand as you type)
	
-


	

7
	Sensitive, embarrassing or upsetting topics. If research activity may include sensitive, embarrassing or upsetting topics or issues likely to disclose information requiring further action (e.g. criminal activity), give details of the procedures to deal with these issues, including any support/advice (e.g. helpline numbers) to be offered to participants. Note that where applicable, consent procedures should make it clear that if something potentially or actually illegal is discovered in the
course of a project, it may need to be disclosed to the proper authorities.
	YES
	NO

	
	
	

☐
	

☐

	Participant may feel upset, embarrassed or anxious when discussing sensitive topics within their professional practice
Mitigation:
-Clearly explain in the Participant Information Sheet that questions may be sensitive.
-Remind participants they may skip questions or withdraw at any time.
-Monitor participant reactions; pause or stop the group if distress is observed.
-Provide referral information for professional support (example, helplines, counselling services).
- Have a 2nd person online to be able to monitor reactions and chat separately if needed to ensure the group can continue with as little disruption as possible and giving the upset participant time to console themselves and decide on next steps without highlighting any distress.

Risk to researcher from emotional impact: exposure to distressing content may cause acute stress or burnout in the long-term.
Mitigation:
-Researcher to complete vicarious trauma training prior to the focus groups.
-Researchers will receive supervisory support and debriefing after interviews.
-Gain access to wellbeing resources (example, counselling or employee support programs).
-(this box should expand as you type)

	
	Health and safety risks

	


8
	Location hazards: for example: fire; visiting or working in participant’s homes; working in remote locations and in high crime areas; overseas travel; hot, cold or extreme weather conditions; working on or by water. Also hazardous work locations, such as construction sites, confined spaces, roofs or laboratories. For overseas travel, researchers will need to check country / city specific information, travel health requirements and consider emergency arrangements as part of their
research planning. In all cases the University’s International Travel Policy must be followed.
	
YES
	
NO

	
	
	
☐
	
X

	Risk:

	How will you address any risks?





	sites with fluctuating sometimes unpredictable environmental and travel hazards.

(this box should expand as you type)
	

	
9
	Activity hazards: for example: potentially mentally harmful activities; distressing and stressful work and content; driving; tripping or slipping; falling from height; physically demanding work; lifting, carrying, pushing and pulling loads; night time
and weekend working.
	YES
	NO

	
	
	X
	☐

	Risk:
Vicarious trauma through emotionally harmful experiences of participants
(this box should expand as you type)
	How will you address any risks?
Vicarious trauma training
Professional supervision
Wellbeing services knowledge


	
10
	Machinery and equipment: for example: ergonomic hazards, including computer workstations and equipment; contact with electricity; contact with moving, rotating, ejecting or cutting parts in machinery and instruments; accidental release of energy
from machines and instruments.
	YES
	NO

	
	
	☐
	X

	Risk:
(this box should expand as you type)
	How will you address any risks?


	
11
	Chemicals and other hazardous substances: the use, production, storage, waste, transportation and accidental release of chemicals and hazardous substances; flammable, dangerous and explosive substances; asphyxiating gases;
allergens; biological agents, blood and blood products.
	YES
	NO

	
	
	☐
	X

	Risk:
(this box should expand as you type)
	How will you address any risks?


	
12
	Physical agents: for example: excessive noise exposure, hand-arm vibration and
whole body vibration; ionising radiation; lasers; artificial optical radiation and electromagnetic fields
	YES
	NO

	
	
	☐
	X

	Risk:
(this box should expand as you type)
	How will you address any risks?


	13
	Environmental risks: for example: accidental spillage of pollutants, damage to local ecosystems
	YES
	NO

	
	
	☐
	X

	Risk:
(this box should expand as you type)
	How will you address any risks?





SECTION R: Disclosure and Barring Service

	Disclosure and Barring Service

	1
	If the research activity involves children or vulnerable adults, a Disclosure and Barring Service (DBS) certificate must be obtained
before any contact with such participants.
	YES
	NO
	N/A

	
	Does your research require you to hold a current DBS Certificate?
	☐
	X
	☐

	
2
	If YES, please give the certificate number. If the certificate number is not available please write “Pending”; in this case any ethical
approval will be subject to providing the appropriate certificate number.
	




SECTION S: Declaration

	The information which I have provided is correct and complete to the best of my knowledge. I have attempted to identify any risks and issues related to the research activity and acknowledge my obligations and the rights of the participants.

In submitting this application I hereby confirm that I undertake to ensure that the above named research activity will meet the University’s Research Ethics and Integrity Policy which is published on the website: https://www.uwtsd.ac.uk/research/research-ethics/

	1
	Name of applicant
	Sheridan Hyde

	2
	Electronic or written signature of applicant:
	Sheridan Hyde

	3
	Date
	23/07/2026

	4
	Name of Director of Studies
	Jessica Pitman

	
5
	Electronic or written signature of Director of Studies:
	

	6
	Date
	



Checklist: Please complete the checklist below to ensure that you have completed the form according to the guidelines and attached any required documentation:

	1
	X
	I have read the guidance notes supplied before completing the form.

	2
	X
	I have completed all relevant sections of the form in full.

	3
	X
	I have attached a copy of the Participant Information Sheet (PIS) or Consent Form

	4
	X
	I have attached a completed copy of the Trusted Research and Innovation Checklist (where applicable)




	5
	X
	I have attached a full risk assessment (where appropriate)

	6
	X
	I understand that it is my responsibility to ensure that the above named research activity will meet the University’s Research Ethics and Integrity Code of Practice

	7
	X
	I understand that it is my responsibility to ensure that the above named research activity will meet the University’s Research Data Management Policy

	8
	X
	I understand that it is my responsibility to ensure that the above named research activity will
meet the University’s Research Export Control Policy

	9
	X
	I understand that it is my responsibility to ensure that the above named research activity will meet the University’s Open Access Research Policy

	
10
	I have completed the following appendices:
	1
	☐
	2
	☐
	3
	☐
	4
	☐

	
	
	5
	☐
	6
	☐
	7
	☐
	8
	☐



All communications relating to this application during its processing must be in writing and emailed to pgresearch@uwtsd.ac.uk, with the title ‘Ethical Approval’ followed by your name.















END OF MAIN FORM

APPENDIX 1 – Grant or Contract Funding

	A1.1
	Has your research been awarded external funding?
	YES
	☐
	NO
	☐

	A1.2
	Have you applied for funding / awaiting decision?
	YES
	☐
	NO
	☐

	A1.3
	Are you intending to apply for funding?
	YES
	☐
	NO
	☐

	A1.4
	Funding Body
	

	A1.5
	Lead institution (grant holder)
	

	A1.6
	If awarded, grant reference
	

	A1.7
	If awarded, grant value
	

	A1.8
	If awarded, start date and duration
	


Return to the main form


APPENDIX 2: External Collaborative Research Activity

	INSTITUTION 1

	A2.1
	Name
	

	A2.2
	Researcher name and position
	

	A2.3
	Role in project (e.g. co-investigator)
	

	A2.4
	Contact e-mail address
	

	

A2.5
	External Ethical Approval
Please detail the ethical approval required and arrangements for this partner. See Section 14 of the UWTSD Research Ethics and Integrity Policy. If approved, please supply confirmation.
	Obtained?
	YES
	NO
	PENDING

	
	
	
	☐
	☐
	☐

	
	
	



	INSTITUTION 2

	A2.6
	Name
	

	A2.7
	Researcher name and position
	

	A2.8
	Role in project (e.g. co-investigator)
	

	A2.9
	Contact e-mail address
	

	

A2.10
	External Ethical Approval
Please detail the ethical approval required and arrangements for this partner. See Section 14 of the UWTSD Research Ethics and Integrity Policy. If approved, please supply confirmation.
	Obtained?
	YES
	NO
	PENDING

	
	
	
	☐
	☐
	☐

	
	
	



	INSTITUTION 3

	A2.11
	Name
	

	A2.12
	Researcher name and position
	

	A2.13
	Role in project (e.g. co-investigator)
	

	A2.14
	Contact e-mail address
	

	

A2.15
	External Ethical Approval
Please detail the ethical approval required and arrangements for this partner. See Section 14 of the UWTSD Research Ethics and Integrity Policy. If approved, please supply confirmation.
	Obtained?
	YES
	NO
	PENDING

	
	
	
	☐
	☐
	☐

	
	
	


Add additional collaborators as needed
Return to the main form
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APPENDIX 3: Research Undertaken Outside of the UK

	



A3.1
	Research activity outside of the UK
If research activity will take place overseas, you are responsible for ensuring that local ethical considerations are complied with and that the relevant permissions are sought. Specify any local guidelines (e.g. from local professional associations/learned societies/universities) that exist and whether these involve any ethical stipulations beyond those usual in the UK (provide details of any licenses or permissions required). Also specify whether there are any specific ethical issues raised by the local context in which the research activity is taking place, for example, particular cultural and/or legal sensitivities or vulnerabilities of participants. Describe the measures you have taken to comply with these and provide evidence of approvals etc. If you live in the country where you will do the research then please state this. If you have a local research supervisor or research advisor then please give their contact details here.

	If you are working outside the UK provide details of the location(s) in terms of country and city/town. Where you are working with organisations such as museums, schools, universities, or government departments include them here together with details of the contact person involved. Where there are specific local legal codes covering your research, e.g. for child protection or data protection, list them here and state how you will ensure that you comply with them.
If you plan to work outside your home country then check your government’s recommendations for the country in which you will be working. For the UK this information is available at https://www.gov.uk/foreign-travel-advice. It is also a good idea to make sure that you have the contact details of your nearest embassy or consulate in case of emergency. Travel insurance that covers working outside of your home country is recommended.
(this box should expand as you type)

	A3.2
	Responsible Research and Innovation
If research is taking place overseas please refer to the UWTSD Trusted Research and Innovation Policy and complete the Trusted Research and Innovation Checklist and submit it with this form.

	A3.3
	Confirm that you have read the Trusted Research and Innovation Policy
	☐



If you are a postgraduate research student working with a research supervisor or research advisor at your local university then you do not need to fill in any more sections of this appendix.
Return to the main form

If you are working in a research collaboration with an overseas partner please complete the remaining sections of this appendix.

	Organisational Details

	A3.4
	Name of Organisation

	

	A3.5
	Country where organisation is based:

	

	A3.6
	Registration number and name of registration body (examples of relevant registration bodies are government, tax, corporation, charity, educational authority):

	Contact INSPIRE for support on this section.
(this box should expand as you type)


[image: ]PG2 ETHICS FORM


21


	
A3.7
	What is the legal status of the organisation? (for example: public university, private university, charity, private company, non-profit making company, government research organisation, independent research organisation) Please include the date of foundation. Note: We may be required to ask for evidence of this at a later stage.

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	A3.8
	Is your organisation affiliated to any other organisation? (i.e. is the organisation legally part of a larger organisation or a group of larger organisations).

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	A3.9
	Name(s) of investigators in the organisation who will be responsible for the collaborative research and innovation

	

(this box should expand as you type)




	About New Partners

	A3.10
	Why does a partner want to work with you?

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	A3.11
	What are they expecting in return for their financial support or involvement?

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.12
	Is the organisation associated with a country which may be viewed as hostile to the UK or one which has different democratic and ethical values from our own? If you have ticked YES, please briefly describe below how you will maintain the UK’s democratic and ethical values within the research.
	YES
	NO

	
	
	
☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.13
	Has due diligence into the partner identified any involvement in research on behalf of the military or police with links to a hostile state? If you have ticked YES, please summarise below how you will prevent information from this research from being released to these organisations.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.14
	Set within the context of any information gained from due diligence, could your research be misused or have unintended applications which would be negative? If you have ticked YES, please summarise below how this might occur.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)




	
A3.15
	Are there any legal, regulatory or university policy constraints on undertaking your research with this partner? If you have ticked YES, please summarise these below.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.16
	Having considered the answers to questions A3.10-A3.15, are there potential reputational or ethical risks to you or the university? If you have ticked YES, please summarise these risks below.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)




	About Research Relationships
	YES
	NO

	A3.17
	Are the terms of any proposed Memorandum of Understanding (MoU) in keeping with the expectations of your department and university?
	☐
	☐

	
A3.18
	Are you providing existing intellectual property (IP), research data, confidential or personally identifiable data to the project? If so, how is this going to be protected?
	
☐
	
☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	A3.19
	Who will own any IP that is generated?

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	A3.20
	What plans do you have in place for protecting the resulting IP?

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.21
	What contractual requirements are you able to put in place to protect the interests of your academic institutions?

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.22
	What access will the research partner have to your IT network? If they do have access, what broader visibility might this provide?

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	A3.23
	Is there any physical separation or protection required between research in similar fields?

	Contact INSPIRE for support on this section.
(this box should expand as you type)




	About Existing Partners

	
A3.24
	Would proceeding with the research raise potential conflicts of interest with existing research partners? If you have ticked YES, please explain these conflicts below.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.25
	Have you spoken with your existing partners about any potential conflict of interest? If you have ticked YES, please briefly summarise their response(s) below.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.26
	Does any non-disclosure agreement for this project include an expectation that you will need to provide visibility to existing partners? If you have ticked YES, please explain below how this will be managed.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)

	
A3.27
	Will this research breach any existing contractual agreements that you, your department or university already have? If you have ticked YES, please explain below how this will be managed.
	YES
	NO

	
	
	☐
	☐

	Contact INSPIRE for support on this section.
(this box should expand as you type)


Return to the main form


APPENDIX 4: Research with Vulnerable People

	Will the research involve data processing involving the following data subjects:
	YES
	NO

	A4.1
	Children under 16
	☐
	☐

	A4.2
	Adults with learning disabilities
	☐
	☐

	A4.3
	Adults with other forms of mental incapacity or mental illness
	☐
	☐

	A4.4
	Adults in emergency situations
	☐
	☐

	A4.5
	Prisoners or young offenders
	☐
	☐

	A4.6
	Those who could be considered to have a particularly dependent relationship with the investigator, e.g. members of staff, students
	☐
	☐

	A4.7
	People who have not given their explicit consent to participate in the project
	☐
	☐

	A4.8
	People engaged in illegal activities
	☐
	☐

	A4.9
	Any other people who can be considered vulnerable in the context of this project
	☐
	☐

	Please justify the inclusion of the above people (if applicable), explaining why the research cannot be conducted on non-vulnerable people.

	
A4.10
	Any inclusion of vulnerable people must be fully justified.


(this box should expand as you type)

	Please give details of extra steps taken to assure the protection of vulnerable people participating in the research. You should describe any arrangements to be made for obtaining consent from a legal representative.

	


A4.11
	How will you protect your participants from any negative impacts caused by your research process? This might include physical or emotional harm or discomfort. If vulnerable participants will be giving consent themselves then explain the steps you will take to ensure that they are not coerced into giving consent. If consent is to be obtained from a legal representative then how will you identify the appropriate person?

(this box should expand as you type)

	It is the researcher’s responsibility to check whether a DBS check (or equivalent) is required and to obtain one if it is needed. Please confirm:

	
A4.12
	
DBS Check required?
	YES
	NO

	
	
	☐
	☐

	
A4.13
	
DBS certificate obtained?
	YES
	NO
	N/A

	
	
	☐
	☐
	☐


Return to the main form


APPENDIX 5: Research Involving Animals

	The use of animals in research is tightly governed and monitored by law and by the Home Office, specifically under the Animals (Scientific Procedures) Act 1986 and its accompanying codes of practice and processes. The Act regulates procedures that are carried out on protected animals for scientific or educational purposes that may cause pain, suffering, distress or lasting harm. Under the Act, a protected animal is ‘any living vertebrate, other than man, and any living cephalopod’. The University does not hold a Home Office issued Establishment Licence and therefore researchers must ensure that any proposed work involving animals is either exempt from the Act or falls outside of its scope. Exempted research, for example involving routine veterinary practice or clinical veterinary research, may still require external ethical approval from the Royal Society of Veterinary Surgeons. When undertaking collaborative research involving animals, the UWTSD Research Ethics Committee must be assured that the partner institution(s) conform to the appropriate regulatory framework or legislation, and have approval from their local Research Ethics Committee. Any such work must follow the guidance of the National Centre for the Replacement, Reduction and Refinement of Animals in Research, known as the 3Rs. In all cases, advise must be sought from INSPIRE for any proposed research involving animals, either at UWTSD, or by
research collaborators in partnership with UWTSD. This should be at the very early stages of research design, so that an appropriate due diligence exercise can be undertaken.

	Will the research involve any work with any of the following animals (including observation in their natural habitat)
	YES
	NO

	A5.1
	Any living vertebrates, other than humans?
	☐
	☐

	A5.2
	Any living cephalopods?
	☐
	☐

	A5.3
	Has INSPIRE undertaken an initial due diligence exercise?
	☐
	☐

	A5.4
	Due diligence assessment appended to this application?
	☐
	☐

	Please provide a summary of the due diligence exercise, noting arrangements for compliance with the necessary regulatory frameworks and legislation. Please append the full due diligence assessment from INSPIRE.

	A5.5
	Contact INSPIRE for support on this section.
(this box should expand as you type)


Return to the main form


APPENDIX 6: Research with Staff or Offenders in Prison Establishments and Probation Services

	Research with staff and/or offenders in prison establishments, the Probation Service or within His Majesty’s Prison and Probation Services requires additional approvals.

	Will the research involve any of the following?
	YES
	NO

	A6.1
	Staff in prison establishments
	☐
	☐

	A6.2
	Offenders in prison establishments
	☐
	☐

	A6.3
	The Probation Service
	☐
	☐

	A6.4
	His Majesty’s Prison and Probation Services
	☐
	☐

	All researchers wanting to conduct research with staff and/or offenders in prison establishments, the Probation Service regions or within HM Prison and Probation Service (HMPPS) Headquarters are required to formally apply for research approval to the HMPPS National Research Committee (NRC). Before doing so, INSPIRE must undertake an initial due diligence exercise. If you have not contacted INSPIRE, please do so immediately. If YES to any of the above, please confirm:

	A6.5
	Has INSPIRE undertaken an initial due diligence exercise?
	☐
	☐

	A6.6
	Have you applied to the HMPPS National Research Committee (NRC)?
	☐
	☐

	A6.7
	Has HMPPS National Research Committee approval been granted? If yes, please append to this application.
	☐
	☐

	A6.8
	Due diligence assessment appended to this application?
	☐
	☐

	Please provide a summary of the due diligence exercise, noting arrangements for compliance with the necessary regulatory frameworks and legislation. Please append the full due diligence assessment from
INSPIRE.

	
A6.9
	Contact INSPIRE for support on this section.


(this box should expand as you type)



Return to the main form


APPENDIX 7: Health and Social Care Research

	All health and social care research must have a sponsor as defined by the Health Research Authority UK Policy Framework for Health & Social Care. The University will under no circumstances act as the sponsor of health and social care research (i.e. that which requires approval by a NHS Research Ethics Committee). In all cases, therefore, an appropriate collaborating partner must lead the research. Any health and social care research therefore requires an initial due diligence exercise, which will be undertaken by INSPIRE. The purpose of the due diligence exercise is to ensure that the University has the capability to undertake the research, either independently or in collaboration with research partners. This will include advice on suitable collaborative arrangements and the appropriate involvement of
UWTSD researchers in the proposed research study. This is likely to apply to the following areas:

	Will the data processing involve:
	YES
	NO

	A7.1
	Participants who have been recruited on the basis of medical and health conditions, life stage or other physical or mental attribute.
	☐
	☐

	
A7.2
	Participants who will engage in physical exercise, activity or exertion of any kind, or who use exercise equipment, assistive devices or other apparatus for the purposes of the research study. This includes interventions that are minimally invasive.
	
☐
	
☐

	A7.3
	Patients and users of the NHS (including NHS patients treated in the private sector).
	☐
	☐

	A7.4
	Individuals identified as potential participants because of their status as relatives or carers of patients and users of the NHS.
	☐
	☐

	A7.5
	Patients who are cared for in private and voluntary sector nursing homes.
	☐
	☐

	A7.6
	Confidential patient information.
	☐
	☐

	A7.7
	Clinical trial of a medicinal product or medical device.
	☐
	☐

	A7.8
	Access to organs or other bodily material of past and present NHS patients, or any material consisting of or containing human cells.
	☐
	☐

	A7.9
	Use of human tissue (including non-NHS sources) where the collection is not covered by a Human Tissue Authority licence.
	☐
	☐

	A7.10
	Foetal material and IVF involving NHS patients.
	☐
	☐

	A7.11
	The recently deceased under NHS care.
	☐
	☐

	A7.12
	NHS staff or premises.
	☐
	☐

	A7.13
	Practising midwives conducting a clinical trial.
	☐
	☐

	A7.14
	Investigational medicinal product.
	☐
	☐

	A7.15
	Medical devices that are not CE-marked or CE-marked medical devices that have been modified or are being used for a new purpose.
	☐
	☐

	A7.16
	Exposure to ionising radiation.
	☐
	☐

	A7.17
	Other health and social care related research.
	

☐
	

☐

	Please specify
Contact INSPIRE for support on this section.
(this box should expand as you type)
	
	

	Researchers proposing to work on projects involving health and social care research must check whether their study meets the HRA definition of research and whether it should undergo ethics review by a NHS Research Ethics Committee. If you have answered YES to any of questions A7.1-A7.17 then this is likely to be the case and sponsorship by a third party will be required. This can be checked via the Health
Research Authority’s Decision Tool : https://www.hra-decisiontools.org.uk/research/




	
A7.18
	
Does the research meet the HRA definition of research?
	YES
	NO
	N/A

	
	
	☐
	☐
	☐

	
A7.19
	
Is the Research being sponsored by a collaborating partner?
	YES
	NO
	N/A

	
	
	☐
	☐
	☐

	
A7.20
	
Has NHS ethics approval been granted?
	YES
	NO
	N/A

	
	
	☐
	☐
	☐

	
A7.21
	
Has INSPIRE undertaken an initial due diligence exercise?
	YES
	NO

	
	
	☐
	☐

	Please provide a summary of the due diligence exercise, noting arrangements for compliance with the
necessary regulatory frameworks and legislation. Please append the full due diligence assessment from INSPIRE. If you have not contacted INSPIRE, please do immediately.

	
A7.22
	Contact INSPIRE for support on this section.

(this box should expand as you type)




	
A7.23
	Have you been granted NHS ethical approval?
	
YES
	Click to
continue to Section R
	
NO
	Return to the main form



APPENDIX 8: Export Control for Research with Potential Military End Uses

	Export controls apply to the physical, electronic or oral transmission outside the UK of applied research, sensitive technology, software and equipment that could potentially be misused, either directly or indirectly, for military purposes. These legal controls are a serious obligation and UWTSD researchers must actively manage the risks of these being misused to fuel conflict, threaten national security, support terrorism and crime, violate human rights or proliferate Weapons of Mass Destruction. UWTSD’s Export Control Policy provides a clear six step process to determine if your research is covered by export controls. Please complete the following screening to judge if you need to compete a full export control assessment. If you are in any doubt, then please contact INSPIRE. Any research in UWTSD involving the following high-risk areas must be screened.
Will the research involve:

	Defence
	YES
	NO

	A8.1
	Military equipment and munitions
	☐
	☐

	A8.2
	Defence equipment, including satellites
	☐
	☐

	A8.3
	Technical data, including some border and port information
	☐
	☐

	A8.4
	Dual use research
	☐
	☐

	Materials and Technologies
	YES
	NO

	A8.5
	Nuclear materials, facilities and equipment
	☐
	☐

	A8.6
	Chemicals, microorganisms and toxins
	☐
	☐

	A8.7
	Electronics design, development and production
	☐
	☐

	A8.8
	Computers
	☐
	☐

	A8.9
	Telecommunications
	☐
	☐

	A8.10
	Sensors and lasers
	☐
	☐

	A8.11
	Navigation and avionics
	☐
	☐

	A8.12
	Marine technology
	☐
	☐

	A8.13
	Composite materials
	☐
	☐

	A8.14
	Aerospace and propulsion
	☐
	☐

	Sensitive Information
	YES
	NO

	A8.15
	Cryptology
	☐
	☐

	A8.16
	Counterterrorism
	☐
	☐

	A8.17
	Counternarcotics
	☐
	☐

	A8.18
	Cyber-related
	☐
	☐

	A8.19
	Non-proliferation
	☐
	☐

	A8.20
	Transnational criminal organisations
	☐
	☐


[image: ]PG2 ETHICS FORM
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	Genetic Resources
	YES
	NO

	A8.21
	Genetic material of actual or potential value
	☐
	☐

	A8.22
	Organisms, or parts thereof
	☐
	☐

	A8.23
	Populations (or organisms)
	☐
	☐

	A8.24
	Other biotic components of ecosystems
	☐
	☐

	A8.25
	Domesticated or cultivated species in which the evolutionary process has been influenced by humans
	☐
	☐



	Will you be exporting military or dual-use technology, now or possibly in the future? This information may take many forms, including:
	YES
	NO

	A8.26
	Physical transfer of goods, technologies, material or equipment
	☐
	☐

	A8.27
	Blueprints
	☐
	☐

	A8.28
	Plans
	☐
	☐

	A8.29
	Diagrams
	☐
	☐

	A8.30
	Models
	☐
	☐

	A8.31
	Formulae
	☐
	☐

	A8.32
	Tables
	☐
	☐

	A8.33
	Engineering designs and specifications
	☐
	☐

	A8.34
	Manuals and instructions
	☐
	☐

	A8.35
	Software
	☐
	☐

	A8.36
	Know-how
	☐
	☐



	Will your project transfer technology using any of the following physical methods?
	YES
	NO

	A8.37
	USB flash drives
	☐
	☐

	A8.38
	Portable hard drives
	☐
	☐

	A8.39
	Laptops
	☐
	☐

	A8.40
	Tablets
	☐
	☐

	A8.41
	Intangible forms by using electronic media, such as email, phone storage and cloud file sharing
	☐
	☐

	A8.42
	Physical exports
	☐
	☐



	Will your project involve any of the following?
	YES
	NO

	A8.43
	Oral transfer by phone or videoconferencing or presentations
	☐
	☐

	A8.44
	Travelling overseas for any purpose, while unintendingly carrying any of the above.
	☐
	☐

	A8.45
	Will you be hosting foreign visitors?
	☐
	☐
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	If you answer YES to any of questions A8,1-A8.45 then you should complete a full
export control assessment and append that to this application. Before doing this please contact INSPIRE who will advise further.
	
YES
	
NO

	A8.46
	Full export control assessment required?
	☐
	☐

	A8.47
	Full export control assessment completed?
	☐
	☐

	A8.48
	Full export control assessment appended?
	☐
	☐
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