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APPLICATION FOR ETHICAL APPROVAL

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: “creative 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, postgraduate research students, and both taught postgraduate and undergraduate students working on dissertations/projects.

The individual undertaking the research activity is known as the “principal researcher”.

Ethical approval is not required for routine audits, performance reviews, quality assurance studies, testing within normal educational requirements, and literary or artistic criticism.

Please read the notes for guidance before completing ALL sections of the form.

This form must be completed and approved prior to undertaking any research activity. Please see Checklist for details of process for different categories of application.  

Delete the Guidance Notes at the end of the form BEFORE submitting your application


SECTION A: About You (Principal Researcher)
	Full Name:
	Sara King

	Tick all boxes which apply:

	Member of staff:
	☐
	Honorary research fellow:
	☐

	Undergraduate Student
	☒	Taught Postgraduate Student
	☐	Postgraduate Research Student
	☐


	Faculty/School/Centre:
	
Centre For Childhood, Youth and Education

	Campus:
	
Carmarthen

	E-mail address:
	
2105395@student.uwtsd.ac.uk

	Contact Telephone Number:
	
07837670626

	For students:

	Student Number:
	2105395

	Programme of Study:
	Early Years Education and Care: Early Years Practitioner Status (2 year)

	Director of Studies/Supervisor:
	
Natalie Macdonald






SECTION B: Approval for Research Activity
	Has the research activity received approval in principle?
(please check the Guidance Notes as to the appropriate approval process for different levels of research by different categories of individual)
	YES
	☒	NO
	☐
	
	Date

	If Yes, please indicate source of approval (and date where known): Approval in principle must be obtained from the relevant source prior to seeking ethical approval
	Research Degrees Committee
	☐	

	
	Faculty Research Committee
	☐	

	
	Other (write in)

	☒	Tutor – Natalie Macdonald



SECTION C:  Internal and External Ethical Guidance Materials
	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, 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.

	UWTSD Research Ethics & Integrity Code of Practice

	☒
	
UWTSD Research Data Management Policy
	☒

	
BERA Guidelines 2018
	☒



SECTION D: External Collaborative Research Activity
	Does the research activity involve collaborators outside of the University?
	YES
	☐
	NO
	☒

	
If Yes, please provide the name of the external organisation and name and contact details for the main contact person and confirmation this person has consented to their personal data being shared.as part of this collaboration.

	Institution
	


	Contact person name
	


	Contact person e-mail address

	

	Has this individual consented to sharing their details on this form?
	YES
	☐
	NO
	☐

	Are you in receipt of a KESS scholarship?
	YES
	☐
	NO
	☐

	Is your research externally funded
	YES
	☐
	NO
	☐

	Are you specifically employed to undertake this research in either a paid or voluntary capacity?
	Voluntary
	YES
	☐
	NO
	☐

	
	Employed
	YES
	☐
	NO
	☐

	Is the research being undertaken within an existing UWTSD Athrofa Professional Learning Partnership (APLP)
	If YES then the permission question below does not need to be answered.
	YES
	☐
	NO
	☐

	Permission to undertake the research has been provided by the partner organisation
	(If YES attach copy)
If NO the application cannot continue
	YES
	☐
	NO
	☐




Where research activity is carried out in collaboration with an external organisation
	Does this organisation have its own ethics approval system?
	YES
	☐
	NO
	☐

	
If Yes, please attach a copy of any final approval (or interim approval) from the organisation




SECTION E: Details of Research Activity
	Indicative title:
	Strategies used to support children with ALN and if they are effective

	Proposed start date:
	15/5/22
	Proposed end date:
	1/9/22

	Introduction to the Research (maximum 300 words)
Ensure that you write for a Non-Specialist Audience when outlining your response to the three points below:
· Purpose of Research Activity
· Proposed Research Question
· Aims of Research Activity
· Objectives of Research Activity
Demonstrate, briefly, how Existing Research has informed the proposed activity and explain
· What the research activity will add to the body of knowledge 
· How it addresses an area of importance. 

	Purpose of Research Activity

According to Topping, Dekhinet and Zeedyk (2013) and Safwat and Sheikany (2014), parental contribution plays a critical role in a child’s speech and language development within the first three years of life. This is because parents are usually children’s prime source of interaction during this age and, in some cases, could possibly be the only source of human interaction they receive during early years of childhood. The absence of sufficient parent-child interaction can negatively impact on a child’s ability to speak and understand language.
Increasing evidence suggests that early speech and language skills are vital for the development of children’s literacy skills (Clegg and Ginsborg, 2006). Its significance is recognised within the National Curriculum, with the Foundation Phase Framework stating that talking, signing/communicating and listening skills are to be encouraged and developed within an Early Years setting (Welsh Government, 2015). The National Curriculum for Funded Non-maintained Nursery Settings Framework also recognises the importance of a communication-rich environment as early language and literacy skills provide the foundation for general learning and well-being including self-expression and the ability to build positive relationships with others (Welsh Government, 2021).
Primary research conducted by Hart and Risley (1995) investigated the level of parent-child interaction within 42 homes of families from different social backgrounds. All families that participated had a child between the ages of 18 months and 4 years old. 13 of these were from high class families, 10 were middle class, 13 were working class and 6 were unemployed and receiving welfare from the state. The findings of this research concluded that children from higher socioeconomic backgrounds were exposed to a much higher level of interaction and a wider range of vocabulary in comparison to children from lower socioeconomic backgrounds. They found that children from welfare backgrounds heard an average of 616 words per hour, whereas children from high class backgrounds were hearing an average of 2153 words per hour. The study became known as the 30 million Word Gap as it was estimated that disadvantaged children were exposed to 30million less words by the time they are three years old. This is a significant piece of research as it was one of the first to make a direct connection between socioeconomic status and language development, giving an insight to why children from socially deprived areas have a greater need for speech and language interventions (Columbia University, 2013; Talbot, 2015). 
However, Sperry, Sperry and Miller (2019) have criticised the 30 million Word Gap for many reasons, arguing that the study was too small for the impact that it generated and lacked cultural diversity, suggesting that there was an unconscious bias towards privileged white families. They conducted their own research and found that their results did not support the same conclusion as Hart and Risley, and that there was a variety of speech and language capabilities within each socioeconomic class.
Whilst these criticisms are all valid, nonetheless further studies have also indicated similar findings of poorer progress in speech and language development for children of lower socioeconomic backgrounds, including the work of Hoff (2006) and Gilkerson et al. 2007). 
Discussion of these findings have caused growing concern across the globe and as a result, there have been several widespread initiatives to promote language development for disadvantaged children. There have been programmes developed throughout Europe and the USA which are specifically designed for children of 0-4years old living in deprived areas. Known as Head Start in the USA and Sure Start in the UK, these programmes aim to identify any additional needs and aim to implement any required interventions at the earliest stage possible. Its overall aim is to provide equal opportunities to all children and to tackle social exclusion (Pace et al., 2017; Keller and Szőke, 2020). In Wales, the Sure Start scheme is known as Flying Start with its framework stating that children have an entitlement to support for speech, language and communication development (Welsh Government, 2017).
Davies et al. (2017) points out that policies and practices within the Early Years Care and Education sector recognise the importance of working in partnership with parents for general learning support. Flying Start is no exception to this with its guidelines clearly stating that staff need to develop positive relationships with parents for the sharing of important and relevant information in order for the child to experience maximum benefit from the provision (Welsh Government, 2014).
According to Roberts and Kaiser (2012), there is recent evidence to suggest that parent-implemented interventions for children with speech and language difficulties could be beneficial towards their treatment. Despite this research being limited, Sherred (2020) agrees and believes that parents are increasingly beginning to be recognised more as ‘key players’ in their child’s speech and language intervention. She believes this is the case as research has shown that parents are capable of successfully understanding and learning strategies taught by speech therapists, and children feel more at ease and comfortable with their parents which can eliminate feelings of anxiety.
As previously mentioned, it is the role of a childcare practitioner to work in partnership with parents but also to work alongside multiagency teams that can provide specialist support when required. Due to the limited amount of information available on this topic, I believe that further research is required to investigate how parental involvement regarding interventions are being implemented and how effective this is for the child’s development. To discover this then I believe the opinions and points of view from both parents and practitioners need to be valued and taken into consideration.



(this box should expand as you type)

	Research Question
How involved are parents in strategies to support their children with speech and language interventions within Flying Start settings?

(this box should expand as you type)

	Aims of Research Activity
To gather data via emailed questionnaire from professionals working within local Flying Start settings regarding different aspects of parental involvement with speech and language interventions.
To conduct four separate focus groups with parents of children who receive speech and language interventions within local Flying Start settings in order to gain insights as to how effective parents feel about current strategies being used to keep them inform and involve them with their child’s speech and language intervention.
(this box should expand as you type)

	Objectives of Research Activity
To send a questionnaire to 100 practitioners working in local Flying Start settings via email.

To conduct four separate focus groups, each consisting of a sample of parents that have children who currently receive speech and language interventions within local Flying Start settings to explore various aspects of parental involvement regarding interventions from the parents’ perspectives.
To record each focus group session so that visual and audible record of each focus group are available to analyse and transcript.


(this box should expand as you type)

	Proposed methods (maximum 600 words)
This study will be conducted using a mixed-method approach, consisting of both qualitative and quantitative research. According to Rahman, Ationg, and Zulhaimi (2017), using a mixed-method approach is desirable as it gives strength to research by providing a more holistic view of the results. Likewise, Regnault, Willgoss and Barbic (2018) state that a mixed method approach allows for the research question to be studied from different perspectives, supporting a more accurate outcome. This convergence of evidence and results from varying research methods is known as triangulation, which Greene et al. (1989) describes as one of the major purposes for a mixed-method approach (Coe et al., 2021). Turner, Cardinal and Burton (2017) maintain that each individual research method is flawed and therefore the use of triangulation aims to decrease the number of limitations within the research. Hence the reason as to why I have chosen to use a mixed-method approach.
To obtain participants’ relevant details respectfully for both pieces of research, I will correspond with local Flying Start settings and enquire as to who would be willing to participate in the research. Prior to this, I will equip all potential participants with detailed written knowledge regarding their rights as voluntary participants and explain how their data will be used and stored.  Obtaining informed consent is not only an ethical requirement, but also a legal one. Investigators are legally required to fully explain the purpose of the research, if there are any potential risks, extent of confidentiality and what potential benefits there are to the study (Nijhawan et al., 2013). Proof of informed consent will be obtained via participant signature.
I will conduct two separate pieces of primary research. The first will consist of a descriptive piece of research in the form of a questionnaire. The questionnaire will be sent to 100 practitioners working in local Flying Start settings, gathering quantitative data from practitioners about their thoughts and feelings on parental involvement in speech and language interventions. It will include a set of closed-ended questions as respondents will be asked to score their personal opinions on different aspects of parental involvement in speech and language interventions based on their own first-hand experiences within their professional environment. 
The reason I opted for this method is because a well-constructed questionnaire that has been administered and distributed carefully can act as an essential tool for gathering information about specific groups of people within society. An adequately constructed questionnaire can calculate the frequency of occurrence of opinions, attitudes, and experiences, accurately reflecting the views of its participants/respondents, as it enables the researcher to collect a wide range of information from a substantial number of individuals (Roopa and Rani, 2012; Rowley, 2014).
However, Saris and Gallhofer (2014) point out that designing a questionnaire involves more planning and consideration than one would have originally thought and maintain that designing a questionnaire requires researchers to be aware of the consequences regarding their own decision making whilst also having an understanding of how these decisions can impact the quality of their proposed questions.
An important decision that I had to make was how I was going to distribute and collect data. According to Kazi and Khalid (2012), distributing data via post or email is a common method adopted by researchers and explains the many benefits:
1. It is one of the cheapest forms of distribution available and does not require the use of trained staff. 
2. Respondents can complete a mailed questionnaire at a time and location which best suits them.
3. Large sample sizes can be reached at a fast rate, with the ability of being able to cover a wide geographical area, including areas that are otherwise hard to reach. 
4. It can be a great way of capturing sensitive topics.
However, I am also aware of the limitations related to the use of closed-ended questionnaires and its distribution via electronic devices. Kazi and Khalid (2012) also describe the disadvantages of a mailed questionnaire, stating that it is possible to get a low response rate, even when questionnaires are repeatedly sent to the same participant. Another limitation is that individuals can only participate if they have access to relevant technology. Roopa and Rani (2012) describe closed-ended questions as a helpful way of demanding one answer on one dimension and a quick way of retaining a truthful and accurate answer whilst accommodating all possible contingencies of a response. However, its disadvantage is that respondents’ answers are limited to a set of fixed responses without having the opportunity to elaborate the reasons behind the answer.
After taking all these points into consideration I have opted to self-distribute the questionnaire via email as I believe the advantages outweigh the disadvantages and will conduct a second piece of research to decrease limitations. I have proposed a large sample size to promote a higher level of feedback.
The second piece of information will consist of organising four separate focus groups, each consisting of five parents of children who receive speech and language intervention within local Flying Start settings. The focus groups will be held on different days within a local community hub that is easily accessible to all participants. I believe this method of capturing qualitative data is useful to gather further information on my research question. According to Hennink (2013), all participants within a focus group have shared experiences related to the topic as they are pre-selected, allowing the opportunity for a range of perspectives and experiences to be uncovered, with an aim to reach an agreement on the issues discussed. Hennink (2013) also points out that a study conducted by Fern (1982) found that a single focus group discussion results in 70% of the same issues as a range of thorough interviews with the same number of people, concluding that a focus group can result in a wide range of data very quickly.  This is why I believe that this method of capturing qualitative data is useful to gather further information on my research question. Another advantage of using a focus group method is that as an investigator, I am able to entail open-ended questions. Reja et al. (2003) argues that open ended questions can generate spontaneous responses, meaning that any potential bias caused by suggesting responses to individuals will be decreased. Another advantage includes allowing opportunity for the participants to respond in detail to clarify their answer. Disadvantages of open-ended questions include difficult analysis of results and the possibility of respondents feeling slightly confused if questions seem too general (Mburu, 2022).
A limitation of conducting a focus group could include the possibility of participants being hesitant to express their thoughts on the fear of being judged (Writing, 2019). However, I still believe that the advantages outweigh the disadvantages when considering the amount of time saved in comparison to conducting one-to-one interviews.


	


(this box should expand as you type)




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

	Questionnaires can be completed at a time and location convenient to respondents.

Focus groups will take place in a local community hub in Llanelli that is easily accessible to all participants.

(this box should expand as you type)

	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.

	
N/A

(this box should expand as you type)


	Use of documentation not in the public domain: Are any documents NOT publicly available?   

	NO
	☒

	
	YES
	☐

	If Yes, please provide details here of how you will gain access to specific documentation that is not in the public domain and that this is in accordance with prevailing data protection law of the country in question and England and Wales.



(this box should expand as you type)





SECTION F: Scope of Research Activity
	Will the research activity include:
	
YES
	
NO

	Use of a questionnaire or similar research instrument?
	☒
	☐

	Use of interviews?
	☐
	☒

	Use of diaries?
	☐
	☒

	Participant observation with their knowledge?
	☒
	☐

	Participant observation without their knowledge?
	☐
	☒

	Use of video or audio recording?
	☒
	☐

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

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

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

	Investigation of participants involved in illegal activities?
	☐
	☒

	Use of procedures that involve deception?
	☐
	☒

	Administration of any substance, agent or placebo?
	☐
	☒

	Working with live vertebrate animals?
	☐
	☒

	Other primary data collection methods, please explain in this box
For example, ‘focus groups’. Please indicate the type of data collection method(s) in this box and tick the accompany box.
	☒
	☐

	Details of any other primary data collection method:
Focus groups


(this box should expand as you type)
	
	


If NO to every question, then the research activity is (ethically) low risk and may be exempt from some of the following sections (please refer to Guidance Notes).

If YES to any question, then no research activity should be undertaken until full ethical approval has been obtained. 



SECTION G: Intended Participants
	Who are the intended participants:
	
YES
	
NO

	Students or staff at the University?
	☐
	☒

	Adults (over the age of 18 and competent to give consent)?
	☒
	☐

	Vulnerable adults?
	☐
	☒

	Children and Young People under the age of 18? (Consent from Parent, Carer or Guardian will be required)
	☐
	☒

	Prisoners?
	☐
	☒

	Young offenders?
	☐
	☒

	Those who could be considered to have a particularly dependent relationship with the investigator or a gatekeeper?
	☐
	☒

	People engaged in illegal activities?
	☐
	☒

	Others (please identify specifically any group who may be unable to give consent) please indicate here and tick the appropriate box.

	☐
	☒

	Other – please indicate here:



(this box should expand as you type)
	
	



	Participant numbers and source
Provide an estimate of the expected number of participants. How will you identify participants and how will they be recruited? 

	How many participants are expected?

	All participants will be over the age of 18.

Questionnaire participants – 100.

Focus group participants – 20 (5 participants for each focus group. Four focus groups to be held in total). 

(this box should expand as you type)

	Who will the participants be?

	Practitioners over the age of 18 that work in Flying Start settings.

Parents over the age of 18 that have children who receive speech and language interventions within Flying Start settings.

(this box should expand as you type)

	How will you identify the participants?
	Participants will be identified through the means of purposive sampling. Correspondence has already begun with local Flying Start settings in and around Llanelli, with many settings displaying support and positive interest in participation of the proposed research. The settings have liaised with parents on behalf of the researcher and have identified individuals that would be willing to participate in the focus groups.


(this box should expand as you type)





	Information for participants:
	
YES
	NO
	
N/A

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

	Will you tell participants that their participation is voluntary?
	☒
	☐
	☐

	Will you obtain written consent for participation?
	☒
	☐
	☐

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

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

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

	With questionnaires, will you give participants the option of omitting questions they do not want to answer?
	☒
	☐
	☐

	Will you tell participants that their data will be treated with full confidentiality and that, if published, it will not be identifiable as theirs?
	☒
	☐
	☐

	Will you debrief participants at the end of their participation, in a way appropriate to the type of research undertaken?
	☒
	☐
	☐

	If NO to any of above questions, please give an explanation 

	


(this box should expand as you type)



	Information for participants:
	
YES
	NO
	
N/A

	Will participants be paid?
	☐
	☒
	☐

	Is specialist electrical or other equipment to be used with participants?
	☐
	☒
	☐

	Are there any financial or other interests to the investigator or University arising from this study?
	☐
	☒
	☐

	Will the research activity involve deliberately misleading participants in any way, or the partial or full concealment of the specific study aims?
	☐
	☒
	☐

	If YES to any question, please provide full details 

	


(this box should expand as you type)





SECTION H: Anticipated Risks
	
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.  

	Full risk assessment completed and appended? 

	Yes 
	☐

	
	No
	☒

	Risks to participants
For example: emotional distress, financial disclosure, physical harm, transfer of personal data, sensitive organisational information

	Risk to Participant:

Participant may not fully understand the purpose of the research.





Research questions may cause emotional discomfort the participant.

















Participants may feel uncomfortable being filmed during focus group sessions.






Digital recordings could be lost, stolen, or shared with others outside of the research team.







Participants may not feel comfortable sharing sensitive information during a focus group session on the fear of being judged by others.


Unforeseen incident occurs that could cause harm to participants.










Participants’ may be concerned regarding the level of confidentiality and anonymity involved within the research.













As focus groups will be held in a building that is accessible to the local community, there is potential risk of disturbances from member of the public, including noise disturbances and the risk of overhearing confidential information.


(this box should expand as you type)
	How will you mitigate the Risk to Participant

Prior to commencing research, the investigator will ensure that all participants receive information on voluntary informed consent in line with Section 8 of the BERA guidelines (BERA, 2018) and Section 19.3 of the UWTSD Research Ethics and Integrity Code of Practice (UWTSD, 2017).

The investigator will remind participants that they are not obligated to answer any question and of their right to withdraw from the research without having to give an explanation. The investigator will also explain that if the participant chooses not to answer a question or withdraw completely from the research then there will be no repercussions for making these decisions as part of their voluntary informed consent explained in Section 31 of the BERA guidelines (BERA, 2018) and Section 19.3 of the UWTSD Research Ethics and Integrity Code of Practice (UWTSD, 2017). The investigator will monitor participants’ body language throughout the duration of focus group and will once again remind participants of their rights. Information will also be provided for further guidance and support.


The investigator will inform participants of the filming of focus groups before commencing research and will also reassure participants that all data collected will be sensitively handled and stored in line with the GDPR regulations (GDPR, 2018) and UWTSD Research Data Management Policy (UWTSD, 2022).

The investigator will ensure that the correct handling and storage of data, outlined in Section 5.5. of the UWTSD Research Data Management Policy (UWTSD, 2022) and GDPR regulations (GDPR, 2018) will be adhered to. Digital data will be kept safe and confidential and will be transferred as soon as reasonably possible onto the personal memory space of university computers which are firewall protected, encrypted and password protected.

The investigator will inform participants that if they feel uncomfortable disclosing information in front of others then they will be able to speak in private at the end of the focus group.

The investigator’s priority will be to ensure the well-being of participants to the best of their ability and will follow procedures in line with Section 34 and 35 of the BERA guidelines (BERA, 2018). If any harm does occur, then the investigator will immediately stop the research and attend to the participants’ needs. Methods of attending participants’ needs will vary depending on nature of incident. The investigator will also report incident to research supervisor as soon as it is practical and safe to do so.

The investigator will ensure that anonymity and confidentiality rights of participants stated within Section 19.6 the UWTSD Research Ethics and Integrity Code of Practice (UWTSD, 2017) and Section 40-51 of the BERA guidelines (BERA, 2018). Filmed content will be translated into transcript with the use of pseudonymisation in adherence with UK GDPR guidelines (GDPR, 2018) and UWTSD Research Data Management Policy (UWTSD, 2022) as soon that is reasonably possible and filmed evidence will be deleted from record. The investigator will explain any circumstances where confidentiality and anonymity may not be possible prior to asking for voluntary informed consent.

The investigator will liaise with the local community hub and request the use of a private room that is not accessible to any other members of the public. The investigator will also enquire which days of the week is most likely to be quiet.

	If research activity may include sensitive, embarrassing or upsetting topics (e.g. sexual activity, drug use) 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.helplinethatnumbers) 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

	


(this box should expand as you type)

	Risks to investigator
For example: personal safety, physical harm, emotional distress, risk of accusation of harm/impropriety, conflict of interest

	Risk to Investigator:

The possibility of low response rates from research questionnaire.


It is possible that participants could be absent on the planned day of focus group due to unforeseen circumstances such as illness and childcare issues, or participants may change their mind about wanting to participate in the research.











If participants feel emotional distress at any point during the investigation, aggression may be aimed towards investigator.







Investigator could falsely be accused of misconduct.




Disclosure of information may cause investigator reason for concern for the well-being of participant and/or child.









Unforeseen circumstance could cause harm to investigator.




Loss of important, confidential data could result in negative consequences for the investigator.
	How will you mitigate the Risk to Investigator:

The investigator will propose a large sample size for questionnaire research to increase the likelihood of higher response rates.

Discussion as to where and when the focus group will take place will be established in advance with consideration of participants’ availabilities and convenience. Participants will be given contact details for the investigator and can negotiate any issues that may occur prior to focus group taking place. In the case of an unreported absence, investigator will contact participant to check on their well-being and to enquire politely as to whether they would still like to participate in the research. If investigator cannot make contact with absent participant(s) then the focus group will go ahead as planned with the remaining participants. Any absences will be reported to research supervisor when it is practical to do so.

Investigator will remain calm and reassure participant that no harm was intended, and they are not obligated to answer any question that they do not feel comfortable answering.
They will also be reminded of their right to
withdraw from the research programme. A comfort break could be suggested to allow the individual some time and space to diffuse any further possible tensions. The investigator will report incident to research supervisor.

All participants will be made aware in advance that the focus group sessions will be filmed prior to requesting voluntary informed consent, which gives video evidence of investigator’s professional conduct.

Participants will be informed when providing letters of voluntary informed consent that confidentiality may have to be breeched if information of illegal activity such as abuse or neglect is disclosed as the investigator is legally obliged to inform local authorities for the wellbeing and safety of the individuals involved as detailed in Section 19.6 of UWTSD Research Ethics and Integrity Code of Practice (UWTSD, 2022) and Section 52 and 53 of the BERA guidelines (BERA, 2018).

Investigator will immediately stop conducting the research and postpone investigation until it is safe to continue with the process. Investigator will seek relevant help and report incident to research supervisor.

All data will be stored securely in either a locked filing system within a locked room, or will be stored on a university computer which will be password protected, encrypted and firewall protected to reduce the risk of important data being breached and/or sabotaged (GDPR, 2018; UWTSD, 2022).


	University/institutional risks
For example: adverse publicity, financial loss, data protection

	Risk to University:

The reputation of the university will be at risk if conduct of research is not handled professionally.





Breech of data and confidentiality could result in substantial financial loss to the university.



(this box should expand as you type)
	How will you mitigate the Risk to  University:

Investigator will adhere to the principles underpinning the research outlined in BERA (2018) and also adhere to guiding principles in Section 19 of UWTSD Research Ethics and Integrity Code of Practice (UWTSD, 2022), ensuring professional conduct at all times.


All data will be stored securely in either a locked filing system within a locked room, or will be stored on a university computer which will be password protected, encrypted and firewall protected to reduce the risk of important data being breached and/or sabotaged (GDPR, 2018; UWTSD, 2022).




	Disclosure and Barring Service

	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?
	☒
	☐
	☐





SECTION I: Feedback, Consent and Confidentiality
	Feedback
What de-briefing and feedback will be provided to participants, how will this be done and when? 

	A presentation will be conducted in advance detailing the evidence gathered for the purpose of the research and the reasons behind the methodology. Details of any publications will be shared with all participants via written communication. Participants will also be invited to attend a presentation that will discuss the findings of investigations and will be given the opportunity to ask further questions. Details as to when and where this will occur will be given after research findings are completed.


(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 data collection begins. If gaining consent in this way is inappropriate, explain how consent will be obtained and recorded in accordance with prevailing data protection legislation.

	
All participants will receive a letter of voluntary informed consent that will require a signature as direct proof of their agreement to participate. The letter will include all relevant details as to what voluntary informed consent means and will explain in detail what will be involved within the research process. The letter will inform each individual of their rights as voluntary participants, including the extent of their right to confidentiality and anonymity, their right to withdraw and when withdrawal may not be possible. The letter will also equip participants with the knowledge of how their data will be stored and used. All data will be stored in line with GDPR guidelines, (GDPR, 2018) and the UWTSD Research Data Management Policy (UWTSD, 2022), including information regarding how sensitive information such as video evidence will be stored. 
Participants will also be given a contact email address for the investigator to discuss any questions or queries prior to giving voluntary informed consent.


(this box should expand as you type)

	Confidentiality / Anonymity
Set out how anonymity of participants and confidentiality will be ensured in any outputs. If anonymity is not being offered, explain why this is the case. 

	
The participants involved in the research will not be identifiable via description and will not be named in the outputs emerging from this investigation. The Flying Start settings and/or members of staff involved with speech and language interventions will not be named or identifiable either. The investigator will ensure this by the use of pseudo-names. Privacy of data and storage outlined in Section 40-51 of BERA (2018) and also within the GDPR regulations (GDPR, 2018) and Section 5.5 of the UWTSD Research Data Management Policy (UWTSD, 2022) will all be adhered to, minimising any risk to breach of confidentiality.


(this box should expand as you type)





SECTION J: Data Protection and Storage
In completing this section refer to the University’s Research Data Management Policy and the extensive resources on the University’s Research Data Management web pages (http://uwtsd.ac.uk/library/research-data-management/).
	Does the research activity involve personal data (as defined by the General Data Protection Regulation 2016 “GDPR” and the Data Protection Act 2018 “DPA”)?
	YES
	NO

	“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.
	x
	☐

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

	The filmed recordings will be used to identify individuals within the focus groups in order to be able to transcribe efficiently and accurately. 


(this box should expand as you type)

	Does it involve special category data (as defined by the GDPR)?
	YES
	NO

	“Special category data” means sensitive personal data consisting of information as to the data subjects’ –
(a) racial or ethnic origin,
(b) political opinions,
(c ) religious beliefs or other beliefs of a similar nature,
(d) membership of a trade union (within the meaning of the Trade Union and Labour Relations (Consolidation) Act 1992),
(e) physical or mental health or condition,
(f) sexual life,
(g) genetics,
(h) biometric data (as used for ID purposes),
	
☐
	
x

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

	


(this box should expand as you type)


	
Will the research activity involve storing personal data and/or special category data on one of the following:
	YES
	NO

	Manual files (i.e. in paper form)?
	☐
	☒

	University computers?
	☒
	☐

	Private company computers?
	☐
	☒

	Home or other personal computers?
	☐
	☒

	Laptop computers/ CDs/ Portable disk-drives/ memory sticks?
	☒
	☐

	“Cloud” storage or websites?
	☒
	☐

	Other – specify:

	☐
	☒

	For all stored data, explain the measures in place to ensure the security of the data collected, data confidentiality, including details of password protection, encryption, anonymisation and pseudonymisation:

	As mentioned in Section H, data will be stored securely in either a locked filing system within a locked room, or will be stored on a university computer which will be password protected, encrypted and firewall protected to reduce the risk of important data being breached and/or sabotaged (GDPR, 2018; UWTSD, 2022). All written evidence such as personal notes will be locked in a filing system within a locked room. Participants and settings will be given pseudo-names to protect confidentiality and anonymity.


(this box should expand as you type)

	All Data Storage

	Will the research activity involve any of the following activities:
	YES
	NO

	Electronic transfer of data in any form?
	☒
	☐

	Sharing of data with others at the University?
	☐
	☒

	Sharing of data with other organisations?
	☐
	☒

	Export of data outside the European Union or importing of data from outside the UK?
	☐
	☒

	Use of personal addresses, postcodes, faxes, emails or telephone numbers?
	☒
	☐

	Publication of data that might allow identification of individuals?
	☐
	☒

	Use of data management system?
	☒
	☐

	Data archiving?
	☐
	☒

	If YES to any question, please provide full details, explaining how this will be conducted in accordance with the GDPR and DPA (and/or any international equivalent):

	Data will be stored securely on a university computer which will be password protected, encrypted and firewall protected to reduce the risk of important data being breached and/or sabotaged (GDPR, 2018; UWTSD, 2022).


(this box should expand as you type)

	List all who will have access to the data generated by the research activity:

	
Sara King

(this box should expand as you type)

	List who will have control of, and act as custodian(s) for, data generated by the research activity:

	
Sara King

(this box should expand as you type)

	Give details of data storage arrangements, including security measures in place to protect the data, where data will be stored, how long for, and in what form. Will data be archived – if so how and if not why not.  

	
The UWTSD Research Data Management Policy (2022) states that data stored on their computers is firewall protected, virus protected, password protected and encrypted. Information stored on their computers will be kept for up to five years and then will be deleted.


(this box should expand as you type)

	Please indicate if your data will be stored in the UWTSD Research Data Repository (see https://researchdata.uwtsd.ac.uk/ ).   If so please explain. (Most relevant to academic staff) 

	
No.

(this box should expand as you type)

	Confirm that you have read the UWTSD guidance on data management (see https://www.uwtsd.ac.uk/library/research-data-management/)

	YES
	☒

	
	NO
	☐

	Confirm that you are aware that you need to keep all data until after your research has completed or the end of your funding
	YES
	☒

	
	NO
	☐





SECTION K: 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 Code of Practice

	Signature of applicant:
	Sara Elisabeth King
	Date: 14/5/22




For STUDENT Submissions:
	Director of Studies/Supervisor:
	
	Date:

	Signature:
	

	



For STAFF Submissions:
	Head of School/Assistant Dean:
	
	Date:

	Signature:
	

	



Checklist: Please complete the checklist below to ensure that you have completed the form according to the guidelines and attached any required documentation:
	☒
	I have read the guidance notes supplied before completing the form.

	☒
	I have completed ALL RELEVANT sections of the form in full.

	☒
	I confirm that the research activity has received approval in principle

	☐
	I have attached a copy of final/interim approval from external organisation (where appropriate)

	☐
	I have attached a full risk assessment (and have NOT completed Section H of this form) (where appropriate)  ONLY TICK IF YOU HAVE ATTACHED A FULL RISK ASSESSMENT

	☒
	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.

	☒
	I understand that before commencing data collection all documents aimed at respondents (including information sheets, consent forms, questionnaires, interview schedules etc.) must be confirmed by the DoS/Supervisor, module tutor or Head of School.

	☒

	I have deleted the guidance notes before submitting the PG2 for consideration






	RESEARCH STUDENTS AND STAFF ONLY
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.
You will be informed of the outcome of your claim by email; therefore it is important that you check your University and personal email accounts regularly.



STUDENTS ON UNDERGRADUATE OR TAUGHT MASTERS PROGRAMMES should submit  this form (and receive the outcome) via systems explained to you by the supervisor/module leader.

This form is available electronically from the Academic Office web pages: http://www.uwtsd.ac.uk/academic-office/



Application Process

All staff research projects and all research students must submit the Ethical Approval Form to the University Ethics Committee via the Academic Office (pgresearch@uwtsd.ac.uk).   Staff research directly in relation to personal study for taught undergraduate or Masters programmes should be submitted via the Faculty procedures explained below.

Taught masters and taught undergraduate research Ethical Approval Forms are considered within Faculties.  Faculties will provide details of the specific processes for this.  Where the Ethical issues within any single ethical application are of particular concern the Faculty will refer these to the University Ethics Committee.   Any student activity that involves the collection of primary data needs to undergo Ethical approval, this includes assignment work as well as dissertations.   
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