
1.1 Simple descriptive statistics table in SPSS based on data file 1

	Descriptive Statistics

	
	N
	Minimum
	Maximum
	Mean
	Std. Deviation

	high_bp
	94
	15
	25
	19.41
	2.649

	mental_illness
	94
	4
	14
	9.62
	2.338

	resp_illness
	94
	8
	20
	13.76
	2.430

	health_status_poor_or_fair
	94
	14
	34
	21.47
	5.054

	smoker
	94
	14
	36
	25.37
	4.207

	bmi_overweight_or_obese
	94
	48
	63
	55.81
	3.952

	population
	94
	487
	2247
	956.23
	399.526

	diabetes
	94
	3
	10
	5.94
	1.343

	Valid N (listwise)
	94
	
	
	
	





1.2 Forest plot
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1.3 Write a paragraph or two saying what the descriptive stats table and the forest plot tell you about distribution of disease incidence in Wales, and what factors you could analyse from other data to explore patterns or correlations in population health and social determinants
Diabetes has the lowest SD in the data set with poor or fair health status the highest. This would suggest that there is a larger deviation between poor and fair, compared diabetes. Diabetes also has the lowest range of minimum-maximum, suggesting that this is the lowest prevalent condition in the data set. The percentage of adults in Wales who report being treated for diabetes ranges from three to 10 per cent at USOA level. Diabetes could be affected by lifestyle or ethnicity, but could also be undiagnosed, so the data may not be truly reflective of the population.
BMI overweight or obese has the highest, suggesting that this is the most prevalent condition in the data set. Obesity is also a determinant of diabetes.
There is variation between the distribution respiratory illness and the USOA codes throughout Wales, with certain areas having a higher incidence of respiratory illness compared to others. 
Other patterns of data that could be used to explore patterns and correlations, could be household income, levels of deprivation, age, ethnicity, gender, activity levels, geographical location etc. For example, there could be a link between respiratory illness, older age and valley communities, where older men have a higher rate of respiratory illness due to the type of work they may have previously done working in coal mines. It may also be useful to consider the prevalence of smoking and respiratory illness to determine whether those people who smoke, have a respiratory illness.  
Output data files:




Describe the context and scope of your project (500 words). 
Digital transformation is the integration of digital technologies, that result in change to how an organisation operates and delivers value through its products and services. It is argued that digital transformation is no longer a choice and that organisations have to modernise in order to remain competitive and deliver value (Guida. D, 2023). This view is supported by (Kraus et al., 2021) who argues that digital transformation is a process in which an organisation aims to undergo significant change through various technological advancements in order to improve its value offering. One of the main sectors that has benefitted from advancements in digital transformation is healthcare, which has seen monumental benefits over the past decade. Digital solutions such as electronic health records, e-prescribing and digital imaging, have improved patient care and delivered business efficiencies throughout the NHS. All of these digital solutions have benefitted patients and clinicians in terms of providing efficiency, better quality care and an improved patient experience (Haggerty, 2017). Given the challenges facing the NHS, such as the backlog of waiting lists from the Covid 19 pandemic and increased waiting times for services, it is essential that the NHS adopt new ways of working by utilising technology to digitally transform processes and workflows, utilising digital tools and new digital solutions (Ham, 2020).
The adoption and implementation of these new digital systems, along with digital transformation has not been easy.  (Guida. D, 2023) argues that there are many barriers including resistance to change, communication and collaboration, and adopting new ways of working. All of which need to be successfully navigated by leaders in an organisation who are driving change. (Nance, Meenan and Nagy, 2013) argues that one of the healthcare specialities that has, and can further benefit from digital transformation is radiology, which has seen digital systems such as Picture Archiving Communication System (PACS) transform how clinical staff deliver radiology services. The radiology sector is embracing new technologies and artificial intelligence in order to respond to the identified challenges and developing national programmes to manage digital transformation and implementation (Mun et al., 2021). Across Wales, all NHS Health Boards and Trusts have used the same PACS system since 2013, with the contract with the current supplier ending in 2024/25. A national programme called the Radiology Informatics Systems Programme (RISP) has been set up to reprocure and oversee the digital transition and transformation that the new PACS system will deliver across the Welsh radiology sector. 
The scope of this project will evaluate digital transition in the healthcare sector, with a focus on the pending Wales wide implementation of a new PACS system. The evaluation will explore wider benefits of digital transformation, implementation challenges and proposed solutions to overcome some of the barriers to digital transformation, from a clinical, organisational perspective. It is important that the NHS seek out learning opportunities from other organisations that have undergone similar digital transitions, as any delay in implementing the new PACS system, could impact on patient care and cost the NHS more money. This project will use a qualitative research method to evaluate digital transformation, utilising surveys, interviews and focus groups as a primary source of data collection. The learnings will be shared with the RISP programme (hosted by DHCW) in order to support a smooth transition from one digital system to another. 


Define and justify your project aim and research objectives (1,000 words). 
[bookmark: _Hlk130463424]Project aim:

An evaluation of a proposed new Picture Archiving Communication System (PACS) across Wales

Context
Up until the late 1970’s, healthcare organisations stored images such as x-rays of a patients in large storage rooms. This presented many problems in terms of cost of storage space, accessibility and ease of finding and sharing images. As demand for imaging increased and as imaging technology developed and became more cost effective, a new solution was required. PACS systems offered this solution, and were first used in the early 1980’s as an alternative way of storing digital images. PACS systems have many advantages such as the ability to store vast amounts of images in one central location, they cannot be lost or stolen, images can be simultaneously viewed by multiple people and images can be indexed so they can easily be searched and retrieved (Strickland, 2000). 

Problem

Within Wales, the current PACS system has been in place across all health boards for a decade; staff are familiar with it, they know how to use the system and who to report problems to. However there are limitations of the current PACS system; whilst it is possible to share images across different health boards, the varying different instances of software that each health board has, makes this difficult. Standardisation of data and approaches across health boards differ to the point where in some instances, patients could unnecessarily have multiple x-rays, putting them at increased risk of radiation exposure. In 2024, Welsh health boards will begin the transition from the current PACS supplier to a new PACS supplier which will aim to address some of the problems with the current system. Whilst this transition may be welcomed by clinicians across the radiology sector, it does present a number of challenges for health boards. Staff will have to be re-trained on a new system which will have a different interface along with a different way of completing tasks. The new system will be cloud based, which will enable images to be shared seamlessly across the Welsh NHS, but some infrastructure upgrades will be required across most of the existing health board sites. The current supplier will need to remove their equipment such as workstations within each hospital setting, simultaneously as the new supplier installs their equipment. There will additional financial costs to health boards as they have dual running costs from transitioning from one system to another (Abbas, 2019). 

Research objectives:

1. [bookmark: _Hlk130462775][bookmark: _Hlk132461273]To explore the benefits of implementing digital systems within healthcare environments
a) What are the key benefits from digital transformation and technology refresh? 
b) What are the drivers for change? 
c) How do the benefits improve organisational efficiency?
d) What are the financial benefits?
e) How can digital systems improve clinical workflows and improve efficiency?
f) How digital systems can tackle waiting lists? 
g) What opportunities are there to further develop artificial intelligence within the radiology sector?
[bookmark: _Hlk130463436]
2. To explore general issues of digital systems transition within healthcare environments 

a) What are the key challenges facing organisations adopting new technology?
b) What are the barriers to change?
c) What is the emotional and psychological impact on staff of digital transformation?
d) What are the key technological, financial, political and organisational barriers that need to be overcome?
e) What are the legal and ethical issues of system transition?
f) How does cost impact the decision making process for digital implementation and transition?

3. To determine possible solutions to the challenges implementing digital systems within healthcare environments
a) How organisations across the world have implemented new digital systems and transitioned from one digital system to another ?
b) How can health Boards and Trusts communicate benefits to their staff?
c) What change management techniques can be used to support transition?
d) What training requirements can support implementation?
e) How can patient data be securely moved across networks? 
f) What cyber security needs to be in place to secure data across cloud networks?
Justification
NHS waiting times have reached record highs over the past several years, and continue to grow as demand from older patients increases; people are living longer but not necessarily in good health and this puts a strain on NHS services. Between 2010 and 2019, hospital admissions rose 15% with the proportion of patients aged 60+ rising from 45% to 49% (Baker, 2019). To help mange some of these pressures, the Welsh Government has published a Digital Health and Social Care Strategy for Wales which identifies a number of digital developments within the NHS such as the Welsh Clinical Portal and replacement PACS systems. It is therefore vital that new digital systems are implemented in a timely and efficient manner, so that staff have the tools they need to deliver safe and effective services. If the PACS implementation is delayed, or does not go ahead, then the NHS will be missing out on the identified benefits and crucially, there could be some patients put at risk. 
This project will support the implementation of the new Welsh PACS system, by considering what lessons can be learnt from other organisations who have also undertaken a similar system refresh. Primary research in the form of focus groups and surveys of key stakeholders involved in radiology and the current PACS systems, will help to identify some of the challenges they believe will be faced, with recommendations of how these can be overcome. This information will be shared with colleagues leading the new PACS implementation (i.e. the RISP Programme) with the aim to support the transition from one system to another. Thus helping to avoid similar mistakes that other organisations have been made and address any issues head on (Stoumpos, 2023). This approach is supported by (Mueller, 2022) who argues that some organisations do not have the luxury of large transformation budgets, and need to be proactive in avoiding issues and risks.  
Scope
The scope of the project includes how Health Boards and Trusts in Wales, manage general technology refresh in terms of adoption, drivers and barriers to change. It will specifically look at the radiology and imaging service across the NHS, and the pending implementation of a new digital PACS system that all Health Boards and Trusts will begin implementation in 2024. 
What is not in scope for this project is the evaluation of digital system transformation and technology refresh from a patient perspective. No patients or citizens will be interviewed for this project, however the drivers and benefits from implementing digital systems may benefit patients in terms of waiting less time for a radiology scan (Bin et al., 2022). There could be future opportunities to interview patients, but the PACS system is primarily used by clinicians who work for the NHS, so the research will focus on these users. As this project is a qualitative evaluation, the focus will be on consulting and interviewing participants. It is not anticipated that quantitative data will be collected, however this maybe drawn upon through previous academic research.



Select and justify any data collection that is relevant and itemise the analysis methods you will need to meet your research objectives (e.g. quantitative, qualitative or mixed methods) (2,500 words). 
This project will use a qualitative research method to evaluate digital system transition in healthcare and evaluate a proposed new Picture Archiving Communication System (PACS) implementation across Wales. It will focus on surveys, interviews and focus groups as its primary source of data collection. (Hammarberg et, al. 2016) argues that qualitative research should be used when opinions, views or attitudes are sought, especially when considering experience or meaning on certain topic. This is of particular relevance in determining perceived user benefits, challenges and the cultural impact of the change, which are relevant to evaluating digital system transition from a user perspective.
The table below shows the qualitative data collection methods that will help determine the research objectives.  
	Research objective
	Data collection method

	1. To explore the benefits of implementing digital systems within healthcare environments
	Literature review, considering lessons learnt from other digital transitions, including other PACS implementations, what went well and what were the lessons learnt, what were the key drivers for change and any evaluation criteria 

Digital survey of 50 radiology professionals across Wales

Interview with radiology clinical lead of the RISP Programme and subject matter expert, sales manager for new PACS supplier and RISP procurement lead

2 x focus groups of 8 different radiology professionals from across Wales

	2. To explore general issues of digital systems transition within healthcare environments 
	

	3. To determine possible solutions to the challenges implementing digital systems within healthcare environments
	



Research paradigm
Qualitative research is a systemic enquiry into social trends in natural settings, with constructivist researchers arguing that there is no single reality in peoples views on a certain topic and qualitative research draws on constructivist beliefs. In terms of healthcare, there are different qualitative research approaches commonly used: grounded theory, ethnography, and phenomenology (Teherani et, al. 2015). Similar to (Teherani et al., 2015), (Paradis et al., 2016) identified that qualitative research is often used when there is a problem and no clearly identified solution. Whilst there are lessons that can be learnt from digital transformations and general technology refresh, there are multiple factors that can affect the success of these implementations. A qualitative approach is the most appropriate research approach to answering the research objectives for this project, as it will allow feedback to be obtained from users of the current and new digital systems. 
This project will follow an epistemology research paradigm which is defined as how reality is known by the research that it seeks to uncover. This is relevant to this project as this approach will allow the researcher to identify how the world is viewed around them. For example, the research objectives will determine what participants in this project view as the benefits, issues and possible solutions in regards to implementing digital systems. Each participant will have their own opinions and views on reality, based on their own experiences from working in a healthcare environment (Alharahsheh and Pius, 2020). This follows a constructivist theory which is based around an idea that participants in this project will have constructed and developed learning and knowledge throughout their careers within the healthcare sector, which will enable them to provide their views and beliefs on evaluating digital transformation within a healthcare environment (Kurt, 2021). 
A positivist approach will not be used in this project as this is not the best approach to answer the research questions, noting that there is likely to be more complex reasoning behind participants views on the research objectives. There is also no single answer in explaining what the best solution is to overcoming challenges of implementing digital systems within healthcare environments(Amin et al., 2020).  
(Teherani et al., 2015) argues the importance of considering the views about what is possible to study and what will affect the approach. In relation to this project, it will be possible to determine what peoples views and worries in relation to digital transformation and general technology refresh. In relation to changing PACS systems, the research will measure peoples views and opinions from changing from one supplier to another, whether people feel involved and engaged in the change management process, peoples appetite to change and generally whether people have a positive approach to implementing the new systems. Digital transformation and the implementation of digital systems is not a new concept within the NHS. Digital technology has long been seen as a way of engaging with patients, improving efficiency and reducing waiting times, so NHS staff should be accustomed to digital change. However not all areas of the NHS have seen the benefits from digital transformation, so different staff may have different experiences they can draw upon for this project owve (Honeyman, Dunn and Mckenna, 2016; Ham, 2020). 
In terms of evaluating the emotional and psychological impact on staff of digital transformation and understanding some of the barriers to change, phenomenological research will be used in investigating the everyday experiences of people. Peoples feelings and emotions can directly impact change and the success of digital transformation, and understanding this will be key in developing possible solutions to the identified challenges. Focus groups and interviews with NHS staff will help this project identify their experience and what it means to them as key workers juggling competing priorities (Groenewald, 2004).  
Quantitative research has been considered, but this project is focussed on identifying and determining qualitative findings. There have been some quantitative studies regarding PACS, such as (Calabrese, 2016) that have examined PACS utilisation based on the number of studies per hospital ward, which may be drawn upon in the literature review. 
Data collection methods
(Paradis et, al. 2016) argues that data collection methods are important as they can help determine sound explanations by a researcher. For this project, the following data collection methods will be used:
· Survey – a survey will be issued to 50 radiology professionals working across Wales. Across 7 health boards and 2 Trusts, the following types of staff will be invited to respond; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. This group of staff have been identified as they will be directly and indirectly affected by the PACS implementation. Radiology and PACS managers use a PACS system on a regular basis. Admin/clerical staff do not use the PACS system regularly, however their work will be directly impacted by PACS managers. Digital leads across Health Boards and Trusts have been tasked with implementing the change in PACS systems from a technical perspective, and will have insight into the technical aspects of system refresh. This is a technical challenge from a digital perspective (due to training and data migration), and this group of staff will need to ensure the new PACS system is integrated and fully functional for the radiology staff to use. 

There will be some closed and open ended questions in the survey to allow for professionals to yield coherent responses and broad enough to invite a range of answers. The survey will be conducted using survey monkey, and will focus on identifying the following:
· Identify how many staff are aware of the forthcoming PACS system change
· Identify and rank the importance of the benefits of implementing the Philips PACS system
· Identify any worries and concerns they have regarding the change of PACS systems
· Identify any perceived challenges 

Electronic surveys have many advantages over traditional surveys, including a reduction in cost (compared to paper based surveys) and simplicity of analysis. Drawbacks to this type of data collection include the possibility for selection bias and poorer response rates. In order for researchers to capitalise on electronic surveys, they must consider how to maximise response rates, and this project will do this by targeting healthcare staff specifically affected by the PACS system refresh (McPeake, et, al. 2012). An average response rate for studies that utilised data collected from surveys is circa 52.7 percent, with a standard deviation of 20.4, while the average response rate for studies that utilised data collected from companies and organisations was 35.7 percent with a standard deviation of 18.8 (Baruch & Holtom 2008). This would suggest an anticipated response rate of just over 25 based on a sample size of 50 for this project. This should give sufficient responses to be analysed, which will be presented in graphical format in the appendices where appropriate (notable the benefits and concerns). The survey will ask participants to identify their gender, how long they have worked in the NHS, their job role and whether they have any experience of digital implementations/system refresh. These questions will be asked in order to generate a baseline, so that potential themes and conclusions can be made.

· Interviews – there will be 5 interviews held with key members of staff within the RISP programme; 
· RISP Clinical Lead – a radiologist with decades of experience diagnosing patients using PACS, they have used multiple PACS systems and aware of good practice across the world
· Subject Matter Expert – a radiographer with decades of experience, and has excellent networks with other radiographers across Wales. Provides specialist advice to the RISP programme
· Procurement Lead – responsible for developing the procurement documents that included the benefits for the change, along with an awareness of the implementation challenges and timescales 
· Philips Sales Manager – extensive experience with the Philips PACS system, and knowledge of the technical and operational aspects of PACS implementation from a suppliers perspective
· RISP Programme Director – overall responsibility of the implementation, with networks spanning all strategic and operational aspects of radiology

These interviews will be conducted with a set of predetermined questions via MS Teams. Permission will be sought to record the interview. The interviews will be used to meet research objectives 2-4. (Paradis et, al. 2016) argues that many questions that can be asked both by surveys and interviews, but interviews yield more in depth, richer data. This is supported by (Hammarberg et, al. 2016) who argues that concepts of normative behaviour can be identified through interviews. Notes of the interviews will be made but not transcribed, so that any posture, body language or change of tone from the participants can be noted. 
· 2 different focus groups will be used to gather information in a group setting, using a script to generate questions and answers for research objectives 2-4. Focus groups allow researchers to capture participants reactions and comments and help identify why people behave a certain way, which will be useful for research objective 4, as people will be key in ensuring the success of the PACS implementation (Teherani et al., 2015), supported by (Paradis et al., 2016). There will be no more than 8 different people attending each of the two focus groups. The aim is to have one representative from a radiology department from each of the health boards across Wales, as this will give a holistic view across the country of the PACS implementation. Similar to the interviews, the following types of staff will be invited to participate in the focus groups; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. Findings from the two focus groups will be compared to identify any similarities or conflicting information. Having two focus groups will provide a more detailed and deeper understanding of issues, compared to just one focus group, and this should capture 80% of the themes discussed (Hennink et al., 2019). Therefore this approach should be sufficient in identifying the key aspects of the research objectives.  

Observations will not be used for this project, as the research objectives for this project are focussed on understanding the benefits, challenges and solutions to a PACS implementation. 
For qualitative data projects, explain how you will determine saturation and transferability. 
Saturation
Saturation is defined on the basis that the data that has been collected or analysed, further data collection and/or analysis would be superfluous. Saturation should be operationalised in a way that is consistent with the research question and objectives, so that the risk to saturation in terms of coherence and potency is minimised (Saunders et al., 2018). Given the potential for ambiguity about the point at which saturation is reached, consideration should be given on providing evidence that saturation has been reached, rather than on concerns about the point at which saturation occurred. It is important to identify saturation in order to avoid unnecessary further data collection, for example continuing with interviews despite no new themes being generated (Constantinou et al. 2017). This view is shared by (Guest et al., 2020) who argue that over the past 20 years, academics have asked how many quantitative interviews are enough?. Determining a saturation point is a challenging endeavour and for this project; the stopping point will be based on experience and judgement the researcher, with flexibility and transparency being used to assessing and reporting on thematic saturation (Tran et al., 2017). It is anticipated the focus groups last between 1-2 hours as this should allow sufficient time for respondents to feedback their opinions. Clinical staff have limited time available, so it is important to keep the research focussed.
Based on completing 5 interviews and 2 focus groups for this project, it is not anticipated that saturation will be reached, as saturation is achieved between 9-17 interviews and 4-8 focus groups for relatively homogenous study populations. A number of different factors can influence saturation and whether further research is needed in this area (Hennink and Kaiser 2022). 
Transferability
Transferability in qualitative research examines to the degree in which the findings of qualitative research can be transferred and applied to other settings and context (Finfgeld-Connett 2010). Researchers can only give a general indication as to whether research can be validly transferred to other areas, and that transferability does not involve broad claims, but instead invites readers to make their own conclusions (Lincoln and Guba 1990).  There are other areas of the UK that are currently procuring PACS systems. The learning and findings of these procurement exercises could be shared, in order to help them assist in PACS implementations. This may be of particular importance if the solutions to the challenges identified within this project are consistently identified through the interviews, survey and focus groups. The identified challenges that this project will identify, may help other health authorities implementing PACS in the future, and plan for service change more effectively. 
To ensure appropriate authenticity and credibility, a COREQ checklist has been completed (appendix 2). This will ensure as far as possible, that the research avoids personal bias.
Data analysis methods
Content analysis will be used to identify the cluster of certain words that may be used from surveys and questionnaires. This method is one of the most common data analysis approaches used for qualitative research as it allows qualitative data generated to be grouped into categories with similar themes. Such themes can then be verified and repeated to confirm further themes and categories However it is noted that this approach maybe more time consuming compared to other analysis processes. This will be done by reviewing the recorded MS Teams interviews and focus groups, and making notes where common themes or words are said. Following this initial process, a second shorter list of key themes and words will be produced. The findings will then be verified, and discussed with the projects supervisor (Burnard et al., 2008).
However, noting that some of the participants story maybe lost through content analysis, narrative analysis will also be used to construct a story and narrative from their own personal experience. Firstly the participant will interpret their own experience of digital transformation through narrative, and subsequently the researcher will interpret the construction of that narrative. How the participant creates their narrative will be analysed along with what function the story serves, the stories substance and how the story is performed (Parcell and Baker, 2017). 


Discuss any ethical or information governance issues you would need to consider, including a draft of your ethical review form (1,000 words, excluding the ethics form)
Addressing legal and ethical issues in academic research is vital in ensuring the validity and integrity of the research, conclusions and findings. Many ethical issues for qualitative research are similar to those of quantitative research. The Declaration of Helsinki established ethical principles involving human participants, and this project will follow these principles. This will be done by ensuring all participants sign a written consent form for participating in the study, caution will be used when the research participant is known to the researcher, and wellbeing of the participant will take precedent over the interests of science and society. This project will also follow the principles of do no harm, maximise possible benefits and respect participants (Yip, Han and Sng, 2016). As this project will use research methods that will produce text instead of numerical data, the approach of the researcher may need to develop as the project progresses. Therefore learning from mistakes can be seen as an integral part of the research process. For example, if a probing question in the first focus group doesn’t yield any positive feedback, the approach could be amended for the second focus group (Sanjari et al., 2014)
Despite some academics (Delamont and Atkinson, 2018) arguing that qualitative research presents minimal risks to participants and that ethics committees are unnecessary and detrimental to research, there has been an increasing amount of academic research to argue against this view. Over the past 10 years a range of ethical dilemmas that researchers face have been identified (including participants psychological or emotional wellbeing) when conducting social research, with (Wiles, 2013) arguing that social science research is never risk free. Therefore it is important that this project follows a sound ethical process and places participants wellbeing at the forefront of the research. For example, stopping an interview if a participant becomes distressed.  
Bias 
Bias can distort results of a study, so it is important that this project is conducted in a way that promotes the principle of justice, so that any findings and conclusions can be respected and held up to scrutiny. This project is not being funded by any organisation, and its research aim and objectives have been chosen with the explicit purpose to help promote learning of system refresh and digital transformation, that may benefit other organisations in the future who are embarking of a similar path. The researcher for this project is the National Programme Lead for RISP employed by Digital Health and Care Wales (DHCW), so it could be argued that their own beliefs and opinions maybe reflected in the project, noting that DHCW are a catalyst for digital transformation within the NHS. However, (Burnard et al., 2008) argues that researchers conducting qualitative research are an integral part of the process and end project, and the separation from this should not be possible or desirable. 
Although selection bias could be reduced by selecting random participants (Galdas, 2017), in order to establish and collect rich data for this project, specific NHS staff involved in digital transformations (notably PACS implementation) will be interviewed. These NHS staff have experience working within the radiology field have some have experience undergoing a digital transformation previously, which (Salazar, 1990) argues is important when undertaking research. The sales manager from the new supplier may have a bias towards the products and services that they offer, noting that it is their job to promote digital implementation and transformation  in order to develop new business opportunities. It is believed that for this project, interviewing both the supplier and the end users of a digital system, will give a wider view of the considerations of system refresh, and therefore it is important to obtain views from these participants. 
The Supervision of this project by an independent academic from the University will provide some checks and balances of any potential bias of the interviewer. (Salazar, 1990) argues the importance of considering the right people to interview, with recognition of potential bias of the interviewer.


Consent
Informed consent is recognised as a vital aspect of ethics in research in a range of different fields. Consent will be obtained before a participant engages in this project and participants will be made aware of their data and information will be collected and used. GDPR will be complied with during and after the consent process, which will be detailed in a written consent form outlining what the aims and objectives of the research is along with how long their data will be held and obtaining a written signature to confirm they are happy to participate in the research. This project will be collecting participants views and opinions, and some participants may want their view documented anonymously. Where this is requested, the researcher will ensure participants names are omitted or not attributable to them (Klykken, 2021).   
Confidentiality and data security
For qualitative research projects, (Kaiser, 2009) argues maintaining confidentiality whilst detailing accounts from participants presents challenges such as data storage and identifying how data will be shared. Therefore it is important for this project to follow UK GDPR and Data Protection Act 2018, which specifically has provisions for processing data for research purposes. This project aligns with the research provision scientific or historical research purposes  (‘Research provisions’, 2023), and Section 33 of the Data Protection Act which includes research purposes, where data is not processed in such a way that damage or distress could be caused to any data subject (Thiarai, Chotvijit and Jarvis, 2019).  Participants will be able to remain anonymous within the survey if they so wish and decline for the focus groups to be filmed. 
Information Governance
The increased use of digital systems across the NHS has reinforced the need for effective security and confidentiality. Obtaining, recording, using and sharing information ethically and appropriately should be done within a legal framework. Obtaining written consent from particpants willing to share their data, is one of the fundamental principles of good information governance. Recording information securely and safely is another principle, and for this project, data (responses to questionnaires and recordings of focus groups), will be stored securely on the personal computer of the researcher. Files will be password protected, and so will the computer used to access the files (Donaldson and Walker, 2004). Names of participants will not be used, so any responses will not be directly attributable to any participant.
Ethical review form
(embedded below)



APPLICATION FOR ETHICAL APPROVAL


	RESEARCH STUDENTS
This form is to be completed by the student within SIX months for full-time students and TWELVE months for part time students, after the commencement of the research degree or following progression to Part Two of your course. 

Once complete, submit this form via the MyTSD Doctoral College Portal at (https://mytsd.uwtsd.ac.uk).

This document is also available in Welsh.


	RESEARCH 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.


	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.




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.  

SECTION A: About You (Principal Researcher)
	1
	Full Name:
	Gareth Cooke

	2
	Tick all boxes that apply:
	Member of staff:
	☐
	Honorary research fellow:
	☐

	
	Undergraduate Student
	☐	Taught Postgraduate Student
	☐	Postgraduate Research Student
	☒


	3
	Institute/Academic Discipline/Centre:
	
MSc Digital skills for health and care profession

	4
	Campus:
	


	5
	E-mail address:
	
2110531@student.uwtsd.ac.uk

	6
	Contact Telephone Number:
	07933885154


	
	For students:

	7
	Student Number:
	2110531

	8
	Programme of Study:
	

	9
	Director of Studies/Supervisor:
	Philip Scott





SECTION B: Approval for Research Activity
	1
	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

	2
	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
	☐	

	
	
	Institute Research Committee
	☐	

	
	
	Other (write in)

	☐	



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, 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 Code of Practice
	☒
	2
	UWTSD Research Data Management Policy
	☒

	3
	[List any other relevant documents here]
	☐



SECTION D: External Collaborative Research Activity
If there are external collaborators then you should gain consent from the contact persons to share their personal data with the university. If there are no external collaborators then leave this section blank and continue to section E.
	1
	Institution
	


	2
	Contact person name
	


	3
	Contact person e-mail address

	

	4
	Is your research externally funded?
	YES
	☐
	NO
	☒

	5
	Are you in receipt of a KESS scholarship?
	YES
	☐
	NO
	☒

	6
	Are you specifically employed to undertake this research in either a paid or voluntary capacity?
	Voluntary
	YES
	☐
	NO
	☒

	7
	
	Employed
	YES
	☐
	NO
	☒

	8
	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
	☐

	9
	Has 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
	10
	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 (this may be a copy of an email if appropriate).




SECTION E: Details of Research Activity
	1
	Indicative title:
	Digital system transition in healthcare: an evaluation of a proposed new Picture Archiving Communication System (PACS) across Wales

	2
	Proposed start date:
	September 2023
	Proposed end date:
	May 2024

	
	Introduction to the Research (maximum 300 words per section)
Ensure that you write for a Non-Specialist Audience when outlining your response to the 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. 

	3
	Purpose of Research Activity



(this box should expand as you type)

	4
	Research Question



(this box should expand as you type)

	5
	Aims of Research Activity

Digital system transition in healthcare: an evaluation of a proposed new Picture Archiving Communication System (PACS) across Wales

(this box should expand as you type)

	6
	Objectives of Research Activity

4. To explore the benefits of implementing digital systems within healthcare environments
5. To explore general issues of digital systems transition within healthcare environments 
6. To determine possible solutions to the challenges implementing digital systems within healthcare environments


(this box should expand as you type)

	
	Proposed methods (maximum 600 words)
Provide a brief summary of all the methods that may be used in the research activity, making it clear what specific techniques may be used. If methods other than those listed in this section are deemed appropriate later, additional ethical approval for those methods will be needed. You do not need to justify the methods here, but should instead describe how you intend to collect the data necessary for you to complete your project.

	7
	
· Survey – a survey will be issued to 50 radiology professionals working across Wales. Across 7 health boards and 2 Trusts, the following types of staff will be invited to respond; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. This group of staff have been identified as they will be directly and indirectly affected by the PACS implementation. Radiology and PACS managers use a PACS system on a regular basis. Admin/clerical staff do not use the PACS system regularly, however their work will be directly impacted by PACS managers. Digital leads across Health Boards and Trusts have been tasked with implementing the change in PACS systems from a technical perspective, and will have insight into the technical aspects of system refresh. This is a technical challenge from a digital perspective (due to training and data migration), and this group of staff will need to ensure the new PACS system is integrated and fully functional for the radiology staff to use. 

There will be some closed and open ended questions in the survey to allow for professionals to yield coherent responses and broad enough to invite a range of answers. The survey will be conducted using survey monkey, and will focus on identifying the following:
· Identify how many staff are aware of the forthcoming PACS system change
· Identify and rank the importance of the benefits of implementing the Philips PACS system
· identify any worries and concerns they have regarding the change of PACS systems
· Identify any perceived challenges 

Electronic surveys have many advantages over traditional surveys, including a reduction in cost (compared to paper based surveys) and simplicity of analysis. Drawbacks to this type of data collection include the possibility for selection bias and poorer response rates. In order for researchers to capitalise on electronic surveys, they must consider how to maximise response rates, and this project will do this by targeting healthcare staff specifically affected by the PACS system refresh (McPeake, et, al. 2012). An average response rate for studies that utilised data collected from surveys is circa 52.7 percent, with a standard deviation of 20.4, while the average response rate for studies that utilised data collected from companies and organisations was 35.7 percent with a standard deviation of 18.8 (Baruch & Holtom 2008). This would suggest an anticipated response rate of just over 25 based on a sample size of 50 for this project. This should give sufficient responses to be analysed, which will be presented in graphical format in the appendices where appropriate (notable the benefits and concerns).

· Interviews – there will be 5 interviews held with key members of staff within the RISP programme; 
· RISP Clinical Lead – a radiologist with decades of experience diagnosing patients using PACS, they have used multiple PACS systems and aware of good practice across the world
· Subject Matter Expert – a radiographer with decades of experience, and has excellent networks with other radiographers across Wales. Provides specialist advice to the RISP programme
· Procurement Lead – responsible for developing the procurement documents that included the benefits for the change, along with an awareness of the implementation challenges and timescales 
· Philips Sales Manager – extensive experience with the Philips PACS system, and knowledge of the technical and operational aspects of PACS implementation from a suppliers perspective
· RISP Programme Director – overall responsibility of the implementation, with networks spanning all strategic and operational aspects of radiology

These interviews will be conducted with a set of predetermined questions via MS Teams. Permission will be sought to record the interview. The interviews will be used to meet research objectives 2-4, with a particular focus on determining the cultural impact of changing the PACS system. (Paradis et, al. 2016) argues that many questions that can be asked both by surveys and interviews, but interviews yield more in depth, richer data. This is supported by (Hammarberg et, al. 2016) who argues that concepts of normative behaviour can be identified through interviews. Notes of the interviews will be made but not transcribed, so that any posture, body language or change of tone from the participants can be noted. 
· 2 different focus groups will be used to gather information in a group setting, using a script to generate questions and answers for research objectives 2-4. Focus groups allow researchers to capture participants reactions and comments and help identify why people behave a certain way, which will be useful for research objective 4, as people will be key in ensuring the success of the PACS implementation. (Teherani et al., 2015), supported by (Paradis et al., 2016) and (Hammarberg et al., 2016). There will be no more than 8 different people attending each of the two focus groups. The aim is to have one representative from a radiology department from each of the health boards across Wales, as this will give a holistic view across the country of the PACS implementation. Similar to the interviews, the following types of staff will be invited to participate in the focus groups; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. Findings from the two focus groups can be compared to identify any similarities or conflicting information. Having two focus groups will provide a more detailed and fuller understanding of issues, compared to just one focus group, and this should capture 80% of the themes discussed (Hennink et al., 2019). Therefore this approach should be sufficient in identifying the key aspects of the research objectives. 

Observations will not be used for this project, as the research objectives for this project are focussed on understanding the benefits, challenges and solutions to a PACS implementation. 


(this box should expand as you type)

	

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

	8
	
Wales
(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. If you live in the country where you will do the research then please state this.

	9
	

N/A
(this box should expand as you type)



	10
	Use of documentation not in the public domain: Are any documents NOT publicly available? 

	NO
	☒

	
	
	YES
	☐

	11
	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 the current data protection law of the country in question and that of England and Wales.



(this box should expand as you type)



	
	Does your research relate to one or more of the seven aims of the Well-being of Future Generations (Wales) Act 2015?
	
YES
	
NO

	12
	A prosperous Wales
	☐
	☐

	13
	A resilient Wales
	☐
	☐

	14
	A healthier Wales
	☒
	☐

	15
	A more equal Wales
	☐
	☐

	16
	A Wales of cohesive communities
	☐
	☐

	17
	A Wales of vibrant culture and thriving Welsh language
	☐
	☐

	18
	A globally responsible Wales
	☐
	☐

	19
	If YES to any of the above, please give details:

	
	
By improving NHS services for patients, through the use of digital technology 

(this box should expand as you type)



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

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

	2
	Use of interviews?
	☒
	☐

	3
	Use of focus groups?
	☒
	☐

	4
	Use of participant diaries? 
	☐
	☒

	5
	Use of video or audio recording?
	☒
	☐

	6
	Use of computer-generated log files?
	☐
	☒

	7
	Participant observation with their knowledge?
	☐
	☒

	8
	Participant observation without their knowledge?
	☐
	☒

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

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

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

	12
	Investigation of participants involved in illegal activities?
	☐
	☒

	13
	Use of procedures that involve deception?
	☐
	☒

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

	15
	Working with live vertebrate animals?
	☐
	☒

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

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

	
	Details of any other primary data collection method:



(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
If there are no participants then do not complete this section, but go directly to section H.

	
	Who are the intended participants:
	
YES
	
NO

	1
	Students or staff at the University?
	☐
	☒

	2
	Adults (over the age of 18 and competent to give consent)?
	☒
	☐

	3
	Vulnerable adults?
	☐
	☒

	4
	Children and Young People under the age of 18? (Consent from Parent, Carer or Guardian will be required)
	☐
	☒

	5
	Prisoners?
	☐
	☒

	6
	Young offenders?
	☐
	☒

	7
	Those who could be considered to have a particularly dependent relationship with the investigator or a gatekeeper?
	☐
	☒

	8
	People engaged in illegal activities?
	☐
	☒

	9
	Others. Please indicate the participants below, and specifically any group who may be unable to give consent.

	☐
	☒

	
	Details of any other participant groups:



(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? 

	10
	How many participants are expected?

	50 for the survey
5 interviews 
16 for focus groups

(this box should expand as you type)

	11
	Who will the participants be?

	
Surveys:
Will be issued to 50 radiology professionals working across Wales. Across 7 health boards and 2 Trusts, the following types of staff will be invited to respond; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. This group of staff have been identified as they will be directly and indirectly affected by the PACS implementation. Radiology and PACS managers use a PACS system on a regular basis. Admin/clerical staff do not use the PACS system regularly, however their work will be directly impacted by PACS managers. Digital leads across Health Boards and Trusts have been tasked with implementing the change in PACS systems from a technical perspective, and will have insight into the technical aspects of system refresh. This is a technical challenge from a digital perspective (due to training and data migration), and this group of staff will need to ensure the new PACS system is integrated and fully functional for the radiology staff to use. 

Interviews:
· RISP Clinical Lead – a radiologist with decades of experience diagnosing patients using PACS, they have used multiple PACS systems and aware of good practice across the world
· Subject Matter Expert – a radiographer with decades of experience, and has excellent networks with other radiographers across Wales. Provides specialist advice to the RISP programme
· Procurement Lead – responsible for developing the procurement documents that included the benefits for the change, along with an awareness of the implementation challenges and timescales 
· Philips Sales Manager – extensive experience with the Philips PACS system, and knowledge of the technical and operational aspects of PACS implementation from a suppliers perspective
· RISP Programme Director – overall responsibility of the implementation, with networks spanning all strategic and operational aspects of radiology

Focus groups
The aim is to have one representative from a radiology department from each of the health boards across Wales, as this will give a holistic view across the country of the PACS implementation.

(this box should expand as you type)

	12
	How will you identify the participants?
	
Through existing relationships and knowledge of the researcher within their role within DHCW

(this box should expand as you type)




	
	Information for participants:
	
YES
	NO
	
N/A

	13
	Will you describe the main research procedures to participants in advance, so that they are informed about what to expect?
	☒
	☐
	☐

	14
	Will you tell participants that their participation is voluntary?
	☒
	☐
	☐

	15
	Will you obtain written consent for participation?
	☒
	☐
	☐

	16
	Will you explain to participants that refusal to participate in the research will not affect their treatment or education (if relevant)?
	☒
	☐
	☐

	17
	If the research is observational, will you ask participants for their consent to being observed?
	☒
	☐
	☐

	18
	Will you tell participants that they may withdraw from the research at any time and for any reason?
	☒
	☐
	☐

	19
	With questionnaires, will you give participants the option of omitting questions they do not want to answer?
	☐
	☐
	☒

	20
	Will you tell participants that their data will be treated with full confidentiality and that, if published, it will not be identifiable as theirs?
	☒
	☐
	☐

	21
	Will you debrief participants at the end of their participation, in a way appropriate to the type of research undertaken?
	☒
	☐
	☐

	22
	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

	24
	Will participants be paid?
	☐
	☒
	☐

	25
	Is specialist electrical or other equipment to be used with participants?
	☐
	☒
	☐

	26
	Are there any financial or other interests to the investigator or University arising from this study?
	☐
	☒
	☐

	27
	Will the research activity involve deliberately misleading participants in any way, or the partial or full concealment of the specific study aims?
	☐
	☒
	☐

	28
	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.  

	1
	Full risk assessment completed and appended? 
	Yes 
	☐

	
	
	No
	☒

	2
	Risks to participants
For example: sector-specific health & safety, emotional distress, financial disclosure, physical harm, transfer of personal data, sensitive organisational information

	
	Risk to participants:
Emotional distress

(this box should expand as you type)
	How you will mitigate the risk to participants:
Facilitate the end of interview or focus group 



(this box should expand as you type)

	3
	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.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

	
	
N/A

(this box should expand as you type)

	4
	Risks to the investigator
For example: personal health & safety, physical harm, emotional distress, risk of accusation of harm/impropriety, conflict of interest

	
	Risk to the investigator:

Reputational risk from working within the sector if research is not undertaken professionally, fairly and in a non bias way 

(this box should expand as you type)
	How you will mitigate the risk to the investigator:

Ensure research is undertaken professionally, fairly and in a non bias way 


(this box should expand as you type)

	5
	University/institutional risks
For example: adverse publicity, financial loss, data protection

	
	Risk to the University:

N/A

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



(this box should expand as you type)

	6
	Environmental risks
For example: accidental spillage of pollutants, damage to local ecosystems

	
	Risk to the environment:

N/A

(this box should expand as you type)
	How you will mitigate the risk to environment:



(this box should expand as you type)



	
	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


	7
	Does your research require you to hold a current DBS Certificate?
	☐
	☒
	☐

	8
	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 I: Feedback, Consent and Confidentiality

	1
	Feedback
What de-briefing and feedback will be provided to participants, how will this be done and when? 

	
	
An anonymised summary of findings will be provided to all participants once all the primary research has been completed

(this box should expand as you type)

	2
	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 be asked to sign a written consent form for participating in the study. Caution will be used when the research participant is known to the researcher, and wellbeing of the participant will take precedent over the interests of science and society.

(this box should expand as you type)

	3
	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. 

	
	
Participants will be able to remain anonymous within the survey if they so wish.

(this box should expand as you type)



SECTION J: Data Protection and Storage

	
	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

	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 is considered to be personal data.
	☐
	X

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

	2
	


(this box should expand as you type)

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

	3
	“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:

	4
	


(this box should expand as you type)



	
	
Will data from the research activity (collected data, drafts of the thesis, or materials for publication) be stored in any of the following ways?
	YES
	NO

	5
	Manual files (i.e. in paper form)?
	☐
	☒

	6
	University computers?
	☐
	☒

	7
	Private company computers?
	☐
	☒

	8
	Home or other personal computers?
	☒
	☐

	9
	Laptop computers/ CDs/ Portable disk-drives/ memory sticks?
	☐
	☒

	10
	“Cloud” storage or websites?
	☐
	☒

	11
	Other – specify:

	☐
	☒

	12
	For all stored data, explain the measures in place to ensure the security of the data collected, data confidentiality, including details of backup procedures, password protection, encryption, anonymisation and pseudonymisation:

	
	[bookmark: _Hlk134696999]All data will be stored securely on a password protected home computer. Names of participants will not be used, so any responses will not be directly attributable to any participant. 

(this box should expand as you type)



	
	Data Protection

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

	13
	Electronic transfer of data in any form?
	☒
	☐

	14
	Sharing of data with others at the University outside of the immediate research team?
	☐
	☒

	15
	Sharing of data with other organisations?
	☐
	☒

	16
	Export of data outside the UK or importing of data from outside the UK?
	☐
	☒

	17
	Use of personal addresses, postcodes, faxes, emails or telephone numbers?
	☐
	☐

	18
	Publication of data that might allow identification of individuals?
	☐
	☒

	19
	Use of data management system?
	☐
	☒

	20
	Data archiving?
	☐
	☒

	21
	If YES to any question, please provide full details, explaining how this will be conducted in accordance with the GDPR and Data Protection Act (2018) (and any international equivalents, where appropriate):

	
	Electronic transfer of data will be undertaken through the use of an electronic survey. This project will follow UK GDPR and Data Protection Act 2018, which specifically has provisions for processing data for research purposes. This project aligns with the research provision scientific or historical research purposes  (‘Research provisions’, 2023), and Section 33 of the Data Protection Act which includes research purposes, where data is not processed in such a way that damage or distress could be caused to any data subject


(this box should expand as you type)

	22
	List all who will have access to the data generated by the research activity:

	
	
The researcher, Gareth Cooke 

(this box should expand as you type)

	23
	List who will have control of, and act as custodian(s) for, data generated by the research activity:

	
	


(this box should expand as you type)

	24
	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.  

	
	


(this box should expand as you type)

	25
	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) 

	
	


(this box should expand as you type)

	26
	Confirm that you have read the UWTSD guidance on data management (see https://www.uwtsd.ac.uk/library/research-data-management/)
	YES
	☒

	27
	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
	☒





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 which is published on the website: https://www.uwtsd.ac.uk/research/research-ethics/ 

	1
	Signature of applicant:
	G Cooke
	Date:
11/05/2023

	
	
	
	



For STUDENT Submissions:
	2
	Director of Studies/Supervisor:
	
	Date:

	3
	Signature:
	

	



For STAFF Submissions:
	4
	Academic Director/ Assistant Dean:
	
	Date:

	5
	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 (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 Academic Director.



	RESEARCH STUDENTS ONLY
Once complete, submit this form via the MyTSD Doctoral College Portal at (https://mytsd.uwtsd.ac.uk).


	RESEARCH 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.


	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.





Appendices 
Appendix 1 - SPIDER Tool
A SPIDER tool (Kallio et al., 2016) can be used to search for qualitative research methods by defining specific research questions. (Cooke, Smith and Booth, 2012) argue that the SPIDER tool is a development from the PICO tool for defining key elements of a review question. The SPIDER tool can be applied to this project:
Sample: The population sample will be NHS staff working in Wales, who work directly, or have had direct involvement with digital transformation within radiology
PI: Phenomenon of interest is system refresh and/or digital transformation within the NHS, with a focus on radiology  
Design: will be questionnaires, interviews and focus groups. 
Evaluation: evaluating the experience of NHS staff, considering their views and experiences
Research Type: Qualitative methods will be used, including grey literature from within the RISP programme



Appendix 2 – COREQ Checklist

Consolidated criteria for reporting qualitative studies (COREQ): 32-item checklist

Developed from:
Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-item checklist for interviews and focus groups. International Journal for Quality in Health Care. 2007. Volume 19, Number 6: pp. 349 – 357


	No.  Item 

	Guide questions/description
	Reported on Page #

	Domain 1: Research team and reﬂexivity 
	
	

	Personal Characteristics 
	
	

	1. Inter viewer/facilitator
	Which author/s conducted the inter view or focus group? 
	Gareth Cooke

	2. Credentials
	What were the researcher’s credentials? E.g. PhD, MD 
	BSc (hons) MBA

	3. Occupation
	What was their occupation at the time of the study? 
	Programme Lead, DHCW

	4. Gender
	Was the researcher male or female? 
	Male

	5. Experience and training
	What experience or training did the researcher have? 
	20 years public sector in social services and NHS

	Relationship with participants 
	
	

	6. Relationship established
	Was a relationship established prior to study commencement? 
	Some colleagues

	7. Participant knowledge of the interviewer 
	What did the participants know about the researcher? e.g. personal goals, reasons for doing the research 
	Participants were briefed on the purpose of the study and understood it. Participants reviewed the participant information documentation prior to giving their written informed consent to be involved.

	8. Interviewer characteristics
	What characteristics were reported about the inter viewer/facilitator? e.g. Bias, assumptions, reasons and interests in the research topic 
	Interviewer is RISP programme lead whose key role is to implement a new PACS 




	Domain 2: study design 
	
	


	Theoretical framework 
	
	


	9. Methodological orientation and Theory 
	What methodological orientation was stated to underpin the study? e.g. grounded theory, discourse analysis, ethnography, phenomenology, content analysis 
	Pages 6 and 7

	Participant selection 
	
	


	10. Sampling
	How were participants selected? e.g. purposive, convenience, consecutive, snowball 
	Page 8

	11. Method of approach
	How were participants approached? e.g. face-to-face, telephone, mail, email 
	Pages 8 and 9

	12. Sample size
	How many participants were in the study? 
	Pages 7 and 8 

	13. Non-participation
	How many people refused to participate or dropped out? Reasons? 
	TBC



	Setting
	
	


	14. Setting of data collection
	Where was the data collected? e.g. home, clinic, workplace 
	Online

	15. Presence of non-participants
	Was anyone else present besides the participants and researchers? 
	No


	16. Description of sample
	What are the important characteristics of the sample? e.g. demographic data, date 
	TBC


	Data collection 
	
	


	17. Interview guide
	Were questions, prompts, guides provided by the authors? Was it pilot tested? 
	Objectives on pages 4 and 5

	18. Repeat interviews
	Were repeat inter views carried out? If yes, how many? 
	TBC

	19. Audio/visual recording
	Did the research use audio or visual recording to collect the data? 
	Page 8

	20. Field notes
	Were ﬁeld notes made during and/or after the inter view or focus group?
	Page 8

	21. Duration
	What was the duration of the inter views or focus group? 
	Page 9


	22. Data saturation
	Was data saturation discussed? 
	Page 9


	23. Transcripts returned
	Were transcripts returned to participants for comment and/or correction? 
	No
 

	Domain 3: analysis and ﬁndings 
	
	

	Data analysis 
	

	

	24. Number of data coders
	How many data coders coded the data? 
	One (The author)


	25. Description of the coding tree
	Did authors provide a description of the coding tree? 
	TBC

	26. Derivation of themes
	Were themes identiﬁed in advance or derived from the data? 

	Themes will be derived from the data


	27. Software
	What software, if applicable, was used to manage the data? 
	Microsoft Word and Excel

	28. Participant checking
	Did participants provide feedback on the ﬁndings? 
	Yes

	Reporting 
	

	

	29. Quotations presented
	Were participant quotations presented to illustrate the themes/ﬁndings? Was each quotation identiﬁed? e.g. participant number 

	TBC

	30. Data and ﬁndings consistent
	Was there consistency between the data presented and the ﬁndings? 
	TBC

	31. Clarity of major themes
	Were major themes clearly presented in the ﬁndings? 
	TBC

	32. Clarity of minor themes
	Is there a description of diverse cases or discussion of minor themes?      
	TBC
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How to replicate the PHW respiratory illness diagram for the coursework

For additional guidance on the "Compute Variable" task, see section 6.12.6 of the Field SPSS textbook. For further explanation of standard
error and 95% confidence intervals see sections 2.7 and 2.8 of the textbook. (See box below for how to access the textbook.)

1. Use the additional SPSS data file (CW_data2.sav) given below.

2. Calculate the standard error (SE=standard deviation divided by square oot of sample size, in this case "Population’) using Transform |
Compute Variable in SPSS - to add a new column into the data table.

3. Calculate the upper and lower limits of the 95% confidence interval, again using Compute Variable (hint: CI = value +/- (1.96 * SE)).

4.1n SPSS, go to Graphs | Legacy Dialogs | Line... then select "Drop-line” and *Values of individual cases". In "Points Represent’, select the
fields for resp_illness, All Wales and your new columns for upper and lower limits of the confidence interval. For *Category Labels", select
USOAcode.

5. Double click the generated diagram to get chart options. Go to Options and select Transpose Chart.

6. You should now have a diagram very similar to the PHW graphic (though without some of the detals).

E ‘Additional data file for CW

You will need this file for replicating the PHW diagram of respiratory illness incidence in Wales.

,7| How to access NHS Wales e-library

Double click to edit Chart IBM SPSS Statistics Processor is ready 4

Q Search

Unicode:ON Classic H: 924 W-8.89n | piic ool enable you to access to the SPSS textbook "Discovering Statistics Using 1BM SPSS Statistics” by Andy Field, Sth Edition.

* You can start accessing the e-Library here: NHS Wales e-Library

o Remember, access s instant from the NHS Wales network, or Sign in using your NHS Wales openAthens account. You will only need to
ncidence rate Is often used to measure the frequency of New cases of a particular disease or health

condition within a population. It is calculated by dividing the number of new cases of the disease or
condition by the total population at risk during the same time period, and then multiplying by a
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APPLICATION FOR ETHICAL APPROVAL





		RESEARCH STUDENTS

This form is to be completed by the student within SIX months for full-time students and TWELVE months for part time students, after the commencement of the research degree or following progression to Part Two of your course. 



Once complete, submit this form via the MyTSD Doctoral College Portal at (https://mytsd.uwtsd.ac.uk).



This document is also available in Welsh.





		RESEARCH 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.





		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.









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.  



SECTION A: About You (Principal Researcher)

		1

		Full Name:

		Gareth Cooke



		2

		Tick all boxes that apply:

		Member of staff:

		☐

		Honorary research fellow:

		☐



		

		Undergraduate Student

		☐		Taught Postgraduate Student

		☐		Postgraduate Research Student

		☒





		3

		Institute/Academic Discipline/Centre:

		

MSc Digital skills for health and care profession



		4

		Campus:

		





		5

		E-mail address:

		

2110531@student.uwtsd.ac.uk



		6

		Contact Telephone Number:

		07933885154





		

		For students:



		7

		Student Number:

		2110531



		8

		Programme of Study:

		



		9

		Director of Studies/Supervisor:

		Philip Scott











SECTION B: Approval for Research Activity

		1

		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



		2

		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

		☐		



		

		

		Institute Research Committee

		☐		



		

		

		Other (write in)



		☐		







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, 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 Code of Practice

		☒

		2

		UWTSD Research Data Management Policy

		☒



		3

		[List any other relevant documents here]

		☐







SECTION D: External Collaborative Research Activity

If there are external collaborators then you should gain consent from the contact persons to share their personal data with the university. If there are no external collaborators then leave this section blank and continue to section E.

		1

		Institution

		





		2

		Contact person name

		





		3

		Contact person e-mail address



		



		4

		Is your research externally funded?

		YES

		☐

		NO

		☐



		5

		Are you in receipt of a KESS scholarship?

		YES

		☐

		NO

		☐



		6

		Are you specifically employed to undertake this research in either a paid or voluntary capacity?

		Voluntary

		YES

		☐

		NO

		☐



		7

		

		Employed

		YES

		☐

		NO

		☐



		8

		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

		☐



		9

		Has 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

		10

		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 (this may be a copy of an email if appropriate).









SECTION E: Details of Research Activity

		1

		Indicative title:

		



		2

		Proposed start date:

		September 2023

		Proposed end date:

		May 2024



		

		Introduction to the Research (maximum 300 words per section)

Ensure that you write for a Non-Specialist Audience when outlining your response to the 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. 



		3

		Purpose of Research Activity







(this box should expand as you type)



		4

		Research Question







(this box should expand as you type)



		5

		Aims of Research Activity



Digital system transition in healthcare: an evaluation of a proposed new Picture Archiving Communication System (PACS) across Wales



(this box should expand as you type)



		6

		Objectives of Research Activity



1. [bookmark: _Hlk132461273]To explore the benefits of implementing digital systems within healthcare environments

2. To explore general issues of digital systems transition within healthcare environments 

3. To determine possible solutions to the challenges implementing digital systems within healthcare environments





(this box should expand as you type)



		

		Proposed methods (maximum 600 words)

Provide a brief summary of all the methods that may be used in the research activity, making it clear what specific techniques may be used. If methods other than those listed in this section are deemed appropriate later, additional ethical approval for those methods will be needed. You do not need to justify the methods here, but should instead describe how you intend to collect the data necessary for you to complete your project.



		7

		

· Survey – a survey will be issued to 50 radiology professionals working across Wales. Across 7 health boards and 2 Trusts, the following types of staff will be invited to respond; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. This group of staff have been identified as they will be directly and indirectly affected by the PACS implementation. Radiology and PACS managers use a PACS system on a regular basis. Admin/clerical staff do not use the PACS system regularly, however their work will be directly impacted by PACS managers. Digital leads across Health Boards and Trusts have been tasked with implementing the change in PACS systems from a technical perspective, and will have insight into the technical aspects of system refresh. This is a technical challenge from a digital perspective (due to training and data migration), and this group of staff will need to ensure the new PACS system is integrated and fully functional for the radiology staff to use. 



There will be some closed and open ended questions in the survey to allow for professionals to yield coherent responses and broad enough to invite a range of answers. The survey will be conducted using survey monkey, and will focus on identifying the following:

· Identify how many staff are aware of the forthcoming PACS system change

· Identify and rank the importance of the benefits of implementing the Philips PACS system

· identify any worries and concerns they have regarding the change of PACS systems

· Identify any perceived challenges 



Electronic surveys have many advantages over traditional surveys, including a reduction in cost (compared to paper based surveys) and simplicity of analysis. Drawbacks to this type of data collection include the possibility for selection bias and poorer response rates. In order for researchers to capitalise on electronic surveys, they must consider how to maximise response rates, and this project will do this by targeting healthcare staff specifically affected by the PACS system refresh (McPeake, et, al. 2012). An average response rate for studies that utilised data collected from surveys is circa 52.7 percent, with a standard deviation of 20.4, while the average response rate for studies that utilised data collected from companies and organisations was 35.7 percent with a standard deviation of 18.8 (Baruch & Holtom 2008). This would suggest an anticipated response rate of just over 25 based on a sample size of 50 for this project. This should give sufficient responses to be analysed, which will be presented in graphical format in the appendices where appropriate (notable the benefits and concerns).



· Interviews – there will be 5 interviews held with key members of staff within the RISP programme; 

· RISP Clinical Lead – a radiologist with decades of experience diagnosing patients using PACS, they have used multiple PACS systems and aware of good practice across the world

· Subject Matter Expert – a radiographer with decades of experience, and has excellent networks with other radiographers across Wales. Provides specialist advice to the RISP programme

· Procurement Lead – responsible for developing the procurement documents that included the benefits for the change, along with an awareness of the implementation challenges and timescales 

· Philips Sales Manager – extensive experience with the Philips PACS system, and knowledge of the technical and operational aspects of PACS implementation from a suppliers perspective

· RISP Programme Director – overall responsibility of the implementation, with networks spanning all strategic and operational aspects of radiology



These interviews will be conducted with a set of predetermined questions via MS Teams. Permission will be sought to record the interview. The interviews will be used to meet research objectives 2-4, with a particular focus on determining the cultural impact of changing the PACS system. (Paradis et, al. 2016) argues that many questions that can be asked both by surveys and interviews, but interviews yield more in depth, richer data. This is supported by (Hammarberg et, al. 2016) who argues that concepts of normative behaviour can be identified through interviews. Notes of the interviews will be made but not transcribed, so that any posture, body language or change of tone from the participants can be noted. 

· 2 different focus groups will be used to gather information in a group setting, using a script to generate questions and answers for research objectives 2-4. Focus groups allow researchers to capture participants reactions and comments and help identify why people behave a certain way, which will be useful for research objective 4, as people will be key in ensuring the success of the PACS implementation. (Teherani et al., 2015), supported by (Paradis et al., 2016) and (Hammarberg et al., 2016). There will be no more than 8 different people attending each of the two focus groups. The aim is to have one representative from a radiology department from each of the health boards across Wales, as this will give a holistic view across the country of the PACS implementation. Similar to the interviews, the following types of staff will be invited to participate in the focus groups; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. Findings from the two focus groups can be compared to identify any similarities or conflicting information. Having two focus groups will provide a more detailed and fuller understanding of issues, compared to just one focus group, and this should capture 80% of the themes discussed (Hennink et al., 2019). Therefore this approach should be sufficient in identifying the key aspects of the research objectives. 



Observations will not be used for this project, as the research objectives for this project are focussed on understanding the benefits, challenges and solutions to a PACS implementation. 





(this box should expand as you type)



		


		Location of research activity

Identify all locations where research activity will take place.



		8

		

Wales

(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. If you live in the country where you will do the research then please state this.



		9

		



N/A

(this box should expand as you type)







		10

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



		NO

		☒



		

		

		YES

		☐



		11

		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 the current data protection law of the country in question and that of England and Wales.







(this box should expand as you type)







		

		Does your research relate to one or more of the seven aims of the Well-being of Future Generations (Wales) Act 2015?

		

YES

		

NO



		12

		A prosperous Wales

		☐

		☐



		13

		A resilient Wales

		☐

		☐



		14

		A healthier Wales

		☒

		☐



		15

		A more equal Wales

		☐

		☐



		16

		A Wales of cohesive communities

		☐

		☐



		17

		A Wales of vibrant culture and thriving Welsh language

		☐

		☐



		18

		A globally responsible Wales

		☐

		☐



		19

		If YES to any of the above, please give details:



		

		

By improving NHS services for patients, through the use of digital technology 



(this box should expand as you type)







SECTION F: Scope of Research Activity

		

		Will the research activity include:

		YES

		NO



		1

		Use of a questionnaire or similar research instrument?

		☒

		☐



		2

		Use of interviews?

		☒

		☐



		3

		Use of focus groups?

		☒

		☐



		4

		Use of participant diaries? 

		☐

		☒



		5

		Use of video or audio recording?

		☒

		☐



		6

		Use of computer-generated log files?

		☐

		☒



		7

		Participant observation with their knowledge?

		☐

		☒



		8

		Participant observation without their knowledge?

		☐

		☒



		9

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

		☐

		☒



		10

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

		☐

		☒



		11

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

		☐

		☒



		12

		Investigation of participants involved in illegal activities?

		☐

		☒



		13

		Use of procedures that involve deception?

		☐

		☒



		14

		Administration of any substance, agent or placebo?

		☐

		☒



		15

		Working with live vertebrate animals?

		☐

		☒



		16

		Procedures that may have a negative impact on the environment?

		☐

		☒



		17

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

		☐

		☒



		

		Details of any other primary data collection method:







(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

If there are no participants then do not complete this section, but go directly to section H.



		

		Who are the intended participants:

		

YES

		

NO



		1

		Students or staff at the University?

		☐

		☒



		2

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

		☒

		☐



		3

		Vulnerable adults?

		☐

		☒



		4

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

		☐

		☒



		5

		Prisoners?

		☐

		☒



		6

		Young offenders?

		☐

		☒



		7

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

		☐

		☒



		8

		People engaged in illegal activities?

		☐

		☒



		9

		Others. Please indicate the participants below, and specifically any group who may be unable to give consent.



		☐

		☒



		

		Details of any other participant groups:







(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? 



		10

		How many participants are expected?



		50 for the survey

5 interviews 

16 for focus groups



(this box should expand as you type)



		11

		Who will the participants be?



		

Surveys:

Will be issued to 50 radiology professionals working across Wales. Across 7 health boards and 2 Trusts, the following types of staff will be invited to respond; radiology managers, PACS managers, admin/clerical staff and digital/technical leads. This group of staff have been identified as they will be directly and indirectly affected by the PACS implementation. Radiology and PACS managers use a PACS system on a regular basis. Admin/clerical staff do not use the PACS system regularly, however their work will be directly impacted by PACS managers. Digital leads across Health Boards and Trusts have been tasked with implementing the change in PACS systems from a technical perspective, and will have insight into the technical aspects of system refresh. This is a technical challenge from a digital perspective (due to training and data migration), and this group of staff will need to ensure the new PACS system is integrated and fully functional for the radiology staff to use. 



Interviews:

· RISP Clinical Lead – a radiologist with decades of experience diagnosing patients using PACS, they have used multiple PACS systems and aware of good practice across the world

· Subject Matter Expert – a radiographer with decades of experience, and has excellent networks with other radiographers across Wales. Provides specialist advice to the RISP programme

· Procurement Lead – responsible for developing the procurement documents that included the benefits for the change, along with an awareness of the implementation challenges and timescales 

· Philips Sales Manager – extensive experience with the Philips PACS system, and knowledge of the technical and operational aspects of PACS implementation from a suppliers perspective

· RISP Programme Director – overall responsibility of the implementation, with networks spanning all strategic and operational aspects of radiology



Focus groups

The aim is to have one representative from a radiology department from each of the health boards across Wales, as this will give a holistic view across the country of the PACS implementation.



(this box should expand as you type)



		12

		How will you identify the participants?

		

Through existing relationships and knowledge of the researcher within their role within DHCW



(this box should expand as you type)









		

		Information for participants:

		

YES

		NO

		

N/A



		13

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

		☒

		☐

		☐



		14

		Will you tell participants that their participation is voluntary?

		☒

		☐

		☐



		15

		Will you obtain written consent for participation?

		☒

		☐

		☐



		16

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

		☒

		☐

		☐



		17

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

		☒

		☐

		☐



		18

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

		☒

		☐

		☐



		19

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

		☐

		☐

		☒



		20

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

		☒

		☐

		☐



		21

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

		☒

		☐

		☐



		22

		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



		24

		Will participants be paid?

		☐

		☒

		☐



		25

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

		☐

		☒

		☐



		26

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

		☐

		☒

		☐



		27

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

		☐

		☒

		☐



		28

		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.  



		1

		Full risk assessment completed and appended? 

		Yes 

		☐



		

		

		No

		☒



		2

		Risks to participants

For example: sector-specific health & safety, emotional distress, financial disclosure, physical harm, transfer of personal data, sensitive organisational information



		

		Risk to participants:

Emotional distress



(this box should expand as you type)

		How you will mitigate the risk to participants:

Facilitate the end of interview or focus group 







(this box should expand as you type)



		3

		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.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



		

		

N/A



(this box should expand as you type)



		4

		Risks to the investigator

For example: personal health & safety, physical harm, emotional distress, risk of accusation of harm/impropriety, conflict of interest



		

		Risk to the investigator:



Reputational risk from working within the sector if research is not undertaken professionally, fairly and in a non bias way 



(this box should expand as you type)

		How you will mitigate the risk to the investigator:



Ensure research is undertaken professionally, fairly and in a non bias way 





(this box should expand as you type)



		5

		University/institutional risks

For example: adverse publicity, financial loss, data protection



		

		Risk to the University:







(this box should expand as you type)

		How you will mitigate the risk to the University:







(this box should expand as you type)



		6

		Environmental risks

For example: accidental spillage of pollutants, damage to local ecosystems



		

		Risk to the environment:



N/A



(this box should expand as you type)

		How you will mitigate the risk to environment:







(this box should expand as you type)







		

		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





		7

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

		☐

		☒

		☐



		8

		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 I: Feedback, Consent and Confidentiality



		1

		Feedback

What de-briefing and feedback will be provided to participants, how will this be done and when? 



		

		

An anonymised summary of findings will be provided to all participants once all the primary research has been completed



(this box should expand as you type)



		2

		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 be asked to sign a written consent form for participating in the study. Caution will be used when the research participant is known to the researcher, and wellbeing of the participant will take precedent over the interests of science and society.



(this box should expand as you type)



		3

		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. 



		

		

Participants will be able to remain anonymous within the survey if they so wish.



(this box should expand as you type)







SECTION J: Data Protection and Storage



		

		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



		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 is considered to be personal data.

		☐

		X



		

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



		2

		





(this box should expand as you type)



		

		Does it involve special category data (as defined by the GDPR)?

		YES

		NO



		3

		“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:



		4

		





(this box should expand as you type)







		

		
Will data from the research activity (collected data, drafts of the thesis, or materials for publication) be stored in any of the following ways?

		YES

		NO



		5

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

		☐

		☒



		6

		University computers?

		☐

		☒



		7

		Private company computers?

		☐

		☒



		8

		Home or other personal computers?

		☒

		☐



		9

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

		☐

		☒



		10

		“Cloud” storage or websites?

		☐

		☒



		11

		Other – specify:



		☐

		☒



		12

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



		

		[bookmark: _Hlk134696999]All data will be stored securely on a password protected home computer. Names of participants will not be used, so any responses will not be directly attributable to any participant. 



(this box should expand as you type)







		

		Data Protection



		

		Will the research activity involve any of the following activities:

		YES

		NO



		13

		Electronic transfer of data in any form?

		☒

		☐



		14

		Sharing of data with others at the University outside of the immediate research team?

		☐

		☒



		15

		Sharing of data with other organisations?

		☐

		☒



		16

		Export of data outside the UK or importing of data from outside the UK?

		☐

		☒



		17

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

		☐

		☐



		18

		Publication of data that might allow identification of individuals?

		☐

		☒



		19

		Use of data management system?

		☐

		☒



		20

		Data archiving?

		☐

		☒



		21

		If YES to any question, please provide full details, explaining how this will be conducted in accordance with the GDPR and Data Protection Act (2018) (and any international equivalents, where appropriate):



		

		Electronic transfer of data will be undertaken through the use of an electronic survey. This project will follow UK GDPR and Data Protection Act 2018, which specifically has provisions for processing data for research purposes. This project aligns with the research provision scientific or historical research purposes  (‘Research provisions’, 2023), and Section 33 of the Data Protection Act which includes research purposes, where data is not processed in such a way that damage or distress could be caused to any data subject





(this box should expand as you type)



		22

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



		

		

The researcher, Gareth Cooke 



(this box should expand as you type)



		23

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



		

		





(this box should expand as you type)



		24

		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.  



		

		





(this box should expand as you type)



		25

		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) 



		

		





(this box should expand as you type)



		26

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

		YES

		☒



		27

		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

		☒










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 which is published on the website: https://www.uwtsd.ac.uk/research/research-ethics/ 



		1

		Signature of applicant:

		G Cooke

		Date:

11/05/2023



		

		

		

		







For STUDENT Submissions:

		2

		Director of Studies/Supervisor:

		

		Date:



		3

		Signature:

		



		







For STAFF Submissions:

		4

		Academic Director/ Assistant Dean:

		

		Date:



		5

		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 (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 Academic Director.







		RESEARCH STUDENTS ONLY

Once complete, submit this form via the MyTSD Doctoral College Portal at (https://mytsd.uwtsd.ac.uk).





		RESEARCH 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.





		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.







April 2022`	1	PG2 Ethical Approval Form

image1.jpeg

S ] Prifysgol Cymru
N{ ¥ Drindod Dew Sant

2" University of Wales
Trinity Baint David







