Assignment for BMDS7004 CW v5.1
Student number = 2114834

Part 1 of coursework

Output for part 1.1
[image: ]

Output for part 1.2 on following page

[image: ]


Part 1.3
The descriptive statistics table tells us that there is some variation around the mean, which would be expected.
The highest variation concerns smoking reporting although there is no gradation to smoking history to compare between the occasional social smoker to someone with a substantial pack year history. Mental illness is one of the overall lowest reported measures but this may reflect under-reporting due to stigma and so may need to be interpreted carefully. Many of the measures can be compared with other countries and many are above the English averages, even when reference ranges are considered.
I would also comment that means are more appropriate in normally distributed populations and reporting of for example diabetes prevalence may be more accurately characterized by a median as you would expect a skewed distribution due to the increased prevalence in some areas (for example where the South Asian community is more over-represented).
The forest plot suggests heterogeneity of reporting of respiratory illness across different areas of Wales with more reported areas of illness reported in the Valley of South Wales than rural areas. Whether this is due to social deprivation, urban/rural divides or occupational patterns is not clear but other data sets may provide more information. 
Other datasets to triangulate findings would include:
- infectious diseases epidemiology data sets such as lab data collected by Public Health Wales. One example may be tuberculosis incidence data which may be linked to fixed geographical residences such as prisons or care homes. Positive respiratory virus swabs used in sentinel surveillance may also corroborate the Welsh Health Survey (although this dataset is pre-COVID and sentinel surveillance will have been less developed than the present era)
- Welsh Index of Multiple Deprivation gives a numerical value to each SOA and can be analysed alongside this existing data to look for associations. It would be expected that respiratory illness is more prevalent in more economically deprived areas, although this may be partially hidden due to the reduced healthcare provision (and therefore access to testing and treatments) in those areas. Self-reporting of illness may be more accurate than reliance on diagnostician reporting in an area for example that is underserved by general practitioners.
- census data into occupations. Some occupations, traditionally coal mining and textile mills produced high incidence of respiratory disease and although there are fewer people working in these occupations today, some occupations could still be linked to respiratory illness such as farming, chemical factory work or working in a care home or healthcare settings (particularly during COVID outbreaks). Conversely absence of an occupation may also predict respiratory disease, perhaps by suggesting chronic underlying health problems such as brittle asthma or cancer.



Part 2 

Context and scope of project 

This project is centred around the development of a national case management system for sexual health clinics in Wales to replace current record systems which are either paper based or standalone electronic systems hosted by each individual health board with no sharing of information outside of the host health board. This system, which would mirror a similar system in Scotland aims to ensure that patients clinical records will follow the patient as they move around Wales and ensure that national data collection of cases of sexually transmitted infections (STIs) and HIV is robust and reliable.

The funding for the case management system is provided through the HIV Action Plan for Wales, published in March 2023 which commits the Welsh government to establishing and funding a national system with the principal aim of tracking new HIV cases in preparation for the anticipated aim in the action plan of no new HIV transmissions after 2030. 

Sexual health clinics have historically provided services outside of the usual NHS clinical identifiers due to the unique legal position that maintains the right to anonymity for those who attend clinics who do not want to disclose their treatment nor diagnoses to other healthcare providers such as their general practitioner. As such, patients use identifiers that are different to their usual NHS number (or local hospital identifier) and bespoke electronic patient records (EPR) providers have historically been used to collate records, manage communications and clinic booking, request and action pathological test results and keep prescription data, with little integration with mainstream NHS records.

In January 2023, the second largest bespoke provider of sexual health EPR in the UK filed for bankruptcy with less than 48 hours’ notice, leaving the two largest sexual health services in Wales with an unsupported system. Contingency planning has restored support temporarily, but a national service tender is expected to provide more financial stability to the procured service provider and reduce the likelihood of further disruption and subsequent clinical risk.

During the COVID-19 pandemic, Public Health Wales set up a national online self-sampling service for STIs and HIV independent to the established sexual health clinics and currently this uses another system that is not integrated with neither the main NHS systems nor the sexual health clinic systems. Although this provided a vital service when clinic capacity was reduced due to staff deployment elsewhere to treat people with COVID-19, this means that patients may have three or four distinct identifiers when they access services which generates clinical risk and the intention is the ensure patient records reside in one place accessible to those with the clinical need to do so, hence the proposed national system.

This project aims to develop the new system which will enable all people accessing Welsh sexual health and HIV services to have one clinic identifier and one clinical record to reduce unnecessary duplication, promote prudent healthcare and improve clinic efficiency to enable the ultimate aims of providing prompt access to STI treatments, contraception and HIV prevention methods.


Define and justify the project aims and objectives 

The first and principle aim of the project is to develop the user and system requirements for a pan Wales case management system for sexual health and HIV clinics. User requirements are in natural language what the users expect the system to deliver, whereas system requirements are more detailed statements of the specifics that the system is expected to deliver and may form part of the contract between the vendor and the user (from chapter 4, Somerville 2016). The users would include clinicians, but also administrators, managers, epidemiologists and digital teams that would be providing the ongoing support for the system once implemented. The clinician group would itself include doctors, nurses, support workers and other members of the multi-disciplinary team such as psychologists and dietitians. 

One advantage of defining requirements in advance of the procurement is that the addition of further additional requirements during the implementation phase is less likely: so called “scope creep” which has been considered one of the principal reasons for failure of digital transformation (Ferraro 2012). A disadvantage may be that defining requirements without considering what is possible either to purchase or develop internally may lead to unrealistic expectations amongst the ultimate users as to what functionality a future system will have.

The second aim is to determine whether current market options are suitable and commercially viable or whether the development and maintenance of a bespoke system needs to considered. The liquidation of a leading market provider may suggest that the future viability of the market is threatened, either by suggesting that users may adapt large scale systems to their use or develop in house systems (such as “no code” platforms within systems such as Microsoft 365) that would remove the need for a third party supplier. Alternatively, if the number of providers decreases, this may improve the prospects for the remaining suppliers due to the reduction in competition in an over-heated market. 

The third aim is to assess whether integration with existing systems is possible, desirable and within the bounds of the legal frameworks governing sexual healthcare, in particular the sharing of information between systems. Sexual health case management systems have never been linked to the main NHS record due to the legislation governing the treatment of STIs. One example of this is the NHS Trusts and Primary Care Trusts (Sexually Transmitted Diseases) Directions in 2000 which requires that NHS organisations shall take all necessary steps to ensure that “any information capable of identifying an individual obtained by any of their members or employees with respect to persons examined or treated for any sexually transmitted infection shall not be disclosed except in certain circumstances” (DH 2007). There is discussion as to how applicable these are in a now devolved health system, particularly where the NHS organisations are different legal entities to that in the original legislation, also complicated by some of this legislation having been updated in England but not in Wales. It is also not clear whether if patients explicitly give consent to share information, that this then permits clinics to share that information. It is clear however, that any new system has to include the capability of people to access services and not have details shared with other organisations that would allow them to be identified, thus excluding many case management providers that do not have this function. 

The objectives, or actions taken to achieve the aims are now considered. The first objective is to perform a survey of potential users to establish what requirements should be included in the system specification. This has the double advantage of generating the essential requirements but also helps to understand the prior expectations of the users, and allows these to be influenced early in the process of implementation. If for example the users are expecting features that are not practicable to deliver or outside the available budget then early management of expectations may prevent user disengagement once the system is available to use. This would be followed by focus groups and individual interviews to hone in on some of the early requirements identified by the earlier surveys.

The second objective is to conduct a feasibility study to determine how the new system contributes to the overall objectives of the health service, whether a new system can be implemented within the schedule and budget suggested and can it integrate with other systems currently in use. The feasibility study should be completed as early as possible to ensure that any major changes such as cost overruns can be anticipated and managed.

To achieve the second aim, a review of systems currently on the commercial market should also be undertaken to compare the specifications of existing systems with the requirements developed by the surveys of potential users. Although this would not replace a formal procurement process, it would give the funder an opportunity to see how realistic the process would be and to enable consideration at pre-procurement stage whether a system could be built, developed and maintained in house rather than going for tender on the open market. The cost implications may change in this model and so the work is essential to ensure that public sector funding is not wasted on an expensive procurement exercise that does not result in an appropriate system being identified. It would also help the end users feel that their requirements are considered which may improve long term clinical buy-in which would pay dividends in the implementation phase. 

A summary of the aims and objectives is presented in the following table.

	Aims
	Objectives

	Develop user and system requirements for pan Wales sexual health case management system
	Mixed methods survey with users to establish requirements for the proposed new system followed by focus groups and individual systems


	Determine whether current market providers are suitable

	Feasibility survey to determine how the proposed system contributes to the current clinics, whether a new system can be delivered on budget and one time and whether outside integration with other systems is possible or desirable 

	Assess whether and how integration of the new system could be achieved

	Market review to establish whether current systems are viable options or whether a self-build system is required



For this assignment, the main focus is the first objective: a mixed method survey of potential users to establish both user and system requirements for the new software and this is where most data collection and analysis will be performed.




Data collection and analysis methods (2000 – 2500 words)

The project will be mixed methods: a combination of quantitative and qualitative data and will initially have a period of stakeholder identification to establish who needs to contribute as a user.
The likely stakeholders are suggested as follows:
· Clinicians (including doctors, nurses, support workers, pharmacists, dieticians)
· Administrators (receptionists, secretaries, locality management teams)
· Academics and researchers (university staff, research delivery team)
· Technical support (IT helpdesk, digital teams, DHCW, informaticians)
· Corporate team (information governance, locality and senior managers in health board)
· Sponsors (Welsh Government officials, Public Health Wales leads)

There would need to be spread of stakeholders in all areas of Wales and clinicians needs to come from three specialties that would use the system (genitourinary medicine, sexual and reproductive health, infectious diseases). Clinicians would comprise the majority of the stakeholders contacted but would also be significant users of the system, particularly in the more complex patient management tasks (as opposed to booking appointments or obtaining surveillance data).


The data collection required will be divided into three components and summarised in the following table.
	Phase 1 – Survey of potential users / stakeholders

· Digital and paper survey to stakeholders with the first half a modified System Usability Score (SUS) examining strengths and weaknesses of current system (or paper notes if applicable). Quantitative analysis employed to identify deficiencies in current systems
· Second component of survey consists of open-ended questions of desirable properties in a new system to elucidate further user requirements. Qualitative analysis by searching for codes and themes in data


	Phase 2 – Focus groups and interviews

· Focus groups of participants with shared features (for example by profession, geographical area or age) to generate rich pictures to aid user elucidation
· Followed by 1:1 interviews of key stakeholders (for example, sponsor representative, clinical lead, epidemiologist, senior responsible officer) to ensure they are included in user requirements


	Phase 3 – Scenarios and example user cases

· Multi-professional groups exposed to example scenarios to consider user requirements in day-to-day practice. Suitable examples for clinicians may involve a patient journey; administrators it may involve a simulated downtime. Filmed and transcribed participant workshops if technically possible and consent given
· Video or transcripts analysed and coded including examination of non-verbal clues that may reveal the need for previously non-articulated user requirements






Phase 1 – Quantitative user survey
The first phase will be comprised of a survey to establish what priorities the stakeholders have for user and system requirements in the new software. User requirements are expressed by the stakeholders in their natural language as requirements desired for the software to work as expected. System requirements can be further subdivided into functional requirements, which are features and capabilities that a software system must have to perform its intended functions and non-functional requirements which are the characteristics that a software system must have to meet its quality standards, such as performance, security, usability, and maintainability.
The stakeholders will be from services that have an existing case management system and some that have not, or may be people who have worked with multiple systems in previous posts, or how never experienced anything other than a paper system. Therefore the survey would start by collecting simple information such as how long people have worked in a service and demographics, before then using a modified Service Usability Score questionnaire (Brooke 2013) using Likert scales to consider the usability of their existing system, an example is presented below. After these closed questions, open questions can be used to provide free text comments to describe desired characteristics of a new system. Finally, the survey would collect further demographics such as job role, age, gender and level of education. 
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Example modified Service Usability Scale from literature review (Akasaka 2022)
The survey would be produced in Microsoft Forms format although paper copies would be produced to ensure that stakeholders with low digital literacy can be included (for example nurses working in a health board where no pre-existing electronic systems are in place).
The SUS scale generates a single score which when averaged with other scores from participants using the same product give a somewhat crude usability value, but what may be of greater value in this work is to pull together the individual areas that current clinicians and administrators in sexual health clinics find difficult to praise and use this to test out the current market providers as an example use case as discussed later. The descriptive statistics generated would include median (or mean if normally distributed) numerical values for each question on SUS. It is unlikely that comparative statistical analysis would be possible given the expected number of returns and the absence of randomising would mean that even if p values were obtained, they would not be testing a hypothesis and therefore of little use.
The free text areas of the survey describing wishes for future systems would be analysed as qualitative data with an element of coding. Ideally, it would be suggested that a clinician and non-clinician, described as a dyad, were paired together to examine the qualitative data for commonly repeated phrases of words and then use the frequency of these to pull together themes of significance, which may also be described as the editing style of analysis (Crabtree & Miller 1999). As a dissertation rather than an externally funded project the dyad may be practically unachievable, although some degree of agreement may be considered by the dissertation supervisor if logistics allow. Given that the expected return of questionnaires in total to be less than 40 given the niche clinical area, more informal analysis may be preferred. 

Phase 2 - Focus groups and interviews
Focus groups can be time consuming to organise and be difficult for busy clinicians to attend, but can be worthwhile in achieving consensus within professional groups in determining their requirements and challenging assumptions about what is important to services.
Rich pictures, as described originally in Soft Systems Methodology (Checkland 1981) can be used at this stage to help stakeholders map and visually present a complex and challenging problem and potentially help identify hidden requirements that would not otherwise be obvious. They may also be a good starting point to groups of clinicians who will be naïve to the processes involved in requirements engineering, particularly the iteration of requirements followed by challenge and then re-iteration which may not be congruent with their biomedical models of working. The Rich pictures can be harvested after the focus group to generate further requirements outside of the focus group discussions. 
In the focus groups, a template organising style of qualitative data analysis has been described (Crabtree & Miller 1999), where there is a predefined list of terms called codes, which could may be used by the researcher to count the frequency of occurrences of certain words or phrases. These codes could be specified in advance, suggested by the qualitative data produced by the earlier survey, or could be defined by previous published work. One example of previously published codes could be Nielsen’s Heuristics, which are considered general principles of good user centred design and are summarised in the following table

	Nielsen’s Heuristics (Nielsen and Mack 1994)


	Visibility of system status

	Match between system and the real world

	User control and freedom

	Consistency and standards

	Error prevention

	Recognition rather than recall

	Flexibility and efficiency of use

	Aesthetic and minimalist design

	Helping users recognise, diagnose and recover from errors 

	Help and documentation


 
This would free up the sole researcher to pay attention to the dynamics and content of the meeting without getting stuck trying to define their own codes, so called “emergent” codes that would define the editing style, which may be more suitable where multiple researchers are available at the same time, or video recording means that the organising of the data can be performed after the event.
Although the default would be to use Microsoft Teams or an equivalent software provider, face to face focus groups may include extra codes such as non-verbal codes that may be missed on computer screens. Despite this, where Teams or equivalents are used, transcripts can be generated quickly and (mostly) error free which may aid the lone researcher outside of a large team. Also, re-watching Teams recordings may allow collection of some non-verbal cues such as eye rolling and nodding to indicate concordance or otherwise with user requirement articulation. 

Phase 3 - Scenarios and example use cases
Scenarios would be developed to then test out and clarify both the user requirement itself, but also the significance attached to the requirement when re-articulated back to the participants. For example, a requirement to view the same record in multiple locations at the same time may be further delineated by demonstrating a scenario where a patient is discussed at a multi-disciplinary meeting and the notes may need to be consulted by multiple professional groups simultaneously. The importance of this requirement would be accentuated in this context and a scenario presented in a focus group would be useful in this context.
In the context of building a new system outside of the off-the-peg commercial systems, prototyping could also be used where elements of a barebones system can be presented for immediate feedback by users to test out the relative importance of sometimes competing user requirements. An example would be that information governance may request a lock out if inactivity is detected in a patient record but if the time is too short it may be an inconvenience to the nurse who simply left the room to draw up an antibiotic injection but on return needs to spend their precious clinic time re-logging in to return to the correct patient record to accurately record the medication.
Narrative analysis may also aid the presentation of the findings. This approach frames the observations of the participants into stories and can be powerful in understanding the context for the transformation. Examples would likely be raised during an example use case by different professional groups where clinical information was missing or misinterpreted due to inadequate case management systems, or work duplicated unnecessarily and would present a picture to understand where user requirements would be generated by different people and allow weighing their importance in the final system. 

Saturation and transferability
Saturation in qualitative research is where the same themes or patterns are being demonstrated as more participants are interviewed, and in this case with each extra focus group there are few codes added to the those either already generated, or the same areas of Nielsen’s heuristics are being selected. In a niche field, this may be early although if too early the representation of the users should be considered, for example has one clinic staff been over-represented in the analysis who may have different requirements to staff in another geographical location, or with a different existing case management software in use. The quality of recruitment is important, but also may be the presentation of the questions. Using an alternative researcher to lead another focus group may be impractical in a masters dissertation, but inviting a supervisor to consider a second analysis of an existing data source may reveal potential bias in the main researcher.  
Transferability in qualitative research may refer to the ability of the research findings to be generalised in other similar contexts. This is increased by providing thick descriptions of the findings and thoughtful sampling. In the context of this specialised field, the sampling should ensure representation by geography, professional group and digital literacy.
The end product required by the project should be trustworthy along with having confirmability, credibility and transferability (Friedman 2022). A key component of this will be the ability for any inherent researcher bias to be minimised, which is discussed below.

Ethical or information governance objectives (1000 words)
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).

The project itself would be categorised as a service improvement project, rather than research according to the guidelines set out by the HRA (HRA 2022). One reason is due to the purpose being to improve this existing service rather than creating generalised findings for all services outside of the field, which would consider it research. There is no randomisation involved nor allocation to an intervention that others do not receive, except perhaps for some sampling of people to interview. There is some measurement of current and projected systems but not in relation to an accepted standard, unlike an audit. For these reasons and the absence of patient collected data, the project should not require formal NHS Research Ethics Committee review.


Sources of bias
There is an inherent bias expected as the researcher is perceived as a digital leader being the champion of new technology, particularly when performing face-to-face interviews with potential users of future products, or products that have been in use. Also in this case, the interview is also a medical consultant, so there may be a hierarchal deference that may impair accurate reporting of issues from staff members. Unlike a large, externally funded study, there is no resource to employ alternative researchers, although one mitigation may be introducing other observers to the 1:1 or group interviews for objective feedback, or recording the interviews if they are on an electronic platform for scrutiny or discussion with the dissertation supervisor to ensure that the appropriate conclusions are being extrapolated from the data source. 
Mixed teams of insiders and outsiders are ideally recommended to minimise team member bias and although elimination of this may be impossible, recognition and honest discussion may be a suitable alternative and active reflection should be practised and presented as part of the findings. Experienced researchers can use reflection as a safeguard against bias and it is argued that it can help clear the “foggy lenses” of prejudice that can direct towards a particular software supplier (Alder-Milstein 2019).
Incentivising participants, particularly for clinicians who are giving up their time (or their administration time) to participate may be considered although excessive incentivisation through financial reward for example may prevent the participants responding in an honest way, rather than the way they would suspect they were being expected to participate. Refreshments or food may appropriately reward the participants without engendering their expected contributions, and are a popular route to enable clinicians who may otherwise miss meal breaks in a busy role. 
Another source of bias could be, as expected in qualitative studies a change of strategy which may result from the initial findings or attendance at an international conference where new digital developments are discussed and the scope of potential for new requirements that may not have been previously considered becomes possible. Changes of strategy would be discussed with the supervisor to ensure they follow the findings rather than the preconceptions of the researcher. 
The final concern to note is that as a clinician researcher, the study may develop along with principles of action learning, which in this context would be a group of clinicians and users obtaining the empowerment collectively to progress the digital transformation process. Whilst this would be a positive step for the project, some bias may be inadvertently introduced by a clinician researcher and some thought should occur as to how that interaction may be managed. It may be suggested that the researcher has stock phrases to use in a focus group setting to deflect away from his opinions and ensure the participants are not influenced unduly. Example of this should be actively discussed and reflected in the final report.

Information Governance
Information governance is often described as a set of structures to ensure that organisations handle personal data in a way that is lawful, ethical and secure. This will include ensuring that legislation such as the Data Protection Act 2018 and the General Data Protection Regulation (GDPR) are upheld, as well as adhering to internal policies and standards. In this context as an MSc dissertation, the framework and policies of the University of Wales Trinity St. David would form the formal assessment, although the policies of the employers of the stakeholders (usually NHS Wales or derived organisations) would also be consulted to ensure their employees are not breaking their own policies. This would however seem unlikely in the absence of sharing of sensitive personally identifiable information, rather job titles, roles and simple demographics such as age and health board of residence.
Specific information governance concerns in this research may relate to the handling of recorded data that involve the participants. This can include the copies of forms completed (either online or paper) along with audio and video recordings of focus group settings or scenario and example use cases. The recorded data needs to be properly secured and protected, and the participant should give explicit consent to not only their participation, but to an understanding of how and where their data will be stored, along with how long before the data is destroyed. If the participant withdraws then their data should be destroyed; similarly if they withdraw their consent to be recorded, this must be respected, even though it may make data collection more challenging.
Ideally, copies of recordings should only be kept until the appropriate analysis has been completed and verified and non-personally-identifiable information has extracted. In small groups where it may be easy for co-workers to identify their colleagues, particular effort needs to be undertaken to make identification of individuals as challenging as possible.

Other ethical issues
One final ethical consideration should be concerning the representation of the stakeholders to ensure a diversity of age, ethnicity, digital literacy and educational background are represented. This may vary between professions and although there are challenges such as the small numbers of people working in a niche field, the benefits of a representative sample of responses would improve the ultimate transferability of the research and should be actively considered.
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Appendix – UWTSD Ethics Form

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:
	DARREN COUSINS

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

	
	Undergraduate Student
	☐	Taught Postgraduate Student
	☒	Postgraduate Research Student
	☐


	
	For students:

	7
	Student Number:
	2114834








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.
Deleted section as not relevant


SECTION E: Details of Research Activity
	1
	Indicative title:
	Mixed methods survey to generate user and system requirements for the proposed pan Wales sexual health case management system

	2
	Proposed start date:
	Autumn 2023
	Proposed end date:
	Spring 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

A national case management system for sexual health and HIV services across Wales has been funded and is expected to be delivered as part of the Welsh Government’s HIV Action Plan. The new system may be commercially purchased if current off-the-peg providers have a suitable system or a new system could be built and maintained from scratch. There is uncertainty in the market due to the recent liquidation of one of the market leaders. 

(this box should expand as you type)

	4
	Research Question

What are the user and system requirements for a new national system? Can they be delivered in an existing system that can be purchased or would a new system have to be purpose built for the Welsh services?

(this box should expand as you type)

	5
	Aims of Research Activity
1. Develop user and system requirements for pan Wales sexual health case management system
2. Determine whether current market providers are suitable
3. Assess whether and how integration of the new system could be achieved


(this box should expand as you type)

	6
	Objectives of Research Activity

1. Mixed methods survey with users to establish requirements for the proposed new system followed by focus groups and individual systems
2. Feasibility survey to determine how the proposed system contributes to the current clinics, whether a new system can be delivered on budget and one time and whether outside integration with other systems is possible or desirable
3. Market review to establish whether current systems are viable options or whether a slef build system is required



(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
	Phase 1 – Survey of potential users / stakeholders

· Digital and paper survey to stakeholders with the first half a modified System Usability Score (SUS) examining strengths and weaknesses of current system (or paper notes if applicable). Quantitative analysis employed to identify deficiencies in current systems
· Second component of survey consists of open-ended questions of desirable properties in a new system to elucidate further user requirements. Qualitative analysis by searching for codes and themes in data

Phase 2 – Focus groups and interviews

· Focus groups of participants with shared features (for example by profession, geographical area or age) to generate rich pictures to aid user elucidation
· Followed by 1:1 interviews of key stakeholders (for example, sponsor representative, clinical lead, epidemiologist, senior responsible officer) to ensure they are included in user requirements

Phase 3 – Scenarios and example user cases

· Multi-professional groups exposed to example scenarios to consider user requirements in day-to-day practice. Suitable examples for clinicians may involve a patient journey; administrators it may involve a simulated downtime. Filmed and transcribed participant workshops if technically possible and consent given
· Video or transcripts analysed and coded including examination of non-verbal clues that may reveal the need for previously non-articulated user requirements



(this box should expand as you type)

	

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

	8
	NHS sites across Wales in staff only areas and online through the Microsoft Teams platform

(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:

	
	
The aim of creating a new system would be to track the goal towards the Welsh Government target of eliminating HIV transmission by 2030

(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?

	
Around 30

(this box should expand as you type)

	11
	Who will the participants be?

	
The likely stakeholders are suggested as follows:
· Clinicians (including doctors, nurses, support workers, pharmacists, dieticians)
· Administrators (receptionists, secretaries, locality management teams)
· Academics and researchers (university staff, research delivery team)
· Technical support (IT helpdesk, digital teams, DHCW, informaticians)
· Corporate team (information governance, locality and senior managers in health board)
· Sponsors (Welsh Government officials, Public Health Wales leads)


(this box should expand as you type)

	12
	How will you identify the participants?
	
Links as researcher is Welsh chair of the British Association of Sexual Health & HIV (BASHH) and so has professional links with the anticipated participants

(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 



	
	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 



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:

No risk to participants identified

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



(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

	
	
No sensitive topics expected

(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:

Risk of accusation of harm by putting pressure on work colleagues to participate

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

Discuss with my line manager a recruitment strategy that does not involve the researcher contacting potential participants individually, rather through their professional groupings

(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? 

	
	
Fundings presented to pan Wales professional meeting where all participants will be invited to attend

(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.

	
	
Paper consent form to be approved by my supervisor to be presented to participants in advance of their participation. Scanned and stored onto UWTSD OneDrive Student account

(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. 

	
	
Findings organised and presented by professional group or geographical locations. Individual quotes not used as the likely thematic analysis will to collate findings that are shared my multiple participants and therefore not individual.

(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
	

	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.
	yes
	

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

	2
	Video recordings identified as personal data. Stored to collate information leading the generation of user requirements to complete study. After review of findings with supervisor, will be destroyed. Only stored on UWTSD Microsoft 365 OneDrive


(this box should expand as you type)

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

	
	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:

	
	Anonymised data to be stored on Microsoft 365 Onedrive commisioned by UWTSD

(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):

	
	


(this box should expand as you type)

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

	
	
Researcher and supervisor only


(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:

	
	
Researcher and supervisor only

(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.  

	
	
Transcripts and recordings stored in UWTSD Microsoft 365 Onedrive only

(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) 

	
	
N/A

(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
	☒
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Modified System Usability Scale
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