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Part 1 – Descriptive data analytics


Part 1a:
	Descriptive Statistics

	
	N
	Minimum
	Maximum
	Mean
	Std. Deviation

	high_bp
	94
	15
	25
	19.41
	2.649

	resp_illness
	94
	8
	20
	13.76
	2.430

	mental_illness
	94
	4
	14
	9.62
	2.338

	diabetes
	94
	3
	10
	5.94
	1.343

	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

	Valid N (listwise)
	94
	
	
	
	




















Part 1b:
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Discussion
The table in part 1a shows the minimum, maximum and mean percentages for a number of reported health conditions and lifestyle factors, based on data from the 94 Upper Super Output Areas (USOAs) in Wales. The standard deviation for each disease/factor is also shown.
The plot in part 1b shows the percentage of adults reporting respiratory disease for each of the USOAs, with upper and lower 95% confidence intervals. The area with the lowest rate is W30000023, which is a USOA including Welshpool in North Wales. The area with the highest rate is W3000044, a USOA covering the centre of Swansea. Further analysis of the respiratory disease rate differences between USOAs could be undertaken using population density data to assess the correlation between the disease rate and the rural or urban nature of the USOA. Air quality data could also be used as part of this analysis.



















Part 2 – Data analysis plan
Context and scope
It is estimated that in economically developed countries, such as the United Kingdom, around 1 in 10 patients are harmed while receiving care in hospital, with 30%-50% of these harmful events being preventable (Donaldson et al. 2021, p93).
It is inevitable that some patients will come to harm while receiving healthcare. For example, a patient may be given a particular medication for their condition, and they have a previously unknown allergy to the medication causing a reaction. The patient has come to harm and may require additional treatment, but the harm would not have been preventable. 
If a patient had a known allergy to a particular medication, but this was not checked prior to administration of the medication this would be considered an avoidable patient safety incident. Had the proper checks been completed, the allergy would have been identified and an alternative medication given. 
It is these avoidable harm-causing incidents that those working in the field of patient safety aim to reduce.
Patient safety came to prominence following the Institute of Medicine’s report “To err is human” (Institute of Medicine, 2000), with the development of incident reporting processes in most healthcare organisations.
Within healthcare, incident reporting systems are designed to capture details of patient safety issues from across an organisation (Macrae, 2016). One of the most significant challenges with incident reporting is the reports themselves do not lead to improvements in safety. It is the evaluation of these incidents, either individually or collectively, which leads to understanding of the incidents’ causes. This understanding is then used to inform effective changes to improve safety (Anderson et al. 2013).
While there are many issues with incident reporting systems, such varying attitudes towards incident reporting between staff groups (Kingston, et al. 2004), they remain a valuable source of information on risks to patient safety within organisations. 
Incident reporting allows recording of incident details, or ‘what’ happened. Further review, investigation or analysis is often needed to identify the causes of patient safety incidents, or ‘why’ things happened. Understanding the causes of patient safety incidents allows changes to be made to reduce or eliminate theses causes, preventing future incidents. 
There are several well-established methodologies for investigating individual patient safety incidents, detailed analysis of collective groups of incidents is less common but can provide important insights into the causes of these events. For example, Nawaz et al. (2020) reviewed 220 incident reports involving paediatric long-term ventilation patients in the community, identifying contributory factors including equipment issues, staff training, and communication. 
Analysis of groups of incidents can highlight commonalities and patterns that would be undetectable when considering an individual incident. This oversight is important as similar incidents may be managed by different individuals within the organisation, especially when incidents occur in several clinical areas. When managed in isolation, each incident manager may be unaware of other incidents reported elsewhere. Further insight can be gained by considering incident reporting data along with other information such as staffing levels.
Literature demonstrates a range of analytical techniques used to review incident report data, from simple plotting of incident rates over time, to complex natural language processing of incident descriptions (Young, Luz and Lone, 2019). 
This project aims to develop a data analysis methodology which can be applied to incident reporting data, leading to insights into the commonalities between, and causes of, patient safety incidents. This goes some way to addressing an area of patient safety which has been given little attention – analysis of incident reports (Vincent, 2004).

Project aim and research objectives
The core problem that the project seeks to address is the limited learning which is gained from the vast numbers of reported patient safety incidents. As Mcrae (2016) explains, we “collect too much and do too little”.  
There are established approaches to investigation of individual patient safety incidents, such as root cause analysis, or more recently, Human Factors Analysis Classification System (HFACS) and AcciMap (Isherwood and Waterson, 2021).  However, there are not similarly well established and accepted methodologies for thematic analysis of groups of patient safety incidents. 
It would not be unreasonable to hypothesise that analysis of patient safety incident reports would show patterns that could identify potential commonalities and contributory factors. Without a structured methodology for analysis, this additional value from already collected data would likely be missed.
The project will consider common data analysis techniques and examine their application and value with patient safety incident report data. The overall aim is to develop a transferrable and reproducible methodology for analysis of patient safety incident report data. The developed methodology could support patient safety improvement, through more detailed understanding of potential causes for incidents. 
While the project will use patient safety data specific to Cardiff and Vale University Health Board, the developed methodology will be suitable for use within any NHS Wales Health Board or Trust due to the standardisation of the incident reporting systems used across Wales (NHS Wales Shared Services Partnership, no date). The broader principles of the methodology are likely to be applicable outside of NHS Wales due to the core information that is collected by most incident reporting systems, due to the previous requirement to upload incidents to the National Reporting and Learning System (NRLS). This includes key details such as the date, type and severity each incident which can be used to aid analysis (Mainey, 2019). 
There has been some previous published work involving the statistical analysis of patient safety data, such as Mainey (2019), however this has focused on NRLS data, which does not contain some of the additional granularity that is available at a healthcare organisation level. Put simply, not all the data fields from the incident report were uploaded to the NRLS. While retrospective analyses of NRLS data can be useful, there is a need for analysis and insights into incident reporting data closer to the point of reporting. This nearer-real time analysis can inform decision makers within the healthcare organisation and provide rapid feedback on patient safety. For example, analysis of incidents in a newly opened ward can identify issues which may need rapid intervention. The project will also consider and discuss the suitability of the information captured by the NHS Wales incident reporting system for analysis.
When patient safety incidents occur which cause significant harm to a patient, this is normally investigated and a written report with findings and recommendations created. While this detailed investigation of an individual incident can generate actions to reduce the risk of a similar incident in future, there is much to be gained from collective analysis of the far greater number of reported incidents which cause no or low harm to patients and might be considered near misses. For example, if a medication is incorrectly dispensed by pharmacy and this is identified by the ward staff before the medication is administered to the patient, then the patient has not come to harm. If the causes for the incorrect dispensing are not understood and no action taken, then there is a high chance of reoccurrence, with the risk that the error is not identified by ward staff and the patient coming to harm from the administration of the incorrect medication. 
The project seeks to address the following key research question: 
· Which data analysis techniques can be used to identify potential causative or contributory factors in groups of patient safety incidents? 

· Can structured analysis of patient safety incident data contribute to understanding of potential causative or contributory factors to incidents?

The pilot exploration of data analysis techniques using inpatient falls data will involve the exploration of a number of falls-specific research questions, which will be further developed as part of the preliminary project work. For example:
· Does time of day affect the number of reported patient falls?
· Do the number of reported patient falls vary seasonally?
· Does the type of fall affect the reported severity of injury?
The findings of the project will be used to develop an incident data analysis methodology which can be used to gain additional knowledge from already collected data. It is not anticipated that this methodology would require incident reporters to collect any additional information. 
The project will also consider the whether the information collected using the incident reporting system is sufficient to allow analysis and explore potential for combining incident data with other sources of related information.
The project does not aim to develop an all-encompassing analysis methodology for all types of incidents, but rather to provide an analysis methodology that can be applied to a wide range of patient safety incident types, giving valuable insights into patterns within the data and potential factors for further analysis and exploration. It is envisaged that in a practical application of an analysis methodology, the knowledge gained would be used to inform quality improvement projects which explore and improve on the identified areas.

Data collection and analysis
Other than the qualitative survey aspect of the project, no new data will be collected regarding individual patient safety incidents. The data analysis will use existing patient safety incident data held within the Cardiff and Vale UHB Datix incident reporting system. These incident reports are generated by staff as part of their normal roles and in line with the Health Board’s incident reporting procedure (Cardiff and Vale UHB, 2021). Guidance and training is available to staff to help ensure the accuracy and completeness of incident reports.
In March 2023, the three most commonly reported incident types were pressure damage, accidents/injuries, and behaviour (Cardiff and Vale University Health Board, 2023).
In order to test suitable data analysis techniques, the project will focus on inpatient falls. Falls occur frequently in hospitals, with over 280000 reported annually in England and Wales (Healey et al. 2011). While most of these falls do not result in serious injury, around 4% lead to a level of harm which is considered to be moderate or greater. Injuries from falls can include soft tissue damage, bone fractures and intercranial bleeding. In some cases, the injuries sustained from a fall can cause death.
Even non-injurious falls can have a negative effect on patients, putting them at risk of further falls and impacting on their fear of falling, mobility, and independence (Boyd and Stevens, 2009). Inpatient falls can extend a patient’s length of stay in hospital, which in turn causes flow issues which impact through the healthcare system and negatively affect emergency care.  Using inpatient falls as the incident type for this project aligns with the patient safety priorities of Cardiff and Vale University Health Board as one of the most frequently reported incident types.
Using a commonly reported incident type ensures that sufficient data is available to test and demonstrate data analysis techniques. The nature of the falls incidents also suits this project as falls can occur at any time of day or night and can be caused by a number of factors. This allows exploration of time series and bivariate analysis.
The primary data will be incident reports held within the Cardiff and Vale UHB instance of the Datix Cymru system (RLDatix CloudIQ). The details of the query used to select the incident reports relevant to inpatient falls will be developed and tested as part of the project but will broadly be time-bound (incidents occurring between set dates), location-bound (within specific hospitals), and selected to maximise data quality, such as through exclusion of rejected duplicate reports.
Consideration will be given to the use of data from the previous incident reporting system (Datix Web) to allow a larger data set, however some of the fields have different descriptions and coding structures to the current system which may hinder analysis.
Incident reports contain a mixture of structured and unstructured information. This information is added and updated by multiple staff members during the review and management of the incident. The core information collected at the point of reporting is outlined below (Cardiff and Vale University Health Board, no date).
Incident date*
Incident time
Reported date°
Responsible service* 		(Eg. Obstetrics)
Incident location* 			(Eg. Emergency unit)
Incident description*
Immediate action taken*
Incident type*			(Eg. Accident, injury)
Incident sub type*			(Eg. Slip, trip or fall)
Incident sub subtype*		(Eg. Fall from bed / trolley)
Injury detail
Reporters view on level of harm*
Reporter’s location*
Reporter’s service*

After the incident manager has completed review of the incident, additional information is recorded:
Level of harm post-investigation*^
Yorkshire Contributory Factors Framework*^
Focused review 			(Eg. All Wales Falls Review Toolkit)
Conclusion
* 	= Mandatory field
° 	= System generated field
*^ 	= Mandatory field which can be bypassed due to the form design
The data will be extracted into a comma separated value (.csv) file for use with statistical analysis software.
The obtained incident data will be explored using descriptive analytics to consider the data structure and any data quality issues. For example, for fields that are non-mandatory assessment of the completeness of these data is required before it can be used as part of analysis.
As part of the main dissertation project, a literature review will be undertaken to identify potential data analysis methods for different aspects of the incident reports. Therefore, the tests for statistical significance will vary between the methods used for each aspect.
Operational or practical significance will be considered, as in some circumstances using statistical significance alone can be misleading (Spurlock, 2019). For the analysis of incidents to have value, the insights found must translate into actionable knowledge which informs practical recommendations. For example, if analysis showed a peak in falls occurring at a particular time of day, this should lead to further review to understand the causes for this, and actions taken to address these causes. This could be the alteration of the normal schedule of tasks and activities on the ward.
An understanding of the possible causes or contributory factors in patient falls will inform the pilot analysis of the most potentially valuable incident aspects. This understanding will be developed from prior knowledge and review of the relevant literature.
While falls incidents will be used to trial data analysis methods, the value and applicability of the methods themselves will be considered in the context of wider types of patient safety incidents. For example, analysis of the times at which falls occur may not show statistically significant variation (and therefore time of day may not be a contributory factor), but the method may be found to be of value and appropriate for inclusion in an analysis methodology for other incident types.
As development of an incident analysis methodology is the primary output of the main dissertation project, this will include the use of a range of data analysis techniques. It is beyond the scope of this assignment to examine all of the data analysis techniques that will be used, and this will be the substantive body of the dissertation, therefore illustrative examples will be used within this paper to demonstrate the intended approach.

Data analysis examples
Seasonality
It is known that hospital admission numbers vary throughout the year and excluding significant events such as the Covid-19 pandemic, these variations in demand normally follow a cyclical pattern broadly aligned with the seasons. Peak demand for hospital admissions occurs in December, January and February, often referred to as ‘Winter pressures’. The variation in demand is so significant that special planning takes place to manage the annual peak. 
When submitting an incident form, the reporter is required to select the date of the incident, therefore the number of incidents submitted each day can be calculated. This data forms a time series and can be examined using time series analysis (Vishwas and Patel, 2020).
Initially, the data will be analysed for trends using the Hodrick-Prescott filter. Considering the general trend in incident numbers over time may demonstrate changes in reporting rates. The causes for changes in reporting rates are multi-factorial and further analysis may be needed to understand this, for example by calculating the number of incidents per 1000 bed days to correct for variation in the numbers of patients being cared for within the hospital. 
Seasonality can be assessed using an autocorrelation plot (Vishwas and Patel, 2020), however this must be considered in the context of other possible causes, for example if an increase in reported incidents correlated with increased inpatient activity during winter. 
Using the pilot dataset, the research question ‘Do the number of reported patient falls vary seasonally?’ will be explored. The value of understanding seasonality in patient safety incidents will be considered against the ease or difficulty of performing the relevant analysis. 

Fall type
Where a patient fall is observed by a member of staff, the type of fall is commonly categorised when the incident report is submitted. For example, some of the available sub subtype options include ‘fall from bed/trolley’, ‘fall from chair’ and ‘fall using bathroom/toilet’ (Cardiff and Vale University Health Board, no date). It could be hypothesised that some types of falls are more likely to lead to injury than others.
This hypothesis can be tested by dividing the reported falls incidents into injurious and non-injurious. The difference in numbers of incidents between the injurious and non-injurious groups can be calculated for each fall type. In order to assess whether any differences are statistically significant, a chi-squared test can be performed on the data (Swinscow, 1997). Results of this analysis will help answer the research question ‘Does the type of fall affect the reported severity of injury?’. This analysis technique will be piloted using the falls data, with the value for other types of incidents also considered. For example, this approach could be used with medication incidents to consider whether the involvement of specific types of medicines relates to the level of harm experienced by the patient.
In a similar way as set out for the two examples above, analysis methods will be considered and tested for different aspects of the patient safety incident data. This will be informed by the literature review, however an outline of the broad types of potential analysis techniques that will be considered is given below.

Incident date/time
· Analysis of trends over time and consideration of seasonality.
· Comparison of incident rates between in-hours and out-of-hours.
· Comparison of incident rates across a 24 hour period.
 
Incident severity
· Bivariate analysis of incident severity factors against other criteria. For example, analysing whether there is a statistically significant difference in falls being injurious between those patients who fall from a bed or trolley compared to falls from a chair.

Incident location
· Comparison of incident severity between clinical areas and hospital sites.

Incident description
· Analysis of free text fields using natural language processing to identify common words and phrases.
· Considering presence of particular words and examining whether there is a statistically significant difference in the level of harm. 

Depending on the initial literature review and identification of potential analysis methods, additional data may be required to aid interpretation, such as measures of hospital activity. Where additional data are required, this will be included within the ethical and governance considerations and any necessary approvals. Linking incident data to other data at a patient level is likely to be beyond the scope of the project, but where the analysis shows this may be valuable, this will be discussed within the dissertation.
For each potential analysis technique, its value and ease of use will be considered and this will inform the development of an incident analysis methodology. Practical issues will be evaluated when considering each technique, for example whether the data held within the Datix system is structured in a way which enables the techniques to be used, or whether significant data preparation is required. This affects the potential usability of the technique as analytical capacity within healthcare organisations is often limited (Health Education England, 2021).

Qualitative element
While the majority of the project involves the application of quantitative statistical methods to undertake analysis of patient safety incident data, assessing the clinical and operational value of the additional information gained through analysis is vital. To consider this aspect, a sample analysis report will be produced following the developed methodology for the pilot falls data. This report will be shared with key stakeholders via the Health Board’s Falls Delivery Group and Falls Review Panel.
A survey will be developed and piloted before it is distributed with the sample report to gain the views of clinicians and decision makers to assess the usefulness of the information and the usability of the format in which it is presented.
Responses will be collected using the Likert scale for assessment of statements such as ‘The analysis report gave me meaningful information’. Using the Likert scale allows measurement of attitude in an accepted and validated method. It also generates data which is suitable for statistical analysis, although there are differing schools of thought on whether Likert scales should be treated as interval or ordinal data, and hence which statistical tests should be applied (Joshi et al. 2015).
An option for responders to include free-text feedback will be included to more fully capture the views of report recipients that could be achieved through the Likert scale alone. These free-text fields will be reviewed, and any common themes will be included in the final report. 
Survey data will be held securely using Microsoft Forms and SharePoint to enable analysis of the responses. Staff names or other personal information will not be collected. Potential respondents will be informed how the feedback data will be used prior to completing the form. 

Ethical and information governance considerations

While the project is not likely to meet the NHS criteria for ‘research’, it is important that it is carried out in an appropriate and ethical manner (Health Research Authority, 2022). The core governance consideration will be the use and analysis of patient-related incident data.
Healthcare organisations have legal and ethical responsibilities to ensure the correct governance for information collected as part of delivering care. This includes direct records, such as medical notes, test results, medical images and medication charts, but also indirect records such as booking information, appointment letters and patient safety incident reports.
Patient safety incident reports can contain patient demographics, such as name, date of birth, address and NHS Number. This information is known as Personal Identifiable Data (PID). PID must be processed in accordance with the Caldicot Principles, which include having a clear justification for the use of the data, minimising the use of confidential information to only when necessary, and taking steps to keep the data secure (UK Caldicot Guardian Council, no date).
A full data management plan for the use of patient safety incident reports will be developed as part of the preliminary work for the project, with an outline given below using the structure given by UK Research and Innovation (2017):
1. Description of data
The data to be managed will be an extract of patient safety incident reports from the Datix Cymru system. The incident reports contain a mixture of quantitative and qualitative information. Data will be extracted as comma separated value (.csv) files for analysis.

2. Data collection / generation
Query criteria will be developed to extract the relevant records from the incident reporting system. The criteria will be included in the project report for transparency and reproducibility. Criteria will be selected to ensure data quality and confidentiality. For example, incidents marked as ‘rejected’ will be excluded to avoid duplicate records and records which are not related to the Health Board. Incident records marked as ‘highly sensitive’ will not be included.
The NHS numbers, names and addresses of the subjects of incident reports will not be extracted. Where possible, staff names and details will be excluded from the extract.
If additional data is created as part of the data analysis, such as additional incident coding, this will be securely stored as part of the existing data extract.

3. Data management, documentation and curation
Extracted Comma Separated Value (CSV) files will be stored securely within the Cardiff and Vale University Health Board network. Before analysis is conducted on the data, steps will be taken to remove any unnecessary personal information, where exclusion at a query level is not possible, for example staff names which are automatically included in the contents of some fields.

4. Data security and confidentiality
Care will be taken to avoid any potential identification of individuals, such as when considering a small number of incidents. Circumstances of individual incidents will not be included in the written project report. Where necessary to refer to a particular incident or data item within it, information that could lead indirectly to a person being identified will be redacted. Such as by removing the name of the ward on which an incident occurred.
The main risks to data security for the project are inadvertent inclusion of patient identifiable information within the extracted files. This would be most likely to occur if an incident reporter recorded PID in a free text field, such as the incident description. This risk is mitigated through the Datix Team’s regular data quality checks, guidance and training for reporters and careful design of the query used for data extraction. Any inadvertently included PID identified during the data preparation and analysis will be immediately deleted to prevent any ongoing risk. The same approach will be taken for any identifiable information relating to staff.
Incidents which are marked by either the reporter or the incident manager as ‘highly confidential’ will be excluded from the data extracted from the Datix Cymru system to reduce the risk of inadvertent disclosure or reference to a confidential incident within the analysis and discussion.

5. Data sharing and access
Elements of the data may be suitable for sharing in an anonymised form if required. For example, incident dates and coding could be shared as they would not identify individual patients. When establishing the approach to any data sharing request, consideration will be given to what would be provided if a request was made under the Freedom of Information Act. 

6. Regulation of responsibilities of users
While the project author will take overall responsibility for managing data, other teams within the organisation will have some responsibilities as part of their existing roles. For example, the Information Management and Technology Team will ensure that appropriate security is in place for the wider shared drive/cloud drive, on which the data will be stored. The Datix Team has an existing role in ensuring the quality of data held within the system and therefore part of the extract used for the project.

While the patient is the primary data subject of the incident report, details of involved staff are also included. Good information governance practices are required when dealing with incident report data so that the confidentiality of those staff is maintained. The potential impact of inadvertent disclosure of incident report data has the potential to undermine confidence in the incident reporting system, which would negatively affect patient safety within the organisation. Conversely, a carefully managed project to increase the learning from groups of patient safety incidents could improve reporting rates as staff see additional value in reporting incidents and contributing to thematic analysis.
A draft ethical approval application form is included as Appendix A, which gives an outline of the project and the ethical considerations.
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SECTION A: About You (Principal Researcher)
	1
	Full Name:
	Matthew McCarthy

	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:
	Institute of Management and Health


	4
	Campus:
	Lampeter/remote learning


	5
	E-mail address:
	2112755@student.uwtsd.ac.uk


	6
	Contact Telephone Number:
	07813 521 439


	
	For students:

	7
	Student Number:
	2112755

	8
	Programme of Study:
	MSc Digital Transformation for the Health and Care Professions

	9
	Director of Studies/Supervisor:
	





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:
	Developing a data analysis methodology for patient safety incident reports

	2
	Proposed start date:
	01/09/2023
	Proposed end date:
	01/05/2024

	
	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

The purpose of the project is to improve the safety of patients receiving NHS healthcare and ultimately reduce avoidable patient safety incidents through greater understanding of the causative factors.


(this box should expand as you type)

	4
	Research Question

Which data analysis techniques can be used to identify potential causative or contributory factors in groups of patient safety incidents?

Can structured analysis of patient safety incident data contribute to understanding of potential causative or contributory factors to incidents?

(this box should expand as you type)

	5
	Aims of Research Activity

The project aims to trial a range of data analysis techniques to gain further insight into potential causative factors of patient safety incidents and develop an initial analysis methodology.

(this box should expand as you type)

	6
	Objectives of Research Activity

The objective of the project are to develop a sample data analysis report using inpatient falls incident data, evaluate the report and propose a methodology.

(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
	A literature review will be carried out to identify potentially relevant data analysis techniques. Using an extract of inpatient fall incident reports, the techniques will be piloted. Different aspects of the incident reports will be explored, such as the incident type, severity, location and other characteristics. Techniques which are found to be valuable will be used to develop an initial incident report analysis methodology.
A sample report using this methodology will be created and evaluated by relevant staff involved with falls reduction work.


(this box should expand as you type)

	

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

	8
	N/A
(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:

	
	
Analysis of patient safety incidents is designed to identify potential causative factors which can be addressed to reduce the number and severity of patient safety incident experienced by citizens accessing healthcare.

(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:

Extraction of anonymised patient safety incident reports from the Datix Cymru system


(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?

	10-20


(this box should expand as you type)

	11
	Who will the participants be?

	Members of staff from Cardiff and Vale University Health BOard


(this box should expand as you type)

	12
	How will you identify the participants?
	Through membership of relevant groups within the organisation who are involved in falls reduction or other similar patient safety groups.


(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:

None

(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

	
	


(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:

None


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



(this box should expand as you type)

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

	
	Risk to the University:

None

(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:

None

(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? 

	
	
The groups from which the survey participants are invited will be provided with a summary of the project once 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.

	
	
Full information about the project will be given to prospective survey participants before the survey is accessed.

(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. 

	
	The survey forms will be designed to be anonymous.


(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.
	☒
	☐

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

	2
	
Anonymised patient safety incident reports are required to be extracted from the Datix Cymru system for the purpose of analysis and development of an analysis methodology.


(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),
	☒
	☐

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

	4
	
The nature of the required patient safety incident reports mean that they may contain details of an (anonymised) person’s physical or mental health conditions.

(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:

	
	All data will be securely stored within the NHS Wales Microsoft 365 Tenant and/or Health Board servers. These locations have strong existing backup regimes and are access controlled by default. 

Anonymisation will be carried out as part of the extraction procedure from the Datix Cymru system (eg. By not retrieving fields containing patient details).

(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:

	
	


(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:
	[Draft document]
	Date:




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.
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