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[bookmark: _Toc236892646]1. Introduction 
[bookmark: _Toc236892647]1.1 Organisation and maternity-service context 
Princess Royal Hospital is part of Shrewsbury and Telford Hospital NHS Trust, which offers maternity healthcare. This maternity service has been rated as Good by CQC (2024a), which is an improvement on it is previous rating of ‘Requires Improvement’. WHO (2025) breaks quality down into the following dimensions: safe, effective, people-centred, timely, equitable, integrated and efficient care. Component 2 builds upon the failures explored in Component 1 and concentrates on recognition, escalation and continuous organisational learning. Safe care for mothers and their babies needs coordinated monitoring, multidisciplinary capability, responsive escalation, accountable governance and involved families. However, past failures and present successes must be tested to see if formal changes can be successfully and sustainably implemented in the face of day-to-day clinical pressures.
[bookmark: _Toc236892648]1.2 Historical quality concern and public-health significance 
The lesson from the historical concern was the need to recognise deterioration, escalate concerns and learn from incidents in maternity care. Ockenden (2022) reviewed 1,486 families and 1,592 clinical incidents spanning 1973 to 2020. However, it is not possible to confirm that all these occurrences were indicative of poor care, given that standards have evolved over decades. Additionally, incomplete records limit confidence in judgements of individual clinical decisions and preventability. The lack of monitoring, escalation, staffing, leadership, governance and family involvement was widespread throughout the organisational levels. Inconsistent reporting of incidents can however, impede learning, mask trends and create unnecessary risk as shown by Beecham et al (2025). These failures had detrimental effects on safety, patient experience, staff confidence, public trust and organisational resources. CQC (2024c) recognises similar national risks, and maternity safety is a broader public-health responsibility. Their prevalence over time, across teams and safety protocols thus reflects systemic unreliability as opposed to a single clinical variation.
[bookmark: _Toc236892649]1.3 Current improvement position and unresolved assurance problem 
Maternity services at the hospital have been rated as Good by the Care Quality Commission (2024a), which noted improvements in leadership and governance, incident learning and engagement with the community. SaTH (2025a) provided the following evidence: 88.6% of 210 Ockenden actions were evidenced and assured, and 6.2% were delivered but unverified. SaTH also reported Saving Babies’ Lives compliance, dashboards, repeat audits, training controls and quarterly board oversight. Compliance, however, does not equal consistent behaviour during periods of staffing pressure or complex clinical escalation. CQC (2024b) identified that ‘raising concerns’ scored 7.6, while care in hospital after birth scored 7.2. These results indicate improved controls alongside continuing experience and reliability concerns. There are also outstanding workforce and leadership priorities, which further undermine confidence in the full resilience of improvements across clinical settings. Hence, there is a need to differentiate between action completion, implementation in routine practice, outcome improvement and sustained outcome improvement [Appendix 1].
[bookmark: _Toc236892650]1.4 Purpose, scope and central argument 
This report is an assessment of the recurring issues in maternity risk recognition, escalation and organisational learning at SaTH. Fishbone, Five Whys and Donabedian uncover interacting clinical, workforce, cultural and governance factors. National and local reforms are assessed, and SWOT testing is used to determine the feasibility of strategic improvement. The PDSA method is used to implement an evidence-based intervention in the areas of measurement, equity, risk and long-term sustainability. The report shows that simply stating that an institution or system is compliant is not enough; SaTH should continually assess the effectiveness of safety controls across teams, patient groups and operational conditions.
[bookmark: _Toc236892651]2. Critical analysis of the quality concern 
[bookmark: _Toc236892652]2.1 Quality-management concepts and framework rationale 
Quality assurance assesses whether services meet required standards, while quality improvement modifies processes and measures resulting outcomes. Patient safety and organisational learning work to minimise avoidable harm through robust systems and translate evidence into ongoing action. Fishbone is useful for visualising interactions among causes but does not explain their depth, while Five Whys provides depth but can be overly simplistic. Donabedian connects structures, processes and outcomes, while feedback relationships may be only implied. Although SWOT is used to analyse strategic feasibility, it is prone to subjective classification and selective evidence. PDSA then supports repeated testing, adaptation and implementation under different service conditions. Together, these models can provide analytical triangulation.
[bookmark: _Toc236892653]2.2 Fishbone root-cause analysis
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Figure 1: Fishbone Root-Cause Analysis
(Source: Kumah et al., 2024)
The first branch was clinical reliability, as CTG interpretation, risk assessment and escalation repeatedly varied from expected practice. Ockenden (2022) demonstrated inconsistent and unreliable application of guidance for prompt identification and intervention in cases. Completion rates do not indicate whether competent performance is demonstrated under workload pressure; current training and fresh-eyes controls enhance assurance.
The second branch was workforce and teamwork, which included staffing, skill mix, deployment, supervision, handover and communication within multidisciplinary teams. Inspection findings cannot determine reliability under service pressures, although SaTH received a higher rating for culture and leadership (CQC, 2024a).
Leadership and culture formed the third branch, as staff and families were not encouraged to challenge practice due to hierarchy, defensiveness and normalised workarounds. Mackintosh et al. (2025) demonstrated that safety cultures are reliant on local leadership practices, relationships and conditions supporting challenge. Unless leaders are consistent and ensure that there are no informal consequences to speaking up, speaking-up systems may remain ineffective.
Governance and learning formed the fourth branch and included re-audit, feedback integration, board assurance, reporting and action ownership. Under-reporting, workload, lack of feedback and punitive cultures are the factors that disconnect incident reporting from organisational learning, according to Beecham et al. (2025). SaTH’s governance thus needs to demonstrate that completed actions changed practice and had an impact.
Policy and oversight constituted the fifth branch, as national guidance was in place, but there was historically a lack of accountability. There are greater external expectations for PSIRF responses to include governance, complaints, staff involvement and learning as part of the process (NHS England, 2022). Local assurance testing across shifts, teams and patient groups is, however, required to determine whether regulation translates into safety. Together, these branches suggest that repeated harm was a result of multiple system weaknesses, rather than just a single clinical deficit.
[bookmark: _Toc236892654]2.3 Five Whys analysis 
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Figure 2: Five Whys analysis
(Source: Businessmap, 2026)
Five Whys helps move analysis from frontline unreliability towards deeper assurance and learning weaknesses. In this case, the identifies five connected causal steps:
· Why 1: Recognition and escalation were not consistently reliable.
Ockenden (2022) showed repeated weaknesses in recognising deterioration and escalating concerns. This indicates that expected safety processes did not operate reliably in practice. 
· Why 2: Competence, communication and senior review were inconsistently operationalised.
Safety depended not only on written standards, but also on applied judgement, teamwork and timely senior input. Therefore, formal training and policy availability did not guarantee safe execution. 
· Why 3: Hierarchy and limited psychological safety reduced challenge from staff and families.
Challenge was less likely to be discussed or addressed when it was difficult. This shows that cultural conditions weakened the effectiveness of formal escalation routes. 
· Why 4: Governance did not consistently integrate incidents, complaints, audit and feedback into learning.
NHS England (2022) emphasises integrated, systems-based learning rather than isolated investigation. SaTH’s problem was therefore not only incident occurrence, but weak organisational conversion of information into improvement. 
· Why 5: Assurance focused insufficiently on whether actions changed everyday practice moreover remained effective.
Actions could be recorded as completed with out proving reliable behavioural change. This created a gap between formal compliance and sustained safety improvement. 
Weak closed-loop assurance, interacting with workforce and cultural issues, was therefore identified as the principal root cause. However, Five Whys has limitations. It is stopping point is subjective, it can become too linear, and retrospective interpretation may introduce hindsight bias. Kumah et al. (2024) therefore remain relevant, as Fishbone expands on the contributory causes and Donabedian tests whether structural weaknesses may have affected processes and outcomes.
[bookmark: _Toc236892655]2.4 Donabedian structure - process - outcome analysis 
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Figure 3: Donabedian structure - process - outcome analysis
(Source self-made)
Structure
According to Donabedian’s framework, structures are only important if they consistently change frontline processes and outcomes. Yang et al. (2025) state that the three types of indicators should be read in conjunction with each other. Appropriate structures include staffing, skill mix, leadership stability, competency systems, governance committees, dashboards, reporting, MNVP participation and external assurance. Ockenden (2022) demonstrated that, historically, these arrangements were not coordinated and lacked challenge and accountability, making them less protective. Committees or training records, however, cannot demonstrate safety unless staff can use controls consistently under operational pressure.
Process
Processes facilitate the conversion of capacity into care through risk assessment, CTG interpretation, fresh-eyes review, multidisciplinary communication, senior escalation, action tracking and feedback from families. NHS England (2022) sees PSIRF responses as processes for turning incidents into proportionate responses, engagement and ongoing improvement. Their value depends on review, clear ownership, re-audit and evidence that feedback changes everyday practice.
Outcome
Outcomes should incorporate safety events, escalation timeliness, patient experience, confidence in speaking up, sustained action, equity and public trust. CQC (2024a) has shown improvement in maternity performance, but this does not guarantee dependable performance across all shifts, teams or patient groups. Severe outcomes are uncommon and therefore provide limited statistical sensitivity, making them slow indicators of deterioration or improvement. Other factors, such as case mix, pressure on staff, reporting behaviour and other circumstances, can also distort apparent relationships. As a result, it is essential to use sensitive process, experience and balancing measures alongside outcome data before safer care is attributed to structural reform [Appendix 2].
[bookmark: _Toc236892656]2.5 National and local policy reforms and implementation 
Maternity governance has shifted nationally from narrow compliance towards clearer standards, workforce support, and family involvement and learning. NHS England (2023) gives trusts, ICBs and regional teams responsibilities to reduce ambiguity, but this does not necessarily prevent fragmented responsibility. The plan connects safer care with staffing, leadership, culture and equity, but delivery requires locally testable mechanisms.
NHS England (2025) reinforces standardisation, incorporating fetal monitoring, growth surveillance and improvement processes. However, the package needs to be supplemented with guidance indicating that checklist compliance is not a substitute for clinical judgement or system learning. NHS Resolution (2025) links payment to independent audits of safety behaviour, strengthening board focus and the sustainability of improvement. On the other hand, incentive-based reporting can lead to premature action closure and “assurance fatigue” if outcomes and changes in practice are not subject to independent testing.
Locally, SaTH (2024) reported that 195 of 210 Ockenden actions had been implemented through transformation governance, safety champions, training and family-engagement arrangements. Implementation demonstrates capacity, but reported completion does not indicate consistent performance across shifts, pressures or different patient groups. Incidents, audits, staff concerns and family experience should therefore be integrated into SaTH’s committees and dashboards, alongside input from LMNs and the MNVP. The success of policy implementation must be demonstrated through corresponding improvements in behaviour, experience and sustained safety outcomes; standardised requirements should not merely increase reporting.
[bookmark: _Toc236892657]2.6 SWOT analysis 
	Strengths
	Weaknesses

	· Good CQC ratings indicate stronger leadership, governance and oversight (SaTH, 2025b).
· Dashboards and audits improve visibility of recognition, escalation and risks.
· MNVP involvement strengthens family voice, co-production and equity-focused assurance.
· Ockenden action delivery provides an established platform for improvement.
	· Completion metrics may overstate whether safety actions are embedded and effective.
· Workforce pressure can weaken monitoring, escalation, supervision and multidisciplinary communication.
· Speaking-up mechanisms may exist without psychological safety (Delpino et al., 2023).
· Self-reported assurance may overlook behavioural variation across teams and shifts.

	Opportunities
	Threats

	· PSIRF can integrate incidents, complaints, audits and feedback into learning.
· Simulation can expose communication, staffing and equipment weaknesses before harm (Qasem, 2025).
· Statistical process control can distinguish sustained improvement from routine variation.
· Independent benchmarking can test reliability across pathways and patient groups.
	· Midwifery burnout may increase turnover and unsafe workarounds (Hadžibajramović et al., 2022).
· Leadership changes could interrupt accountability and improvement continuity.
· Financial pressure may reduce review and training time.
· Assurance fatigue may encourage action closure without verified improvement.


Table 1: SWOT analysis
[bookmark: _Toc236892658]2.7 Critical synthesis and prioritised root causes 
In all three methods (Fishbone, Five Whys, Donabedian and SWOT), there are three modifiable causes that are of high practical importance. Firstly, there are still risks to the recognition and escalation processes when these processes are hindered by load, communication and access by senior people. Ede et al., 2024, states that there is often a difference between work-as-prescribed and work-as-done in the case of escalation. Secondly, learning is incomplete when incidents, staff concerns and family experience are not followed up with verified learning. Weak feedback, accountability and support are a problem in effective safety-learning systems, according to Mahmoud et al. (2023). Third, completed actions can show compliance but not sustained improvements in behaviour and/or outcomes. These priorities clearly support integrated assurance, re-audit and on-going testing under service conditions.
[bookmark: _Toc236892659]3. Recommendations and implementation 
[bookmark: _Toc236892660]3.1 Principal recommendation and evidence-based components 
An Integrated Maternity Safety Assurance and Learning Bundle linking controls should be implemented at SaTH. Through multidisciplinary case tracing, recognition, escalation and senior review should be tested across workloads and pathways. A maternity early-warning threshold should trigger escalating responses, moving assurance beyond recorded training completion, as supported by Gerry et al. (2024).
Second, each PSIRF action should have an owner, deadlines and evidence requirements and should be scheduled for re-audit. Lea et al. (2023) discovered weak evidence for the consistent assessment of investigation recommendations for effectiveness, which supports closed-loop verification.
Third, protected staff and family pathways should provide simple reporting, acknowledgement, review and feedback. Sutton et al. (2025) show that patient-led escalation requires leadership capacity, cultural acceptance and equitable communication.
Finally, completed actions and patient journeys should be reviewed independently each quarter, with MNVP representatives and external reviewers. Zewde (2024) found that near-miss review reduced delayed care by 7%, suggesting feasibility despite substantial contextual differences. The bundle includes tests of the reliability of safety behaviours and their effectiveness in creating longer-term improvement.
[bookmark: _Toc236892661]3.2 PDSA implementation strategy 
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Figure 4: PDSA cycle
(Source: Barr and Brannan, 2024)
PDSA is the main approach because the bundle needs to be tested, refined and adapted before wider implementation in maternity services. Lean Six Sigma aims to reduce variation and improve efficiency, while Lean aims to remove waste, as presented by Tlapa et al. (2022).
Plan
SaTH needs to identify an executive sponsor, operational lead and multidisciplinary implementation group during months 0-2. Santos et al. (2022) identified implementation champions as important for enabling implementation, with their effectiveness dependent on the organisational context. Baselines, the pilot scope, escalation definitions and dashboard measures should be established with obstetric, midwifery, neonatal, governance, data and MNVP representatives. Planning should assess equality, data protection, staff time, analytical capacity and scenario-based learning requirements.
Do
During months 3-5, the team should test case tracing, escalation routes, PSIRF re-auditing and targeted simulations. Implementation issues should be openly recorded, as hidden non-compliance would lead to the same assurance weakness identified above.
Study
In month 6, baseline and pilot results should be compared using run charts, feedback, and outcome, process and balancing measures. The work of Abuzied et al. (2023) underscores the importance of making PDSA decisions based on results rather than assuming that the intervention will be successful. Variation should be examined across shifts, teams and demographic groups and evaluated for workload or escalation effects.
Act
During months 7 to 12, ineffective components should be stopped, weak elements should be modified, and reliable processes should be scaled gradually. Moon et al. (2022) link sustained improvement to leadership, capability, monitoring and integration into routine governance. Ownership should pass to existing committees, and there need to be clear plans for adaptation, scaling or another PDSA cycle.
[bookmark: _Toc236892662]3.3 Governance, stakeholders, resources and risks 
Sponsorship should be provided by the Governance Team and coordinated by the Maternity Safety Lead and the Director of Midwifery. Eljiz et al. (2023) demonstrate that roles need to be defined, resources protected and leadership provided for interprofessional improvement.
The Patient Safety Lead should lead investigations, with patient safety analysts creating and maintaining dashboards and MNVP representatives helping to co-produce escalation pathways. When outcomes and accountability are defined by family stakeholders, indicators of family engagement gain credibility, according to Santana et al. (2023).
Required resources include protected review time, analyst capacity, dashboard modification, scenario training, translation, reimbursement and tracking. Committees should be streamlined, and existing committees should take on reporting, avoiding duplication and blame by using both confidential review and data verification.
Anderson et al. (2023) note that frequent alarms can reduce responsiveness; therefore, signal prioritisation and usability reviews are required. Equity audits should be conducted to ensure that escalation is not impeded by language, disability or communication needs.
[bookmark: _Toc236892663]3.4 Measurement, evaluation and sustainability 
Evaluation should combine outcome, process, balancing and equity measures because severe events are statistically unstable. Outcome measures should include repeated safety themes, patient confidence, staff confidence in speaking up, and evidence of the effectiveness of corrective actions. Process measures should include fresh-eyes reviews, time taken to escalate to senior review, acknowledgement of concerns, completion of PSIRF re-audits and sustained implementation of the approach. Nakatani et al. (2024) show that speaking-up scores could provide a way to detect cultural change before adverse-event trends become definitive. Balancing measures should include staffing time, futile escalation, pathway delays, duplication of reporting, training burden and staff wellbeing. Mendonca et al. (2024) demonstrate how statistical process control can distinguish change from routine variation through monthly dashboard reviews.
Experience and process data should be reported separately by ethnic group, deprivation category, disability and communication need. Unstratified averages are inadequate because they can conceal communication problems or poorer maternity experiences among ethnic-minority women, as identified by MacLellan et al. (2022). Sustainability depends on governance ownership, competency integration, Board and MNVP scrutiny, independent validation and continuous PDSA cycles [Appendix 3].
[bookmark: _Toc236892664]4. Conclusion 
Historical maternity harm at SaTH resulted from a series of clinical, workforce, cultural, governance and oversight failures rather than one isolated failure shows that punitive approaches to incident management can lead to a loss of trust in staff and impact on organisational learning after maternity harm. Safety-culture interventions work primarily through the medium of leadership, team work and a supportive working environment. However, recent advances at SaTH mean that historical results should be used to inform assurance, not to define the current performance of service.
The Fishbone analysis identified that there were cross-cutting causes identified through care processes, staffing, culture, learning systems and external accountability. Five Whys highlighted that the root cause most likely to be changed was weak closed-loop assurance, but not all interactions were captured in the linear pathway. Donabedian demonstrated that enhancing structures is only beneficial if they enhance the escalation, communication, investigation and family-involvement processes continually. Policy analysis showed that although there was guidance, historically there was inconsistent implementation, monitoring and accountability. SWOT showed, however, that SaTH has governance and digital capabilities, but there are potential threats for sustainability through workforce pressure, improvement fatigue, and over-reliance on self-assurance.
The Integrated Maternity Safety Assurance and Learning Bundle will directly address these priorities, through the use of case tracing, verified re-audit, protected escalation and independent review. PDSA offers the chance for a small scale test, a comparison to the baseline, change of elements that are failing to have an impact, and scaling up over time without assuming immediate success. Outcome, process, balancing and equity measures should be reliable and show learning, involve families and measure equity under varying conditions. In order to guarantee safe care, maternity safety can't be achieved through awareness only, but through constant recognition, escalation, learning and accountability.
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[bookmark: _Toc236892667]Appendix 1: Historical Failures, Current Controls and Remaining Assurance Questions
	Historical failure
	Current control or evidence
	Remaining assurance question

	CTG interpretation and delayed escalation
	Training, fetal-monitoring controls and fresh-eyes procedures
	Are these processes consistently followed during staffing and workload pressures?

	Weak incident learning
	Governance reporting, audits and formal action tracking
	Are completed actions re-audited and shown to change routine practice?

	Family concerns overlooked
	Feedback systems and maternity-user participation
	Do all families receive accessible escalation, acknowledgement and meaningful feedback?

	Weak board oversight
	Maternity dashboards and quarterly assurance reporting
	Does oversight demonstrate sustained outcomes or mainly record completed activities?





[bookmark: _Toc236892668]Appendix 2: Donabedian Analysis of Sustained Maternity Safety at SaTH
	Structure
	Process
	Outcome
	Remaining evidence gap

	Staffing, skill mix and leadership stability
	Risk assessment, CTG interpretation and senior escalation
	Safety events and escalation timeliness
	Whether controls remain reliable during staffing pressure

	Training systems and multidisciplinary supervision
	Fresh-eyes review, communication and handover
	Staff confidence and process reliability
	Whether training completion reflects applied competence

	Governance committees, dashboards and risk registers
	PSIRF learning, action tracking and re-audit
	Sustained implementation and fewer repeated themes
	Whether completed actions produce lasting behavioural change

	Digital reporting and external assurance
	Integration of incidents, complaints and staff concerns
	Stronger governance and public confidence
	Whether reporting identifies risk rather than recording activity

	MNVP and family-participation arrangements
	Family communication, escalation and feedback
	Patient experience and equitable involvement
	Whether all population groups experience accessible participation





[bookmark: _Toc236892669]Appendix 3: Implementation and Evaluation Plan
	Action
	Owner
	Timescale
	Resource
	Measure
	Target basis
	Risk and mitigation

	Review recognition and escalation reliability
	Maternity Safety Lead
	Monthly during pilot
	Protected review time and analyst support
	Fresh-eyes completion and median escalation time
	Baseline data and clinical standards
	Workload burden; use sampled case reviews

	Re-audit PSIRF actions
	Patient Safety Lead
	Quarterly
	Action tracker and governance administration
	Actions re-audited and remaining effective
	Agreed deadlines and baseline performance
	Superficial closure; require evidence of behavioural change

	Monitor staff and family safety signals
	MNVP and improvement team
	Monthly
	Accessible surveys, interpretation and feedback systems
	Confidence, involvement and concern acknowledgement
	Baseline and authoritative benchmarks
	Unequal participation; provide accessible reporting routes

	Review sustained improvement
	MNTAC and Trust Board
	Quarterly
	Dashboard and SPC capability
	Outcome, process, balancing and equity variation
	Statistically demonstrated improvement
	Misleading averages; stratify results and validate independently



2

image4.png
Figure 4. Donabedian Structure-Process—Outcome Analysis
of Sustained Maternity Safety at SaTH
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Figure 1. Fishbone Analysis of Factors Influencing
Sustained Maternity Safety at SaTH
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consistently reliable.

Competence, communication and senior
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