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[bookmark: _nqdmisekexzt][bookmark: _Toc223529595]1. INTRODUCTION
Quality assurance of health and social care is an organised process that verifies the achievement of safety, effectiveness and patient-centredness of services. Any quality failure in a high-risk environment, such as neonatal intensive care, can be very severe. The babies in these units are extremely delicate and require a well-mobilised work of several professionals. The World Health Organisation indicates that unsafe care continues to be a leading source of avoidable damage globally, with millions of negative events annually. Most of them might have been prevented if there were improved governance, safer staffing, and enhanced reporting systems (WHO, 2024). Patient safety is not only a clinical concern, but one of the key public health concerns which should be continually refined. One of the most complicated and dangerous aspects of contemporary health care is neonatal services. They need the collaboration of teams of various specialities, rapid actions, and continuous surveillance of extremely vulnerable newborns. Babies are extremely susceptible, and any minor delays in addressing the issues or providing assistance may result in severe health conditions or fatal outcomes. That is why the quality of care in the field of neonatology should not be limited to the abilities of a particular clinic. It must also have a conducive working atmosphere, defined rules and regulations, stringent staffing strategies, and system responsibility in general. National reviews in the recent past have pointed out that there is a need for early risk management and avenues that should be taken to escalate concerns to avoid preventable damage. The analysis and solid theories in the study of neonatal quality failures provide valuable information on the emergence of weaknesses and the potential solutions to long-term improvements.
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Figure 1: Quality Assurance
(Source: Zenbit, 2026)
The Care Quality Commission (CQC) oversees neonatal services in England. CQC establishes inspection regulations for NHS adults and specialist children's hospitals, including the neonatal intensive care units. These regulations aim at leadership, employee competencies, reporting of incidents, protection and culture of learning. (CQC, 2026). Nevertheless, even in some hospitals, major safety failures occur despite the presence of compliance, which demonstrates that compliance is insufficient without a positive organisational culture and efficient escalation systems. The new rules and government proposals to enhance reporting obligations (Government of the UK, 2024) indicate that the national system is developing to prevent broader issues.
The Countess of Chester Hospital neonatal unit of 2015-2016 presents a significant issue with the quality assurance. Repeated complaints of high death rates were not responded to quickly, nor were they escalated. The case demonstrates that poor structures, inept processes, and a negative culture can enable permanent damage even within a regulated environment. The recent evidence indicates that missed care and poor neonatal outcomes are closely associated with nurse workload and skill mix, which requires the implementation of safe staffing regulations in intensive care (Tubbs et al., 2025).
The current report examines a critical issue: the failure of the governance, staffing protection and escalation procedures in the neonatal services. The report will determine the root causes using theories such as the Donabedian Model, Fishbone analysis, and the 5 Whys technique to provide evidence-based recommendations on the basis of good quality improvement techniques.
[bookmark: _ka7qqtly6mu][bookmark: _Toc223529596]2. MAIN BODY
[bookmark: _d4fis2kmvkuf][bookmark: _Toc223529597]2.1 Theoretical Foundations of Quality in Healthcare
[bookmark: _n66zyv891eqj][bookmark: _Toc223529598]2.1.1 Swiss Cheese Model
James Reason came up with the Swiss Cheese Model. It states that something bad to a patient occurs when numerous minor vulnerabilities in a system are aligned, rather than a single error of an individual. Babies are delicate in the field of neonatal care. Safety depends on numerous protection layers, including a sufficient number of staff, obvious procedures for addressing the issue, avenues of reporting the problems, and effective leadership. According to the World Health Organisation, unsafe care leads to millions of bad events annually, and many of them would be prevented with better barriers in the system (WHO, 2024). This leads to the concept that the damage is caused when the organisation's defences are either poor or ill-fitted.
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Table 1: Swiss cheese model evaluation
(Source: Self-created)
NHS England states that the Patient Safety Strategy is now clearly bearing fruit in the NHS, including saving an additional 1,000 lives annually and saving 100 million (NHS England, 2026). Such measures as the Rule by Martha resulted in the 2,389 escalated calls within six months, 129 of which could have resulted in a life-saving action. These figures demonstrate how the escalation paths of the defence can prevent the worsening of the situation by means of enhancing one of the aspects of the defence. In the mentioned neonatal scenario, issues arose since the steps of escalation, leadership response, and staff protection failed to collaborate, which allowed the harm to continue, causing damage to the patient until someone corrected the issue.
The Swiss Cheese Model teaches us that when we point the finger at others, there are many more structural and cultural issues under the carpet. Recent studies indicate that the friendly culture and psychological safety contribute to the staff speaking up (Blacklock et al., 2025). Thus, organisational systems should be enhanced rather than individual behaviour to enhance safety.
[bookmark: _iebrx8touovj][bookmark: _Toc223529599]2.1.2 Donabedian Model (Structure–Process–Outcome)
The Donabedian Model assists us in examining healthcare quality in three interrelated components: structure, process, and outcome. It can be applied to the safety of neonatal care since it helps create connections between the individuals and the regulations existing in the provided care and patient outcomes.
Structure refers to the construction, the employees, and the regulations. According to the King Fund, in 2024/25, the Department of Health and Social Care expended 204.7‛billion, of which 94.4 billion was spent on day-to-day expenditure, such as staff and medicine (The King Fund, 2025). Despite this money, the real growth between 2015/16 and 2023/24 was at 3.1 -1, which is lower than in the past. The issue of staff shortages continues to persist and influences those nurses' patient-to-infant ratios.
Process refers to the way care is provided, that is, monitored, paperwork and escalation. Research by Tubbs -Cooley et al. (2025) indicates that NICU workload entails an increased number of missed care. Dillner et al. (2025) discovered that the combination of skills is the right mix that enhances the care of high-need babies.
Outcome refers to the consequences: sickness, death and reducing harm. According to NHS England (2026), magnesium sulphate has saved 1,499 lives of babies and 518 cases of cerebral palsy among mothers and babies with the use of its safety measures. These figures indicate that better results are produced by structure and process changes.
The Donabedian framework allows us to identify the following problem: inadequate staffing (structure) negatively affects monitoring and escalation (process), which contributes to preventable deaths (outcome).
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Figure 2: Donabedian Model (Structure–Process–Outcome)
(Source: Self-created)
[bookmark: _odwhnzpx8hvh][bookmark: _Toc223529600]2.2 Root Cause Analysis
[bookmark: _pqfxgqetkqbd][bookmark: _Toc223529601]2.2.1 Fishbone (Ishikawa) Diagram Application
The root causes of the neonatal quality failure were grouped into six categories, namely: People, Process, Environment, Equipment, Management and Policy using the Fishbone Diagram.
Staffing: Inadequate personnel and a poor skills combination. According to Ball and Griffiths (2022), good outcomes are based on safe nurse staffing. According to Morgan (2022), NHS workforce gaps remain a persistent problem with regard to service delivery.
Process: Ineffective incident reporting and escalation. Systems thinking. The Patient Safety Incident Response Framework (PSIRF), which is now applied in every secondary care setting, learns from incidents (NHS England, 2026). Even the failures of the past demonstrate the absence of such a system of learning.
Environment: Mental overload in high-acuity neonatal environments. In a before-and-after study, Ferorelli et al. (2024) established that structured risk management reduces the neonatal sepsis rates.
Machinery: The safety and upkeep of neonatal incubators are crucial; the state of inspection emphasises the necessity of device testing and adherence (Pokvić et al., 2023).
Management: This was largely due to inefficiencies in governance and board oversight. The Care Quality Commission inspection model of neonatal services emphasises interviewing of leadership, teams and families to determine safety culture (CQC, 2026).
Policy: Alterations in regulations demonstrate gaps in the system. The UK Government suggests that regulatory exemptions of temporary events, as well as annual reviews of CQC rules, should be removed to make the oversight more robust (UK Government, 2024).
According to the Fishbone analysis, the damage was inflicted not by one individual, but by a lot of factors.
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Figure 3: Fish Bone Analysis
(Source: Self-created)
[bookmark: _5li31tvmq3xh][bookmark: _Toc223529602]2.2.2 The 5 Whys Analysis
Applying the 5 Whys method reveals that there are deeper causes:
Why did neonatal deaths rise?  
Because there was no rapid escalation of clinical problems.
Why was escalation slow?  
Since top executives did not necessarily respond to the concerns of staff.
Why were concerns ignored?  
Because the culture of governance was based on reputation protection rather than honesty.
Why did governance fail?  
Owing to the decentralisation between accountability systems and weak external checks.
Why was scrutiny delayed?  
The reason is that the patterns were not flagged early due to regulatory and internal monitoring.
This gap of escalation is closed when a new rule is introduced to allow families to request rapid reviews. The data reveal the usefulness of listening to families, with 73 per cent of the escalation calls being made by them and 57 urgent ICU admissions being instigated (NHS England, 2026).
The 5 Whys tool reveals that cultural and governance issues are the most profound causes.
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Figure 4: 5 Why Analysis
(Source: Self-created)
[bookmark: _a6bcgaosoi9n][bookmark: _Toc223529603]2.3 Strategic Analysis
[bookmark: _2fagc63pi55r][bookmark: _Toc223529604]2.3.1 SWOT Analysis
Strengths:
Good national safety strategy; more than 1.47⁻ one hundred and fifty thousand NHS staff have completed patient safety training (NHS England, 2026). 800 patient safety experts assist in implementing the training.
Weaknesses:
Lack of enough staff and workloads remains an issue. According to McFadden et al. (2024), there are remaining loopholes in the laws and policies that cause harm to safe staffing in care.
Opportunities:
More than 3 million safety events in a year are documented in digital reporting systems like Learn from Patient Safety Events (LFPSE) to conduct rapid data analysis to identify risks (NHS England, 2026).
Threats:
The growth in funding is projected to increase by 2.2 per cent annually until 2028/29, which restricts the number of staff that can be hired (The King’s Fund, 2025). High-profile failures can lead to the decline of public trust.
[bookmark: _uk4evlli13ra][bookmark: _Toc223529605]2.3.2 PESTLE Analysis 
Political: Greater legal regulation, such as independent medical examination of all eventualities since September 2024 (NHS England, 2026).
Economic: The scale of the sector is indicated by the total health spending of 204.7 billion pounds in 2024/25, and the money pressures restrain growth (The King’s Fund, 2025).
[image: ]
Figure 5: NHS Staffing budget
(Source: the Kings Fund, 2026)
Social: Increased attention to family engagement; according to Wyatt and Bamber (2025), a voice to families enhances paediatric safety.
Technological: Learning is enhanced in national incident reporting platforms.
Legal: The proposed reforms increase CQC authority by eliminating regulatory exemptions (UK Government, 2024).
Environmental: Neonatal units of high acuity require a high level of infection control and equipment inspections.
[bookmark: _19d6pr5abzqs][bookmark: _Toc223529606]2.4 Critical Evaluation of Governance and Policy Failure
There is a failure in governance of neonatal services that depicts a disparity between rules, culture and capacity of the staff. The model of the CQC inspection involves interviews and data verification, but the inspections do not occur regularly, only once in a while (CQC, 2026). This can create blind spots.
At the system level, Greer (2023) notes that the NHS is getting increasingly centralised in governance, yet the day-to-day demands take away the emphasis on quality offered by the board. The PSIRF is meant to be informed by the incidents, although it can only be effective when the staff members feel free to report. As Delpino et al. (2023) demonstrate, the speaking-up culture enhances safety, as well as staff well-being, but it requires effective leadership.
The independent death review is enhanced with the new statutory medical examiner oversight. Simultaneously, the data governance discussions demonstrate that it is necessary to strike the right balance between transparency and trust among the masses (Kerasidou and Kerasidou, 2023).
On the whole, national reforms provide a decent outline, but the actual change requires local implementation, sufficient personnel and a change of culture. By applying the frameworks of Donabedian, Swiss Cheese, Fishbone and SWOT, one can have a firm foundation to build evidence-based service enhancements, which are specific and targeted.
[bookmark: _fm0fvdn71ync][bookmark: _Toc223529607]3. RECOMMENDATIONS
Recommendations 1: Strengthening Governance and Regulatory Compliance
The discovery included that newborn care was a problem due to bad governance and a slow increase. The first step is to increase the ability to comply with regulations. The Care Quality Commission desires that leaders should be responsible, teams cooperate, and families should participate in safety checks. Carrying out mock inspections quarterly will reveal issues at the early stages, before formal reviews. The UK government assured that the applicable regulations would remain until March 2025. Therefore, it will have the advantage of legal control (UK Government, 2024).  
Use the PDCA cycle. Initially, it was planned to map CQC standards. Then establish (do): death and escalation tracking systems dashboards. Thereupon, verify (study): perform quarterly board reviews and audits. Act: remedy the government according to the evidence of the audits. This cycle takes us out of responding to issues to averting them.  
	Stage
	Description
	Application to Neonatal Care

	🔵 Stage 1: Unfreeze
	Create awareness of the need for change by challenging existing attitudes, practices, and structures. Motivate staff and leadership to recognise that current systems are inadequate.
	Present Fishbone, SWOT, and 5 Whys findings to senior leadership and neonatal teams. Use incident data and mortality reviews to build a strong case for urgent governance reform and staffing redesign.

	🟠 Stage 2: Change (Movement)
	Implement new behaviours, processes, and structures. This is the active improvement phase where PDSA cycles are applied to test and refine changes in real time.
	Roll out Freedom to Speak Up guardianship, revised nurse-to-baby ratios, Martha's Rule escalation protocols, and digital safety dashboards. Apply PDSA cycles to pilot and evaluate each change across the neonatal unit.

	🟢 Stage 3: Refreeze
	Stabilise and embed successful changes into standard practice. Update policies, training, and appraisal frameworks to sustain improvements and prevent regression.
	Embed revised staffing models, governance frameworks, and psychological safety culture into CQC compliance documentation, ward policies, and onboarding programmes. Monitor progress through continuous benchmark audits.


Table 2: Kurt Lewins Change Model
(Source: Author)
Recommendations 2:  Safe Staffing and Workforce Redesign
Lack of adequate nurses and inappropriate skill mix is detrimental. The expenditure in England on the daily costs that include the personnel in 2024/25 amounted to £204.7 billion, a majority being 94.4 per cent (The King’s Fund, 2025). Still, there are staffing shortages, and this negatively affects staff-to-baby ratios and workloads. Research has indicated that NICUs have excessive nurse workloads that result in lapses of care and poor outcomes (Tubbs-Cooley et al., 2025). Adequate staffing and a good skill mix that are acuity appropriate enhance the quality of care (Dillner et al., 2025).  
Use PDSA to change staffing. During the plan stage, evaluate the staff depending on the acuity of the babies. The do stage involves an attempt at new nurse-to-baby ratios in three months. During the research phase, consider missed care, infections, and the sickness of the staff. During the act stage, convert the new staffing into permanent staffing if it is working. The processes of lean can eliminate unnecessary activities, leaving nurses with more time to attend to patients.  
Recommendations 3: Embedding Psychological Safety and Learning Culture
Escalation problems were caused by a culture that prevented people from speaking up. According to the WHO, unsafe care is the cause of millions of avoidable bad outcomes, and this is why we must have organisations that respect safety openness. Statistics indicate that safety plans are effective (WHO, 2024). According to NHS England (2026), safety work has saved 1,499 newborns and safety events during the process are recorded in excess of 3m annually.  
The neonatal teams to establish this culture must embrace Freedom to Speak Up guardianship and the PSIRF, which analyses problems as systems problems rather than attributing them to individuals. Death and sickness meetings, which include the family input, enhance transparency. Six Sigma can quantify and reduce variation in our emergency response time to investigate all major incidents within 72 hours. Combining a culture change with well-defined performance objectives will enable the process of safety to become a standard practice, not an isolated activity.  
Recommendations 4: Early Deterioration Recognition and Family Empowerment
Another issue is the absence of early symptoms of sickness in babies. A study with 2,389 escalation calls between September 2024 and February 2025, involving 129 potentially life-saving actions, 57 of them being ICU admissions, was conducted when a rule called Martha’s Rule was utilised in 143 hospitals (NHS England, 2026). This demonstrates that effective escalation plans and assigning families authority are of service to patients.  
The same early warning scores should also be used by the neonatal units and offer families easy methods of requesting urgent assistance. Employees should understand how to identify deterioration due to training and simulations. Lean mapping can reduce the road length and ensure that each step is marked by the owner. Displaying visual escalation charts in the areas of care is a reminder to everyone to take action.  
Recommendations 5: Data Governance and Continuous Quality Monitoring
Good data rules and live monitoring are required to continue receiving improved results. Every year, safety events are registered in thousands that provide numerous lessons. Digital dashboards displaying deaths, sepsis, medication errors, staffing and family complaints should be created by the neonatal units. The board of directors should examine these figures monthly in order to keep pace with things.  
When the work is compared to the national standards, it become more responsible, and we can learn. Short-, medium-, and long-term monitoring of progress allows it to readjust behaviour and allocate resources more productively. Prescribing a complete system plan involves enhancement of governance, staffing, safety culture, family power and data tools. With the help of PDCA, PDSA, Lean and Six Sigma, these concepts become long-term safety and trust.
	Benchmark Indicator
	National Standard
	🔴 Hospital Performance (Before)
	🟢 Hospital Performance (After)

	👶 Nurse-to-baby ratio (NICU)
	1:1 intensive care; 1:2 high dependency (NHS England, 2026)
	1:3 – 1:4 below standard; high missed care incidents
	1:1 – 1:2 achieved following PDSA-driven workforce redesign

	📊 Incident reporting rate (per 1,000 patient days)
	≥30 — strong safety reporting culture (PSIRF/NHS England, 2026)
	<10 — under-reporting; fear-driven blame culture
	≥30 after Freedom to Speak Up and PSIRF implementation

	🦠 Neonatal sepsis rate (%)
	≤5% (NICE; Ferorelli et al., 2024)
	12–15% — high; linked to understaffing and weak infection control
	≤5% after structured risk management and protocol updates

	⏱️ Clinical escalation response time (minutes)
	≤15 minutes (NHS Rapid Response Standard)
	45–60 minutes — delayed due to lack of escalation pathways
	≤15 minutes after Martha's Rule and early warning score training

	🗣️ Staff feeling safe to raise concerns (%)
	≥80% (NHS Staff Survey benchmark)
	42% — suppressed culture; fear of speaking up
	≥80% after psychological safety programme and guardianship

	📋 Major incident review within 72 hours (%)
	100% within 72 hours (PSIRF/NHS England, 2026)
	28% — significant delays; weak accountability
	100% after Six Sigma standardisation and board-level accountability

	🏥 CQC compliance rating
	“Good” or “Outstanding” (CQC, 2026)
	“Requires Improvement” — issues in governance and safety
	“Good” after governance reform and mock inspection


Table 3: Benchmark Table
(Source: Author)
[bookmark: _yccpbb2exgh1][bookmark: _Toc223529608]4. CONCLUSION 
This report has critically examined the quality of care provided to newborn babies. It demonstrated that bad outcomes of newborns were not a result of one error but rather systematic issues using the Swiss Cheese Model and the Donabedian Structure-Process-Outcome framework. Lack of adequate personnel and inappropriate skill balance are problems that directly influenced the care procedures, making patient access to help difficult and unequal monitoring detrimental. After further investigating with Fishbone and 5 Whys, we realised that the main issues were weak governance, failure of people to raise an issue and poor accountability.
Through SWOT and PESTLE, we identified threats and opportunities for the way forward in the NHS. NHS England demonstrates that the harm to newborns has reduced despite the safety programmes, which proves that substantial change can assist. With appropriate implementation, the enhanced control of the Care Quality Commission can also contribute to the safety of practice.
Simply put, one would need efforts in the field of governance, staff planning, culture, and data-driven monitoring to ensure the safety of newborn care on an extended basis. Teams can learn continuously and not merely respond to issues using approaches such as PDCA, PDSA, Lean and Six Sigma. Correction of system problems as well as culture will assist the newborn services to emerge as a robust safety culture, which cherishes transparency, responsibility, and patient-focused care.
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