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ELEVENTH WRITTEN STATEMENT OF WILLIAM VINEALL 

Section 1: Background information 

1.1. In this section I have aimed to set out why patient safety systems are necessary 

as well as some of the complex reasons why patient safety incidents occur. 

1.2. Harm caused during the provision of healthcare can be devastating for patients 

and their families, and have long lasting consequences. Previous systematic 

studies and available data have estimated that each year in England there are 

about 11,000 adult deaths thought to be due to problems in caret, and 33,000 

patient safety-related disabilities2; and between 19,800 and 32,200 cases of 

significant harm in primary care3. 

1.3. The reasons for patient safety incidents are normally complex. They relate to a 

complex interplay of multiple factors such as the nature of tasks, equipment 

and consumables, the work and wider organisational environments, and the 

individuals working in those environments. 

1.4. Examples of unsafe care practices and errors that contribute to patient harm 

include, but are not limited to, medication, diagnostic and communication 

errors, healthcare associated infections, problems with surgical procedures and 

the avoidable deterioration of patients. 

1.5. Specific challenges to patient safety vary and include, but are not limited to, 

staffing, poor leadership, problems with IT systems, workload and demand, 

skills and capabilities, poor communication and lack of teamwork. 

1 NHSE: The NHS Patient Safety Strategy (2019), building on Hogan et al Avoidability of Hospital 
Deaths and association with hospital wide mortality ratios: retrospective case record review and 
regression analysis (2015). 

2 NHSE: The NHS Patient Safety Strategy (2019), building on Hogan et al Avoidability of Hospital 
Deaths and association with hospital wide mortality ratios: retrospective case record review and 
regression analysis (2015). 
3 Avery et al, Incidence, nature and causes of avoidable significant harm in primary care England: 
retrospective case review (September 2020). 

WITN4688083_0003 



ELEVENTH WRITTEN STATEMENT OF WILLIAM VINEALL 

1.6. Key approaches that may contribute to reduce harm and improve safety include 

team working between staff (coupled with optimal working conditions and safety 

training), good communication, engaging leadership, openness and 

transparency, listening to and engaging patients, reviewing data to measure 

safety and ensuring adequate resources. 

1.7. Various studies suggest that a significant proportion of medical errors can be 

prevented through comprehensive, systematic approaches to patient safety. 
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2.1. Given the questions asked by the Inquiry it may be useful to set out how the 

current patient safety system has evolved. Until around 1997, there was, in 

broad terms, less statutory oversight of quality and safety by Government 

bodies. Various high-profile cases of care failures (e.g. Bristol Royal Infirmary, 

1998) then led to the Government of that day taking a more active approach 

from the late 1990s with the establishment of the National Institute for Health 

and Clinical Excellence ("NICE") in 1999 and the Commission of Healthcare 

Improvement (a predecessor form of the Care Quality Commission ("CQC")) in 

2001. 
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2.3. Measures that the Department of Health and/or NHS England have taken over 

the last decade to create higher patient safety standards and to foster a 

transparent safety culture across the NHS include: 

See the first (non-statutory) inquiry chaired by Sir Robert Francis KC (`Independent Inquiry into care 
provided by Mid Staffordshire NHS Foundation Trust January 2005 — March 2009') that reported in 
February 2010. 
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c) From 2016, enhancing legal protections for whistle-blowers when they 

d) Implementing substantial programmes within the first NHS Patient Safety 

in safety (see paragraph 2.4 below for further details); 

e) Establishing the first Patient Safety Commissioner in 2022 to champion 

LI 

early neonatal deaths and potential severe brain injury, as well as 

maternal deaths, will be hosted by the Care Quality Commission from 
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strategy designed to support the entire NHS system to achieve continuous 

a) The new Learn from Patient Safety Events ("LFPSE") service to replace 

the National Reporting and Learning System ('NRLS"). 

LFPSE will improve the recording and analysis of patient safety event 

information to speed up identification of risks; 

b) National Patient Safety Alerts issued by accredited national bodies that 

critical issues and where failure to comply may lead to regulatory action 

f ' 

f , • 

d) The Framework for involving patients in patient safety, which required all 

e) `Patient Safety Specialists' in all NHS organisations to oversee safety 

activities; and 

f) A first-ever Patient Safety Syllabus to support education and training for 

all health and care workers. 
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3.1. This section aims to set out a general overview of the current framework for 

patient safety incident reporting. However, I should make it clear that the 

detailed expertise relating to the operation of this framework, the analysis and 

learning generated by it, and the current initiatives for ongoing change and 

further development, lies with NHS England and its National Patient Safety 

Team. 

3.2. One of the drivers of the increased focus on patient safety reporting was 

lessons learned from the aviation industry. For example, in the US, the Aviation 

Safety Reporting System is central to the safety record of the airline industry 

and the benefits to safety in this context are well described and its successes 

were admired and thought to have useful application in healthcare. The Institute 

of Medicine which is the American, national, non-governmental, advisory 

scientific body for medicine (now the National Academy of Medicine) 

recommended adopting patient safety reporting as an approach to gain 

understanding on patient safety risks in hospitals through collecting safety 

reports and solutions. 

3.3. Patient safety reporting began to exist internationally throughout healthcare 

such as the Advanced Incident Management System run by the Australian 

Patient Safety Foundation in South Australia and the Danish Patient Safety 

Database. In the UK (England), the National Patient Safety Agency established 

the NRLS in 2003. 

3.4. The National Reporting and Learning Service has been the largest single 

source of patient safety incident data in England, and one of the largest such 

databases in the world. It was introduced to collect patient safety incident 

reports from frontline NHS staff and has seen year on year increases in 

reporting with over 2 million incidents now reported annually. 
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3.6. The vast majority of reported incidents are "no harm" (70%) or "low harm" (27%) 

events, but all represent opportunities to advance safety. 3% of events cause 

higher degrees of harm (including 0.3% resulting in severe harm and 0.3% in 

death). 

3.7. The largely voluntary nature of reporting of the NRLS has been to encourage 

openness and continual increases in reporting to facilitate learning from error. 

Examples of the types of incidents voluntarily reported to the NRLS include 

instances of a patient slipping or falling while in a care setting, a patient 

developing a pressure ulcer, or an incorrect medication dosage being given to 

a patient. 
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3.11. The PSIRF is being implemented across the NHS to provide updated guidance 

on how providers should respond to patient safety incidents and how and when 

an investigation should be conducted. PSIRF promotes a proportionate 

approach for responding to patient safety incidents by removing the 

requirement of the SIF for repeated investigations of similar incidents that 

yielded limited new learning. Compassionate engagement of those affected by 

patient safety incidents (patients, families and staff) is a core element of the 

PSIRF. 
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records of patient safety events, building upon manual evaluation. LFPSE will 

allow: 

a) NHS organisations and staff to record details of patient safety events, 

recognised risks, and to contribute insights to national learning initiatives. 
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4.1. Having laid out the current patient safety landscape and referred to the new 

LFPSE which comes online in autumn 2023, 1 now turn to the specific questions 

raised by the Inquiry. 

4.2. 1 have been referred to the evidence of Mr Andrew Bragg, who proposes that 

-•. .- ii U 1 1i11 -  f -

5 It should be noted that if a death (of whatever sort) occurs when an individual is detained under the 
Mental Health Act 1983, regulated providers must notify the CQC under Regulation 17 of the Care 
Qual ity Commission (Registration) Regulations 2009. 
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4.5. In addition, as the Inquiry will be aware, there is a statutory duty of candour 

placed on health service bodies under Regulation 20 of the Health and Social 

Care Act 2008 (Regulated Activities) Regulations 2014 (Part 3). This is a duty 

owed to patients and their families or carers, rather than to a regulatory or 

similar body, so I have not outlined it further. But the Inquiry has received 

evidence upon it from its own experts: see for example 

[EXPG00000471EXPG0000048], the `Expert Report to the Infected Blood 

Inquiry: Public Health and Administration', in the Chapter on 'The duty of 

candour, transparency, accountability and redress when mistakes are made', 

pages 50-67. See also [EXP00000128], the `UK Infected Blood Inquiry — PHA 

Expert Group, Long Form Report in response to Lol Q36-Q38: Duty of 

Candour'. This document also discusses how the duty of candour is 

underpinned, for regulated healthcare staff, by the requirements of their 

regulators. 
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4.7. The Inquiry has also received evidence of how the professional duty of candour 

(introduced in 2014) is underpinned by the requirements of professional 

regulators; these duties are imposed on the individuals who are registered with 

each professional regulator. Further, whilst this statement does not purport to 

set out an account of how each regulator addresses the issue of reporting 

matters relating to patient safety, the ethical guidance from regulators on this 

topic is unlikely to be limited to the issue of the duty of candour towards patients 

only. See for example the GMG's Guidance on "Raising and acting on concerns 

about patient safety", which is focussed on patient safety concerns more 

broadly [WITN4688085]. 

4.8. The second part of Mr Bragg's proposal is that of a new single organisation, 

outside of the NHS, to investigate such incidents. The Department's view is 

that the National Patient Safety Team within NHS England is appropriately 

responsible for the ensuring that the learning and investigations suggested by 

Mr Bragg take place. In particular, the aim of the LFPSE is to streamline the 

NHS reporting system that is already in place to make it work better and more 

effectively. 
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4.12 Finally, I have been asked to comment further on paragraph 35 of Dr Rosie 

Benneyworth (HSIB)'s statement. This sets out the case for a "much more 

structured approach to development of a health and safety management 

system across the health and care landscape, comparable to best practice in 

other industries" The example of the airline industry is given, as well as a brief 

outline of a system's elements. 

ii 11 I:EJtI ii 

WITN4688083_0015 



England's recent launch of the Learn from Patient Safety Events service to 
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Statement of Truth 

I believe that the facts stated in this witness statement are true. 

GRO-C 

Signed... . .. . . . .......... . . ........ ... . . ... ... . . ... . . ... . ... . . ... . ... . . ... 
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