YT

e

House of Commons

Health Committee

Patient Safety

Written evidence

Ordered by The House of Commons
to be printed 30 October 2008

HC 1137

Published on 30 October 2008

by authority of the House of Commons
London: The Stationery Office Limited
£0.00



The Health Committee

The Health Committee is appointed by the House of Commons to examine the
expenditure, administration, and policy of the Department of Health and its
associated bodies.

Current membership

Rt Hon Kevin Barron MP (Labour, Rother Valley) (Chairman)
Charlotte Atkins MP (Labour, Staffordshire Moorlands)
Mr Peter Bone MP (Conservative, Wellingborough)

Jim Dowd MP (Labour, Lewisham West)

Sandra Gidley MP (Liberal Democrat, Romsey)

Stephen Hesford MP (Labour, Wirral West)

Dr Doug Naysmith MP (Labour, Bristol North West)

Mr Lee Scott MP (Conservative, Ilford North)

Dr Howard Stoate MP (Labour, Dartford)

Mr Robert Syms MP (Conservative, Poole)

Dr Richard Taylor MP (Independent, Wyre Forest)

Powers

The Committee is one of the departmental select committees, the powers of
which are set out in House of Commons Standing Orders, principally in SO No
152. These are available on the Internet via www.parliament.uk.

Publications

The Reports and evidence of the Committee are published by The Stationery
Office by Order of the House. All publications of the Committee (including press
notices) are on the Internet at www.parliament.uk/healthcom

Committee staff

The current staff of the Committee are Dr David Harrison (Clerk), Adrian Jenner
(Second Clerk), Laura Daniels (Committee Specialist), David Turner (Committee
Specialist), Frances Allingham (Committee Assistant), Julie Storey (Secretary) and
Jim Hudson (Senior Office Clerk).

Contacts

All correspondence should be addressed to the Clerk of the Health Committee,
House of Commons, 7 Millbank, London SW1P 3JA. The telephone number for
general enquiries is 020 7219 6182. The Committee’s email address is
healthcom@parliament.uk.



List of written evidence

v
w

0 N O U1 A WIN =

Department of Health
Dr Jeffrey C MclLwain
Professor Matt Griffiths

Medical Decision Making Research Group, The University of Birmingham

Infant and Dietetic Foods Association

Patient Concern

Health and Safety Executive

National Concern for Healthcare Infections
Medical Protection Society (MPS)

Patient Opinion

Health Service Ombudsman for England

Royal College of Radiologists

Mencap

General Dental Council

Lifeblood: The Thrombosis Charity

Association of British Healthcare Industries
Brian Capstick

Bayer Schering Pharma

Confidential Enquiry into Maternal and Child Health (CEMACH)
British In Vitro Diagnostics Association (BIVDA)
The Health Foundation

Mr Arthur Briggs

Royal College of Ophthalmologists

Clinical Human Factors Group (CHFG)

Guy Hirst and Trevor Dale

Patient Liaison Group: Royal College of Surgeons England
Dr Richard FitzGerald

Christopher Wiltsher

MRSA Action UK

Faculty of Pharmaceutical Medicine

The Medical Technology Group

NHS Litigation Authority (NHSLA)

Graham Tanner

Quality, Reliability, Safety and Teamwork Unit, Oxford University (QRSTU)

Diabetes UK

Hospedia UK

PatientPak Ltd

Dartex Coatings Ltd

National Patient Safety Agency (NPSA)

Mind (National Association for Mental Health)

Page

Ev 1
Ev 16
Ev 18
Ev 22
Ev 25
Ev 28
Ev 30
Ev 33
Ev 36
Ev 44
Ev 45
Ev 46
Ev 52
Ev 54
Ev 55
Ev 58
Ev 61
Ev 65
Ev 68
Ev 72
Ev 74
Ev 78
Ev 85
Ev 90
Ev 94
Ev 95
Ev 99

Ev 102
Ev 103
Ev 107
Ev 107
Ev 111
Ev 117
Ev 120
Ev 124
Ev 128
Ev 133
Ev 136
Ev 139
Ev 152



41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75

Care Quality Commission

UNISON

Medical Defence Union

Royal College of Nursing

ARHAI

British Institute of Radiology

Dr Liam O'Hara

GS1

Royal College of General Practitioners

Patients Association

Hepatitis C Trust

Healthcare Commission

Adrian Delemore

Patient Involvement in Patient Safety Team, University of York
Royal College of Midwives

Action against Medical Accidents

National Institute for Health and Clinical Excellence
Nursing & Midwifery Council

IDIS

Baxter Healthcare

Independent Healthcare Advisory Services (IHAS)
British Medical Association

Association of Anaesthetists of Great Britain and Ireland (AAGBI)
Bristol-Myers Squibb and sanofi-aventis

Monitor

Royal College of Pathologists

NHS Confederation

Royal College of Psychiatrists

Royal College of Surgeons of England

Royal College of Anaesthetists

Stuart Emslie and John Step

Council for Healthcare Regulatory Excellence
David Ringwood

Royal College of Physicians

Faculty of Occupational Medicine

Ev 157
Ev 160
Ev 164
Ev 166
Ev 170
Ev 176
Ev 179
Ev 181
Ev 185
Ev 190
Ev 192
Ev 193
Ev 212
Ev 212
Ev 214
Ev 219
Ev 222
Ev 227
Ev 232
Ev 234
Ev 237
Ev 241
Ev 244
Ev 249
Ev 250
Ev 252
Ev 253
Ev 259
Ev 265
Ev 267
Ev 271
Ev 272
Ev 275
Ev 276
Ev 276



Health Committee: Evidence Ev 1

Written evidence

Memorandum by the Department of Health (PS 01)

PATIENT SAFETY

EXECUTIVE SUMMARY

Patient safety is a challenge faced by healthcare systems all over the world. Modern healthcare brings
many benefits but also increased risks to patients. Unsafe care is a significant source of preventable patient
mortality and morbidity worldwide. One in ten patients admitted to hospitals will experience some sort of
unintended harm, although not all of this is serious and not all of it is preventable.

The most commonly reported incidents in England are patient falls, incidents associated with treatment
and care and medicines related errors. Healthcare associated infections are also a significant safety issue.

Safety is a fundamental element of quality and demands a system-wide effort. This requires a broad range
of actions in organisational leadership, performance improvement, environmental safety, risk management
and clinical engagement.

Patient safety embraces all healthcare disciplines. No one professional group can solve this problem on
their own. Action is needed to address risks to patient safety in individual services as well as broad long-
term solutions for the NHS as a whole.

Growing interest in the safety of patients among policy makers must be matched by sustained leadership
and action. As exemplified by other high-risk industries, commitment is needed over the long term. Priority
areas include:

— Embedding patient safety: Patient safety must be a high priority for standard setting,
accountability, monitoring and review arrangements.

— Continue to strengthen reporting and learning systems. The most important knowledge in patient
safety is how to prevent harm to patients during treatment and care. Local NHS organisations
need to invest in robust risk management systems. National reporting has a vital role to play.

— Clear mandate and role for Boards within NHS organisations to assure the safety culture and
performance of their organisation. Without strong and visible leadership from NHS Boards,
senior managers and senior clinicians, patient care will not be safer.

INTRODUCTION

1. England was one of the first countries to give priority to tackling patient safety. The 2000 report, An
Organisation with a Memory is still widely regarded as a seminal document.! It has galvanised action and
commitment to patient safety both within the United Kingdom and internationally.

2. Improving the safety of patient care is a significant challenge for the NHS, as it is for many health
services around the world. According to a Eurobarometer survey, 78% of European citizens consider
medical errors to be an important issue.> No country can claim to have solved the problem of healthcare
errors. In England, we are fortunate in many ways. Our healthcare system is affordable and accessible to
all; it is staffed by skilled and dedicated professionals; and anybody who falls ill can reasonably expect a high
standard of care. However, things can, and do, go wrong.

3. Modern healthcare relies on a range of complex interactions between people, technologies and drugs.
Patients are sicker. Care is often delivered in pressurised and fast-moving environments, involving a vast
array of equipment and, daily, many individual decisions and judgements by health-care staff. Sometimes
unintentional harm comes to a patient during a clinical procedure or as a result, of a clinical decision. Errors
in the process of care can also result in injury. Sometimes the harm that patients experience is serious and
sometimes people die.

4. Errors in health care are usually provoked by weak or inadequate systems within and across health
care organisations. These events are not random, one-off unconnected events. They often have common root
causes relating to weakness, breakdown or dysfunction within an organisation’s operational methods,
processes or infrastructure.? Factors contributing to system failure are not always immediately apparent
such as poor design of equipment or inadequate supervision of junior staff. Most unintended harm to
patients is not the result of negligence or lack of training.

5. Countermeasures based on changes in the system are therefore more productive than those that only
target individual practices or products, although both approaches are needed. For example, in 2007 the
Medicines and Healthcare products Regulatory Authority (MHRA) received over 8,600 adverse incident
reports relating to medical devices. Of these, 193 concerned patient deaths and 1,093 concerned serious
injuries (although not all of these were caused by faulty devices).

Department of Health (2000) An Organisation with a Memory, London: The Stationery Office
Eurobarometer survey (January 2006)
3 Reason, James Human Error: Models and Management, BMJ 2000; 320; 768-770
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6. Improving patient safety requires resilient organisational systems. Resilience is the degree to which an
organisation continuously prevents, detects, mitigates or ameliorates hazards or incidents. Improving
resilience encompasses the culture, processes and structures that prevent system failure and improve overall
patient safety. Put simply, resilience refers to whether an organisation can stop small hazards becoming
big risks.

7. A strong, open organisational safety culture is important ie “the way we do things around here—
especially when no one is looking”. A culture of blaming individuals and retribution can itself cause harm
and prevent safety from flourishing.

8. Experience from other high-risk industries shows that an effective safety culture requires clarity about
individual and organisational responsibilities. Patient safety requires well designed processes and structures
of healthcare delivery. Competent, conscientious and risk aware health care providers are also essential at
the “sharp end”.

WHAT ARE THE RISKS TO PATIENT SAFETY AND ARE THEY AVOIDABLE?

9. The problem of adverse events in health care is not new. Research evidence stretching back 25 years
points to unsafe care as a significant source of patient morbidity and mortality, but the subject remained
largely neglected for many years. Further evidence emerged in the early 1990s with the publication of the
Harvard Medical Practice Study.* Subsequent research in Australia, the United Kingdom and the USA
and in particular the 1999 publication To err is human: building a safer health system by the Institute of
Medicine, provided further data and brought patient safety to the forefront of the policy agenda and public
debate worldwide.>%7

10. Today many more countries, including Canada, Denmark, Spain and New Zealand have published
credible scientific studies on the prevalence of adverse events.®%!01l Based on this research, it is
estimated that one in ten patients admitted to hospitals will experience some form of unintended harm. Not
all of this will be serious. Clinical review of patient records suggests that around 50% of these events could
have been prevented given current knowledge and standards of practice.!?

11. Much of the current evidence comes from hospitals, because the risks associated with hospital care
are high. Many adverse events occur in other healthcare settings but there are fewer data on the extent of
the problem outside hospitals.

Data from the National Reporting and Learning System

12. England and Wales are uniquely placed compared to other countries because there are national data
on the size, scope and nature of unsafe patient care through reporting to the National Patient Safety Agency
(NPSA) National Reporting and Learning System (NRLS). The NRLS is the most comprehensive national
incident reporting system in the world. Every NHS staff member in every type of organisation—acute,
primary care, mental health and ambulance—can report to the NRLS.

13. Significant progress has been made since the publication of Safety First to ensure that the NRLS
provides actionable feedback to the NHS and the benefits of national reporting are realised. The NRLS has
shown a steady increase in the volume and consistency of reporting (Figure One). More than 90% of Trusts
now report regularly every quarter. Detailed data summaries from the NRLS are published quarterly.'

Brennan TA, Leape LL, Laird N et /. Incidence of adverse events and negligence in hospitalised patients: results of the
Harvard Medical Practice Study. New England Journal of Medicine, 1991, 324 (6):370-7. Leape LL, Brennan TA, Laird
N et al. The nature of adverse events in hospitalized patients. Results of the Harvard Medical Practice Study II. New
England Journal of Medicine, 1991, 324 (6):377-84.

> Wilson RM, Runciman WB, Gibberd RW et al. The Quality in Australian Health Care Study. Medical Journal of
Australia, 1995, 163:458-71.

Vincent C, Neale G, Woloshynowych M. Adverse events in British hospitals: preliminary retrospective record review.
British Medical Journal, 2001, 322:517-9.

7 Kohn LT, Corrigan JM, Donaldson MS Eds. To err is human: Building a safer health system. 1999, Institute of Medicine,
National Academy Press.

Baker GR, Norton PG, Flintolf V, et al. The Canadian Adverse events Study: the incidence of adverse events among
hospital patients in Canada. Canadian Medical Association Journal, 2004, 179(11):1678—1686

Schioler T, Lipezak H, Pedersen BL ef al. Danish Adverse Event Study. Incidence of adverse events in hospitals. A
retrospective study of medical records, Ugeskr laeger, 2001, 163 (39):5370-8.

10 ENEAS National Study on Hospitalisation-Related Adverse Events 2005. Available at www.msc.es/organizacion/sns/
plancalidadSNS/docs/ENEAS_Eng.pdf

Davis P, Lay-Yee R, Briant R ez al. Adverse events in New Zealand public hospitals I: occurrence and impact. New
Zealand Medical Journal, 2002, 115 (1167):U271.

12 Wilson RM, Runciman WB, Gibberd RW et al. The Quality in Australian Health Care Study. Medical Journal of
Australia, 1995, 163:458-71.

See www.npsa.nhs.uk/nrls/patient-safety-incident-data/quarterly-data-reports/
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Number of incidents reported in
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Figure One: Number of incidents reported to the NRLS, Oct 2003 to June 2008 (England).

14. The most common types of reported incidents in the acute care sector are outlined in Figure Two.
The main types are:

Patient accidents mainly slips, trips and falls;
Patient safety incidents associated with the delivery of treatment and/or clinical procedures;

Medication related incidents usually associated with drug administration errors, for example,
incorrect dose;

Patient safety incidents associated with access/admission, transfer or discharge of patients. For
example, delay in ambulance transportation for emergency transfer;

Safety issues associated with healthcare infrastructure such as staffing, facilities and environment
of care.
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Reported incident types in acute/general
hospitals in england, April 2007 to
March 2008

21,271
Implementation of care and
ongoing monitoring/review

23,146

. . . 34,250
Medical device/equipment

All other incident types

25,632
Consent, communication,
confidentiality

189,251
Patient accident

34,669

Clinical assessment
(including diagnosis, scans,
tests, assessments)

73,745
37,292 Treatment, procedure
Documentation (including
records, identification) 55.135
Medication
40,525 48,651
Access, admission, transfer, Infrastructure (including
discharge (including staffing, facilities, 583, 567
missing patient) environment) Total no. of incidents

Figure Two: Reported incident types in acute/general hospitals April 2007 to March 2008 (England).

15. The majority of incidents are reported as resulting in no harm to patients (around 66%—see Figure
Three). Around 1% of incidents are reported as associated with severe harm or death. This is consistent with
available international data. All reports of serious harm and patient deaths are reviewed by expert clinical
reviewers at the NPSA to identify common contributing factors which may need action across the NHS.
Rapid Response Reports are disseminated across the NHS for action. This work also draws on other sources
such as Serious Untoward Incident Reports (SUIs) and reports from Coroners.
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Reported degree of harm to patients in
England, April 2007 to March 2008

7,101
Severe harm

48,951 I
Moderate harm 3,282

Death

218,188 518,586
Low harm No harm
796,106

Total no. of incidents

Note: The total number of incidents (796,108) is lower than that
quoted elsewhere, as it excludes those incidents where degree of harm
was not stated.

Figure Three: Reported degree of harm to patients April 2007 to March 2008.

Other safety issues

16. Tackling healthcare associated infections has been a major focus for patient safety in the NHS. The
latest Health Protection Agency data for April to June 2008 show significant progress across the NHS. The
incidence of Methicillin resistant Staphylococcus aureus (MRSA) bloodstream infections has been reduced
by 57% to 836 cases. In the first quarter of this year Clostridium difficile (C. difficile) infections have also
shown a 32% decrease in the most vulnerable 65s and over group on the same quarter last year.!4

17. The NHS is required to deliver a 30% reduction in the number of C.difficile infections by March 2011
and to sustain progress on reducing the number of MRSA bloodstream infections to 201011, keeping the
number below half the 2003-04 level. Targets are not designed to limit the ambitions of organisations that
wish to go further, faster. Rather, they emphasise the need to continuously strive for safe, high-quality care
whenever patients come into contact with the NHS.

18. There is no single solution for reducing healthcare associated infections. The Clean, Safe Care
strategy encompasses good hand hygiene, high standards of cleanliness, effective patient screening for
MRSA and sensible use of antibiotics. These measures are backed by significant additional investment and
all supports the legal requirement for NHS bodies to maintain proper infection control. The new regulator,
the Care Quality Commission will have tough powers to investigate and intervene in ensuring the NHS meet
the required standards. In the meantime, the Healthcare Commission will continue to inspect all acute trusts.

How much does unsafe care cost the NHS?

19. Unsafe care wastes scarce NHS resources. The economic benefits of improving safety are compelling.
In the UK, the cost of consequent additional hospital stays alone is about £2 billion a year and paid litigation
claims cost the NHS around £600 million annually, in addition to an estimated potential liability of £11,950
million for existing and expected claims.!’ The total national cost of preventable adverse medical events in

14 Health Protection Agency Quarterly Reporting Results for MRSA bacteraemia, September 2008 and Quarterly Reporting
Results for C. Difficile July 2008.
15 The NHS Litigation Authority Report and Accounts 2008, July 2008.
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the USA, including lost income, disability and medical expenses, has been estimated at between US$17,000
million and US$29,000 million annually. Added to these costs is the erosion of trust, confidence and
satisfaction among the public and health-care providers.

20. In its review of patient safety, the National Audit Office (NAO) found that some NHS Trusts had
estimated figures ranging from £88,000 to £400,000 per year for patient safety incidents. The cost of specific
events has also been analysed. The NAO reported that a fractured neck of femur due to a fall in hospital
costs £10,000, and inadequate patient information or clinical details on diagnostic requests costs
approximately £1 million per year.!® In a review of national incident reports associated with patient falls,
the NPSA estimated that the immediate healthcare cost of treating falls is over £15 million for England and
Wales per year.!”

Can the NHS learn from the safety record of other high risk industries?

21. An Organisation with a Memory highlighted other high-risk industries that have a much better safety
record than healthcare. Much can be learned from this experience

22. The aviation industry has an impressive safety record, which is getting better all the time. Such results
have been achieved through a systematic focus on safety as a core part of business strategy for many decades.
The year 2004 was the safest ever for air travel: the number of airline fatalities worldwide was at the same
level as in 1945. This was despite the fact that the number of passengers increased from 9 million to 1.8 billion
per annum. This has been achieved by a constant search for better and safer ways of designing, constructing
and flying aeroplanes. Indeed, in the United States alone, if the accident rate today had remained the same
as when jet transportation was introduced in the 1950s, there would be around 300 major airline accidents
every year. These are compelling statistics.'®

23. At its heart, the success of aviation safety has several key elements:
— clear, measurable goal setting for safety improvements with strong leadership;
— data that are useful and used to understand the changes that need to occur;
— comprehensive and multifaceted approaches to risk management;
— Dbuilding a strong safety culture that is owned by everyone in the organisation;

— comprehensive oversight and monitoring with clear accountabilities for action.

WHAT DO NHS ORGANISATIONS NEED TO DO?

24. The experience of other high-risk industries demonstrates that organisations with a strong culture of
safety demonstrate certain characteristics. Applied to the NHS, this experience suggests that organisations
which are serious about patient safety must have effective systems in place to prevent and detect harm to
patients while receiving health care.

25. A central foundation for building well targeted safety initiatives is to better understand the nature of
the hazards and risks faced in providing patient care. Safety cannot be improved without a range of valid
reporting, analytical and investigative tools that identify sources and causes of risk in ways that lead to
preventative action and organisation wide learning. While good progress has been made in many
organisations more needs to be done.!?

26. Strategies to ameliorate the effects of any such harm on patients, their families and healthcare
providers are also vital. Consumers of health care are at the heart of patient safety. When things go wrong,
they and their families suffer from any harm caused. Such harm is often made worse by the defensive and
secretive way that many healthcare organisations respond.

27. This highlights the importance of being more open with patients and their families and support for
frontline staff in making this possible. Around the world, health care organisations that are most successful
in improving patient safety are those that encourage close cooperation with patients and their families. This
is an area which requires continued focus.

28. Atits heart, the test of whether an organisation is tackling the patient safety agenda will be reflected
in the everyday experience of its patients and the practical ways in which frontline staff are supported to
implement safer practices.

16 National Audit Office (2005) 4 Safer Place for Patients: Learning to Improve Patient Safety, London: The Stationery
Office

17 National Patient Safety Agency (2007) The 3rd Report for the Patient Safety Observatory: Slips, trips and falls in hospitals,
London.

18 Department of Health On the state of public health: Annual Report of the Chief Medical Officer 2005, London.

19 For examples of good practice in Safety Reporting see the joint NPSA/NHS Confederation Policy Briefing on High
Reporting Trusts at www.npsa.nhs.uk/nrls
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29. Patient safety is everyone’s business and front line staff need to be strongly involved. Initiatives such
as the National Patient Safety Campaign and educational initiatives are designed to strengthen frontline
understanding, engagement and clinical leadership. There also needs to be a greater focus on strengthening
team work in health care. Creating high performance teams is a key safety strategy in other high risk
industries but not in health care so far.

‘WHAT HAS BEEN THE NATIONAL POLICY RESPONSE IN ENGLAND TO ACHIEVE THIS?

30. A number of reviews of patient safety have been conducted by government over the past 10 years
focusing on ensuring that the NHS is able to learn from errors, through better reporting systems, skilful
investigation of incidents and responsible sharing of data, and building greater skill and capacity to
anticipate errors and address weaknesses in systems.

31. An Organisation with a Memory set out to review the scale and nature of serious failures in the NHS
and the capacity for system-level learning to minimise the likelihood of these errors being repeated. The
report concluded that if the NHS was to successfully learn from failures, four key areas had to be addressed:

— a unified mechanism for reporting and analysing when things went wrong;
— amore open culture in which errors could be reported and discussed;
— amethod for ensuring that when a systemic error was identified it was rectified across the system;

— awider appreciation of the system approach in preventing, analysing and learning from errors.

32. An Organisation with a Memory provides an enduring set of concepts to inform the patient safety
programme in the NHS. Patient safety was subsequently incorporated into the NHS Plan and a blueprint,
Building a Safer NHS for patients, was published in 2001 to implement the 10 recommendations in An
Organisation with a Memory.?® The overall policy objective was to provide an independent national system
to record adverse events and near misses so that the NHS could minimise such incidents in the future. The
NPSA was established to implement and operate the new NRLS in all sectors of the NHS. Key challenges
have been the creation of a reporting culture and building local capability. This has been supported by the
introduction of national core and developmental standards for safety.

33. Following a National Audit Office (NAO) report 4 Safer Place for Patients: Learning to improve
patient safety in November 2005 examining the strategy for ensuring that the NHS was learning the lessons
from patient safety incidents and the progress of that strategy, the Chief Medical Officer commissioned a
review of the organisational arrangements to support patient safety in the NHS. The subsequent report,
Safety First, published in December 2006 focussed on the role of the NPSA but also included other agencies
and how the Department of Health supports the patient safety agenda.?!

34. The review found that patient safety was now getting a significant national profile. However, it was
not always given the same priority or status as other major issues such as reducing waiting times,
implementing national service frameworks and achieving financial balance.

35. The review also found inconsistent evidence that data collected through the NRLS were effectively
informing local, risk-reduction strategies. Opportunities for achieving “on the ground” improvements
across the NHS had been missed. In many cases the environment needed to motivate clinical and non-
clinical staff to insist that all care must be safe as possible had not been created.

36. Safety First made 14 recommendations to build on the progress that had been achieved and to refocus
efforts to enable clinicians and healthcare organisations to deliver safe care and to harness the skills and
expertise of the NPSA and all the other agencies to ensure the patient safety agenda is owned by clinicians
at the front line and by the most senior policy makers in the NHS. Significant progress has been made to
implement these recommendations. Appendix C sets out detailed progress for each of the recommendations.

37. In addition to the NPSA, a growing number of organisations and stakeholders, for example the
Healthcare Commission, have played a significant role in patient safety at national level. This is a welcome
development as no one body can address all of the requirements of a comprehensive patient safety agenda.
The National Patient Safety Forum set up as a result of the recommendation of Safety First provides an
important mechanism for information exchange among key national organisations. A summary of the key
national stakeholders and their roles is outlined in Appendix C.

38. Lord Darzi’s report High quality care for all sets out a vision for the NHS that has quality of care—
personal, safe and effective—at its heart. Such a vision places a continued emphasis on patient safety as an

20 Department of Health (2001) Building a Safer NHS for Patients: Implementing An Organisation with a Memory, London:
The Stationery Office

2l Department of Health (2006) Safety First A report for patients, clinicians and healthcare managers, London, The
Stationery Office
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integral component of quality health care. As a result, safety is proposed as a key part of the NHS
Constitution currently under consultation. The report also announced an intention to streamline national
reporting mechanisms and allowed the NPSA to further adopt initiatives from international best practice.??

How DOES ENGLAND FIT WITHIN THE WIDER INTERNATIONAL CONTEXT?

39. Action on patient safety in England forms part of a wider global effort on patient safety working
closely with the World Health Organisation (WHO) World Alliance for Patient Safety. The World Alliance
gives effect to a World Health Assembly Resolution (2002) urging WHO and Member States to pay the
closest possible attention to patient safety.?

40. The Alliance raises awareness and political commitment to improve the safety of care and facilitates
the development of patient safety policy and practice in all WHO Member States. Each year, the Alliance
delivers a number of technical programmes to improve patient safety around the world. The World Alliance
is chaired by Sir Liam Donaldson, Chief Medical Officer for England.

41. England makes significant expert contributions to technical work programmes largely through the
NPSA. This includes reporting and learning systems, the development of an internationally agreed
taxonomy for patient safety, work on safety solutions and close involvement in the Global Patient Safety
Challenges on hand hygiene and safe surgery.

42. Close collaboration with the World Alliance brings international knowledge and experience to the
patient safety agenda in England. There are many examples worldwide of organisations and best practices
from which we can learn. Appendix C describes some of these organisations. There is also considerable
interest internationally in patient safety developments here. England makes an important contribution to
global knowledge and progress on patient safety.

43. The United Kingdom is also involved at the European level including the High Level Group on
Health Services and Medical Care (the UK co-chairs its Patient Safety Working Group), and the European
Network on Patient Safety (EUNetPas) which facilitates Member State collaboration on reporting and
learning systems, education for patient safety, medication safety and safety cultures.?*

‘WHAT SHOULD THE NHS DO NEXT REGARDING PATIENT SAFETY?

44. Growing interest in the safety of patients among policy makers and clinical leaders must also be
matched by sustained leadership and action. As exemplified by other high-risk industries, commitment is
needed over the long term. Three key priority areas are proposed:

45. Embedding patient safety: Assuring and improving patient safety must continue to be a high priority
for standard setting, accountability, monitoring and review arrangements, with a particular focus on
ensuring timely implementation of risk-reduction strategies and safety interventions. The same errors and
system failures are often repeated. Action to reduce known risks is often too slow even where solid evidence
exists.” The culture of safety culture of health care is not yet clearly focused or organised enough to rapidly
reduce potentially fatal risks to patients. Organisations such as the NPSA and the new Care Quality
Commission will play a leading role in identifying priority areas for action.

46. Continue to strengthen reporting and learning systems: The most important knowledge in patient
safety is how to prevent harm to patients during treatment and care. Local NHS organisations need to invest
in robust risk-management systems. National reporting has a vital role to play in helping to spot trends in
patterns of risks which are not visible at a local level and to identifying new and emerging hazards. The
NRLS is a unique knowledge resource for the NHS and continued effort is needed to build on it and improve
it. For example, greater involvement of clinical specialties. An important focus for patient safety is the
clinical specialty, each of which has its own hierarchy of risk and challenges to be addressed.

47. Ensure a clear mandate and role for Boards within NHS organisations: Without strong and visible
leadership from NHS Boards, senior managers and senior clinicians, a strong organisational culture for
patient safety will not be achieved. The Healthcare Commission investigation into failures in infection

22 Department of Health (2008) High Quality Care for All NHS Next Stage Review Final Report, London

See www.who.int/patientsafety

See www.eunetpas.eu

25 Department of Health On the state of public health: Annual Report of the Chief Medical Officer 2004, London
Healthcare Commission Investigation into outbreaks of Clostridium difficile at Maidstone and Tunbridge Wells MHS
Trust October 2007
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control at Maidstone and Tunbridge Wells NHS Trust demonstrates what can go wrong when
organisational and clinical leadership is not sufficiently focused on patient safety.?’” Boards need to assure
themselves that patient safety is a high priority within their organisation.

September 2008

Appendix A

WHICH ARE SOME OF THE KEY ORGANISATIONS NATIONALLY?

In addition to the NPSA, a growing number of organisations and stakeholders have played a significant
role in patient safety at national level. This is a welcome development as no one body can address all of the
requirements of a comprehensive patient safety agenda. The National Patient Safety Forum, set up as a
result of the recommendation of Safety First, provides an important mechanism for information exchange
among key national organisations. A summary of the key national and international stakeholders and their

roles is outlined below.

Stakeholders Role

National Stakeholders

National Patient Safety The NPSA manages a national reporting system which receives

Agency (NPSA) confidential patient safety incident reports from staff working in all NHS

Medicines and Healthcare
products Regulatory
Agency (MHRA)

National Institute for
Health and Clinical
Excellence (NICE)

National Clinical
Assessment Service (NCAS)

The Healthcare
Commission

The National Institute for
Innovation and
Improvement (NHS III)

General Medical Council
(GMO)

settings in England and Wales. Working closely with clinicians and safety
experts, these reports are analysed to identify common sources of risk
and actions to improve patient safety. The NPSA develops and
disseminates safety recommendations and advice and provides tools to
help implement safer practices. It is one of the three partner organisations
running the National Patient Safety Campaign.

MHRA is the government agency which is responsible for ensuring that
medicines and medical devices work, and are acceptably safe. It makes
fact-based judgements about any new device to ensure that the benefits to
patients and the public justify the risk of introducing it. The MHRA also
maintains surveillance over medicines and devices, and takes any
necessary action to protect the public promptly if there is a problem.

NICE is the independent organisation responsible for providing national
guidance on the promotion of good health and the prevention and
treatment of ill health. A key part of NICE guidance is clinical
effectiveness of which safety is a central theme.

The National Clinical Assessment Service (a separate business unit of the
NPSA) promotes patient safety by providing confidential advice and
support to the NHS in situations where the performance of doctors and
dentists is giving cause for concern.

The Healthcare Commission exists to promote improvements to the
quality of healthcare and public health in England and Wales. In
England it is responsible for assessing and reporting the performance of
NHS Trusts and independent healthcare providers. The Healthcare
Commission also has powers to inspect where a serious failing in safety is
detected and impose remedial action.

NHS IIT supports the NHS to transform healthcare for patients and the
public by rapidly developing and spreading new ways of working, new
technology and world class leadership. NHS III runs a priority
programme designed to educate clinicians in skills to lead improvements
in patient safety. It is one of the three partner organisations running the
National Patient Safety Campaign.

The GMC is the independent regulatory body for doctors. It publishes
Good Medical Practice, the code of conduct all doctors are required to
follow. Good Medical Practice contains a section on patient safety
requiring doctors to take adequate action to address patient safety issues
if they have good reason to believe it has been compromised. The GMC
has the power to strike doctors from the medical register if their fitness to
practice is deemed to be impaired by failing to comply with Good Medical
Practice or if a doctor causes serious deliberate or negligent harm to
patients.

7 Healthcare Commission Investigation into outbreaks of Clostridium difficile at Maidstone and Tunbridge Wells MHS

Trust October 2007
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Stakeholders

Role

The Nursing and Midwifery

Council (NMC)

The Health Foundation

The Academy of Medical
Royal Colleges

The NHS Litigation
Authority (NHS LA)

NHS Confederation

The National Audit Office
(NAO)

International Stakeholders

The Devolved
Administrations

The European Union
Patient Safety Working
Group

The World Alliance for
Patient Safety

The Institute for Health
Improvement (IHI)

Joint Commission for the
Accreditation of Hospital
Organisations

The NMC performs a similar function to the GMC however regulates
nurses and midwifes rather than doctors.

The Health Foundation is a charity working to improve the quality of
healthcare in the UK. They projects, research and evaluation studies to
further this aim. One of their projects is the Safer Patients Initiative
which provides funds to individual NHS Trusts to develop exemplar
approaches to improving patient safety in their organisations. It is also
one of three partner organisations running the National Patient Safety
Campaign.

The Academy and individual Royal Colleges, as the professional bodies
for the various specialties in medicine, take a close interest in the national
patient safety agenda. Most of the Colleges have individual patient safety
programmes or take an active part in national or international initiatives.
The Royal College of Surgeons for example is key player in the World
Alliance for Patient Safety’s Safe Surgery programme.

The role of the NHS LA is to act on behalf of NHS bodies when claims
of negligence are made against them. The NHS LA also has a ‘risk
management’ function under which it seeks to help NHS bodies avoid
negligent or preventable accidents.

The NHS Confederation is the only independent membership body for
the full range of organisations that make up the NHS. It represents over
95% of NHS organisations as well as a growing number of independent
healthcare providers. It aims to influence policy, implementation and the
public debate, support leaders through networking, sharing information
and learning promoting excellence in employment.

The NAO has taken an interest in patient safety due to the costs
association with unsafe healthcare. It published a report in 2005 which
made a number of recommendations to strengthen the patient safety
arrangements at national level.

Each of the Devolved Administrations has representatives on the
National Patient Safety Forum to ensure close working and shared
learning between the four countries.

The European Commission has a Patient Safety Working Group which
aims to facilitate and support its Member States in their work and
activities. The Working Group is currently co-chaired by the Chief
Executive of the National Patient Safety Agency on behalf of the Chief
Medical Officer for England.

The Alliance raises awareness and political commitment to improve the
safety of care and facilitates the development of patient safety policy and
practice in all WHO Member States. Each year, the Alliance delivers a
number of programmes covering systemic and technical aspects to
improve patient safety around the world. England takes an active part in
these programmes notably the Clean Care is Safer Care and Safe Surgery
initiatives. England’s Chief Medical Officer is also the Chair of the
Alliance.

IHI is an independent not-for-profit organisation in the US helping to
lead the improvement of health care throughout the world. It was the
driving force behind the 100,000 Lives campaign in the US and has
extensive experience in the patient safety field. IHI frequently assists UK-
based initiatives.

The Joint Commission is the organisation which accredits hospitals in the
US. Most US insurers will not pay for treatment unless it is accredited by
the Joint Commission. Patient safety is one of their core criteria and they
also operate in a number of countries around the round. They are one of
the major advisers to WHO.
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KEY DEFINITIONS

Appendix B

Progress on patient safety in England and internationally has been compromised by the inconsistent use
of language. Similar concepts may have different labels (such as near miss, close call) and certain terms are
sometimes used to embrace several concepts. For example, an earlier survey, seventeen definitions for error
were found and fourteen for “adverse event”. Through the WHO World Alliance for Patient Safety, a
comprehensive international classification is being developed with agreed concepts, definitions and terms.
The National Patient Safety Agency is playing a leading role in this work.

The following definitions are used within this submission:

Adverse event

An incident which results in harm to a patient.

Patient safety
with healthcare.

Freedom for a patient from unnecessary harm or potential harm associated

Error A failure to carry out a planned action as intended or application of an

incorrect plan.
Patient Safety Incident

An event or circumstance which could have resulted, or did result, in

unnecessary harm to a patient.

System failure

A fault, breakdown or dysfunction within an organisation’s operational

methods, processes or infrastructure.

Source: Conceptual Framework for the International Classification for Patient Safetywww.who.int/

patientsafety

Appendix C

Report against each of the Safety First recommendations:

Recommendation

Progress

1 As the next round of national goals, priorities

and targets are being established from the period

from 2008, it is important that the NHS takes
steps to ensure that patient safety is further
deeply embedded as a core principle that
underpins those priorities.

Patient safety is at the heart of the Department
of Health’s national goals and priorities. The
first goal within the Department’s Strategic
Objective, Better Care for All, is: “We will
provide you with the safest possible healthcare’.

The Department’s Health & Social Care
Outcomes and Accountability Framework sets
out objectives and performance indicators for
Primary Care Trusts as commissioners of
services for the period 2008-2011.
Commissioners now have a key role in
establishing and monitoring quality and safety
requirements in the services they commission.

The revised NHS Standard Contract for Acute
Services for 2008-09 identifies the requirement to
meet nationally mandated quality and safety
indicators.

From April 2010, a common registration system
for health and adult social care providers will be
introduced. It will bring in essential safety and
quality registration requirements that will apply
to providers within the scope of registration,
including both public and independent
providers.

The draft NHS Constitution pledges that the
NHS will strive to ensure that services are
provided in a clean and safe environment that is
fit for purpose, based on national best practice.
It also pledges that all staff will be empowered to
put forward ways to deliver better and safer
services for patients and their families.

Finally, the NHS Next Stage Review makes clear
that continuously improving patient safety
should be at the top of the healthcare agenda for
the 21st century.
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Recommendation

Progress

The Department of Health should establish a
National Patient Safety forum, jointly chaired by
the Chief Executive of the NHS and the Chief
Medical Officer, to harness the skills and
expertise of a number of organisations, agencies
and stakeholders which are making a significant
contribution to patient safety.

The National Patient Safety Forum should
oversee the design and implementation of a
national patient safety campaign-focused
initiative. The objective of this initiative should
be to engage, inform and motivate clinical staff
and healthcare providers o address the challenge
of providing safer healthcare.

The role of the National Patient Safety Agency
(NPSA) should be refocused on its core objective
of collecting and analysing patient safety data to
inform rapid patient safety learning, priority
setting and coordinate activity across the NHS.
A number of current functions, for example the
development of technical solutions to improve
patient safety, presently delivered by the
organisation should in future be commissioned
from other expert organisations with the
requisite expertise.

The National Patient Safety Forum was
established in February 2007. Its membership
includes representatives from the NHS, other
stakeholder organisations and patients. It has
played a key role in co-ordinating and
supporting the National Patient Safety
Campaign. It has general oversight of the
implementation of the Safety First
recommendations and receives regular progress
reports.

A two-year campaign was launched at the NHS
Confederation Annual Conference on 19 June
2008. It is being led by the National Patient
Safety Agency (NPSA) in conjunction with The
Health Foundation and the NHS Institute for
Innovation and Improvement. There are five
interventions initially at the heart of this
campaign, chosen because they relate to known
major sources of harm in hospitals: leadership
for safety—getting Boards on board (see
Recommendation 8); reduction of harm to
deteriorating patients in acute care; critical care
bundles (central line and ventilator care;
perioperative care, including prevention of
surgical site infection and World Health
Organisation’s Safe Surgery Checklist; and
reduction of harm from high-risk medications.
The Campaign now has almost 200 Trusts signed
up to its cause and aim. The Campaign team is
in the process of developing resources to support
implementation. These resources will be
available from mid to end September.

Reorganisation of the National Reporting and
Learning System (NRLS) has refocused the
NPSA’s work. It is producing more timely
advice for the NHS on strategies to reduce risks
to patients and priorities for action. The NHS
receives regular feedback of staff reports of
patient safety incidents including national and
trust level reports. Specialty based reporting has
been introduced starting with a pilot for
reporting and response for anaesthesia. The
English Patient Safety Managers have been
transferred to SHASs to form part of the Patient
Safety Action Teams (PSATs). The Agency now
decides on a case-by-case basis whether to
develop solutions in house or commission
externally. The NHS Institute for Innovation
and Improvement is providing educational
programs for leadership and patient safety
improvements and the PSATs are helping to
embed patient safety in the local management of
the NHS.
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Recommendation

Progress

The core purpose of the National Reporting and
Learning System (NRLS) should be to identify
sources of risk and harm to patients which can
be acted upon at local and national level. The
present NRLS should be redesigned to make it
more effective in this respect, including
simplifying and encouraging reporting as well as
including a new category of analysing risk prone
situations and anticipating adverse events. PCTs
should take account of the information and
learning available locally from the NRLS in
commissioning services.

The Patient Safety Management function
currently delivered by the NPSA should be
hosted by Strategic Health Authorities (SHAs),
and recast as ‘Patient Safety Action Teams’
(PSATs) to support the delivery of the national
patient safety agenda by local NHS
organisations. The team should consist of
experts with skills in data analysis, incident
investigation and solution development.

Prime responsibility for incident investigation
should reside with local NHS organisations.
Every NHS organisation should have access to a
specialist investigator based within the Patient
Safety Action Team. All reports should be
considered locally within 24 hours of being
reported. The NPSA should be notified of events
that involve serious patient harm and death
within 36 hours of the initial report.

The NPSA has introduced a rapid reporting and
urgent response function and it is developing
speciality reporting in some areas. These
activities are helping to ensure greater clinical
involvement and a more targeted response to
risk reduction and actionable learning. Scope for
improving the core NRLS data set has been
identified with expert advice and guidance from
John Hopkins University School of Medicine in
Baltimore, USA. Drawing on the outcome of
this work, the updated NRLS strategy includes a
number of additional steps for system
improvement. The NPSA is working with the
World Class Commissioning team at DH in
developing indicators to improve safety through
commissioning.

PSATSs have been established in the ten SHAs
since 1 October 2007. They provide a local
resource to NHS organisations. Network
arrangements have been set up with NHS
organisations, including NHS Trusts. The NPSA
has worked with the SHAs to determine the long
term arrangements and priorities which took
effect t from 1 April 2008.

In April 2007, a project team was set up by the
NPSA to progress work on learning from patient
safety investigations. Discussions were held with
risk groups, a patient and public involvement
group, and the Department of Health. Several
resources have been developed by the NPSA as
an outcome of the discussions. These include a
best practice patient safety investigation report
guidance and template. Additional work on
training modules and other methods of
improving understanding of error and patient
safety among clinical staff and managers is under
way. To help ensure the NPSA can be notified of
events involving serious patient safety harm and
death early, it has access to reports of Serious
Untoward Incidents recorded by the NHS on the
Strategic Executive Information System (STEIS).
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Recommendation

Progress

10

Accountability for patient safety rests with the
Chair and Board of each NHS organisation.
Each Board should therefore be expected to
outline how it intends to discharge this
responsibility. Importantly, each initiative
should also make clear how it intents to ensure
that patients and carers play an integral part in
all initiatives to introduce a patient safety culture
change within the NHS.

The approach of the Healthcare Commission in
monitoring progress in patient safety should be
further developed into a high-profile programme
which comprehensively monitors and assesses
progress against national and local standards
and indicators of performance. PCTs should be
accountable for ensuring that all providers used
by their patients have effective patient safety
reporting systems and are implementing
technical solutions satisfactorily.

A pilot should be established to examine the
option of the National Institute for health and
Clinical Excellence (NICE) developing technical
patient safety solutions.

The Healthcare Commission has also developed

a new workstream looking at the governance of

safety, focusing on boards’ involvement in safety
improvement.

The NHS Institute for Innovation and
Improvement is also running an educational
module entitled Boards on board as part of the
National Patient Safety Campaign (see
recommendation 11).

The NPSA routinely holds patient safety sessions
with all new Trust Non-executive Directors to
ensure that they are aware of their responsibility
in this regard.

Separately, the working group on Tackling
Concerns Locally set up following on from the
White Paper, Trust, Assurance and Safety—The
Regulation of Health Professionals in the 21st
Century and Safeguarding Patients, has a
subgroup focussing on Clinical Governance
which will produce its final report shortly. The
subgroup has been considering
recommendations for best practice in identifying
concerns, investigating and remediating them
and includes a chapter focussing on involving
public, patients and carers in clinical governance
activities.

The Healthcare Commission reviewed its safety
strategy in summer 2007 in conjunction with key
stakeholders including the NPSA. In September
2007, it started work on a range of new products
and approaches to address key risks to the safety
of patients. The risks it has identified and is
addressing include:

falls while in hospital;
medicine errors after discharge from hospital;

implementing safety alerts;
errors in the use of medical devices due to lack of
training or unsafe procurement;

healthcare associated infection outside the acute
sector.

The NPSA and NICE have worked
collaboratively to take forward this
recommendation. Two topics selected for the
pilot were (a) interventions for medicines
reconciliation at the point of admission and (b)
prevention of ventilator-associated pneumonia
(VAP). The first technical solution was launched
in December 2007. The second is scheduled to be
launched on 26 August 2008. Following the
pilot, it was agreed that the NPSA would retain
lead responsibility for the development of
technical safety solutions, and that NICE would
not be asked to establish a specific programme of
work in this area. Where appropriate, the NPSA
will commission solutions from relevant NHS or
professional bodies. It will incorporate the
lessons learned from the pilots into the ongoing
development process.
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Recommendation

Progress

11

12

13

The NHS Institute for Innovation and
Improvement should be asked to work with the
medical Royal Colleges and other education
providers to ensure that advances are made and
training to support patient safety.

All NHS organisations should develop and
implement local initiatives to promote greater
openness with patients and their families when
things go wrong and provide required support.

The active involvement of patients and their
families should be promoted by establishing a
national network of patient champions who will
work in partnership with NHS organisations and
other key players to improve patient safety; the
network should also have strong links with
WHO World Alliance for Patient Safety’s
‘Patients for Patient Safety’ initiative.

The NHS Institute is taking forward a number
of measures in response to this recommendation:

The Leading Improvement in Patient Safety
(LIPS) is a comprehensive programme designed
to help NHS trusts build the capacity and
capability to eliminate harm to patients. Forty-
two acute organisations have participated in the
first two waves of the programme. The third
wave is due to start in September 2008.

The LIPS programme is working closely with the
National Patient Safety Campaign to offer the
educational support that organisations might
need once they have signed up to the campaign.
An important element of this will be the new
Boards on board programme to support the
work being undertaken in response to
recommendation 8.

The development of a Quality and Safety
Improvement Faculty is well underway and has
involved Royal Colleges in stakeholder events.
Existing faculty of doctors, nurses and
pharmacists now lead the teaching of the LIPS
programme.

Twenty three universities now offer a module in
safety improvement in undergraduate education
across disciplines.

The Department of Health has undertaken a
review of current legislative mechanisms and
guidance such as the NHS Redress Scheme and
the NPSA’s Being Open and has identified a
common approach and consistency of language
applied to offering apology, expressing remorse,
and providing explanations to patients, families
and their carers. The next stage of the review was
to consider what barriers in the NHS are
preventing open communication with patients
and how to overcome these in light of successful
strategies used internationally. This has been
carried out by Professor Albert Wu. He will be
presenting his report about options for
strengthening Being Open to the National
Patient Safety Forum in October 2008.

A joint project has been established between the
NPSA and Action Against Medical Accidents
(AvMA) in concert with WHQO’s Patients for
Patient Safety programme. A campaign launch
took place in March 2008 and since then Patient
Safety Champions have been recruited and held
their first induction meeting on 20 and 21 May
2008. A training day was held on 14 July to
discuss their work programme for this year. This
will be promoting Being Open and infection
control work and encouraging Patient and
Public reporting. They will be working locally
with Trusts, regionally with PSATs and
nationally with the NPSA.
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Recommendation Progress

14 The development of an overall project plan to Recommendation 14 listed the priorities for
ensure delivery of all key recommendations—this  implementation for the other recommendations
should be discussed at the first meeting of the in Safety First to ensure swift progress.

National Patient Safety Forum.

An inaugural meeting of the National Patient
Safety Forum in early 2007.

With expert input, redesigning of the National
Reporting and Learning System in order to have
a re-engineered system launched in 2007.

An early pilot to determine if NICE can
effectively deliver technical solutions with a
decision in early 2007.

Immediate action to establish Patient Safety
Action Teams.

There is a need to clarify roles and
responsibilities both within the Department and
in the NHS for the delivery of the Patient Safety
Agenda.

The imperative to improve patient safety will
need to be taken into account as a central
component of the Health Reform Agenda. It is
therefore important that an ongoing dialogue
takes place with the Healthcare Commission,
Monitor and other regulators.

Memorandum by Dr Jeffrey C McILwain (PS 02)

PATIENT SAFETY

1. WHAT THE RISKS TO PATIENT SAFETY ARE AND TO WHAT EXTENT THEY ARE AVOIDABLE, INCLUDING:

Role of human error and poor clinical judgement. Human error and clinical judgement are
synonymous. A “poor” judgement is influenced as much by the professional’s poor judgement as
the presentation by the patient. If the patient leads the clinician down the wrong path in the history,
within limited NHS time resources the clinician has little time to correct this. Humans do not fit
mathematical modelling except at the macro level ie populations, not individuals.

Systems failures. There are only three things that can go wrong in life:—humans, systems and
equipment. The first designs and controls the latter two, therefore all systems failures are human at
source. System design can work if the system is tested to an extreme. This is a standard engineering
principle. If one component fails then the whole system may fail eg ‘O’ ring test failure in the
Challenger space shuttle disaster. After extreme testing then monitoring has to take place. Further,
is the issue of standardisation. The Great Western Railway, as an example of standardisation,
greatly brought forward safety and production by standardising and interchanging parts. There
are no tested nor standardised safety systems within the NHS except within purchased equipment.

How far clinical practice can be risk-free; the definition of “avoidable” risk; whether the
“precautionary principle” can be applied to healthcare. Clinical practice never has, and never will
be, “risk free”. Industries such as the petrochemical, rail or air industries have shown that despite
improvements and “lessons learned” there are still risks either apparent and unsolvable or latent.

The role of public perceptions of risk in determining NHS policy. Perception is a frailty built upon
notions or opinion not fact. No fact = no science. No science = no measurable commodity.

2. WHAT THE CURRENT EFFECTIVENESS IS OF THE FOLLOWING IN ENSURING PATIENT SAFETY:

a. local and regional NHS bodies, and other organisations providing NHS services (including primary and
community care, and mental health services)

How far the Boards of NHS bodies have established a safety culture. There may be a will, but there
is not a way. For 17 years the NHS has been focused upon targets and change, mainly financial.
The notion of safety has been at the behest of clinical professionals, not lay dominated Trust
Boards. The obsession with financial targets means that clinical and managerial staff are focused
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upon required results not safety. There are only 24 hours in a day and if finance (and its
consequential targets) takes up most of this time then there is little or no time for safety as a
secondary measure.

b. systems for incident reporting, risk management and safety improvement

Whether adequate measurement and assessment is undertaken and acted upon. The current system
is based upon the risk matrix which is at the heart of the problem. This is a grid that places severity
and frequency on different axes. However, whilst severity may have some general notion of what
it is, it is maimed in definition by emotive words such as “catastrophic”. Death is death, but an
event listed as catastrophic means, to a lay person, a true catastrophe. Yet a death may be an actual
predictable or expected consequence or outcome. The record though of the incident is
“catastrophic”. However, and much worse, is the portion of the matrix that uses probability of
recurrence ie “likelihood”. Likelihood is as scientifically effective as placing a wet finger in the air
to determine wind direction. The likelihood of something recurring is future tense and speculative.
If one trips and falls down the stairs what is the likelihood of this recurring? Answer, unknown or
unlikely. But, if one’s slippers are worn, or one is dizzy, the likelihood goes up, although you may
not think so yourself. So two unscientific parameters immeasurable are used to determine the risk
values that an organisation needs to risk profile a case scenario. So the data is wrong and so any
drawn conclusions are wrong. So, any consequent action is wrong.

The impact of the changing public-private mix in provision. Public and private institutions have
a) differing end points to their defined needs and so b) differing pathways to follow. If kept separate
then they can co-exist. However, if a patient goes from public to private and back to public
ownership though contract or failure of the private sector then the patient may suffer further harm
due to a lack of continuity.

c. national policy

The appropriateness of the objectives set out in national policy statements, including Safety First
and High Quality Care for All, and what progress has been made in meeting them. Nice words but
nothing systematically to underpin them—no local nor national expert panels.

Whether past spending on patient safety has been sufficient and cost effective, and what future
spending should be. It has been well noted that 10% of anything that can go wrong will go wrong.
It therefore follows that 10% of budgets must be allocated to safety issues and management at
every level of the NHS from top to shop floor. Spending has not, to date, been efficient or effective.

The appropriateness of national targets. Inappropriate. You cannot measure something unless it
is measurable and such measurability must reflect the need to be measured ie be appropriate to its
consequence.

d. the National Patient Safety Agency and other bodies, including:

—Healthcare Commission / Care Quality Commission. NPSA: for its cost since inception it has not

evidenced the fact that it has been directly responsible for saving one life nor preventing a death.
No annual data flow comes from NPSA despite its assiduous collection of data.

—NHS Litigation Authority. A remote organisation aimed to reduce costs, not prevent harm.
e. education for health professionals. No Royal College devotes the 10% required to direct patient

safety issues. They presume that if the teaching and training is correct then nothing untoward will
happen. This Nelson mentality (“I see no ships”) displays a grave error of awareness and
commitment at best and a reckless disregard for the nature of safety at worst. There are no
Collegiate Professors of Clinical Risk Management / Patient Safety.

3. WHAT THE NHS SHOULD DO NEXT REGARDING PATIENT SAFETY

—Whether the measures taken to improve patient safety are supported by adequate evidence regarding

their clinical effectiveness and cost effectiveness. Effectiveness whether clinical or cost should
reflect the principle of doing the right thing. However, the “right thing” remains undetermined and
so efficiency (doing the thing right) dominates, even if one is doing the wrong thing. The evidence
is lacking at many levels of safety issues as many such issues remain unidentified and so not
available for analysis.
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— How to determine best practice and ensure it is spread throughout the whole NHS. This remains
contentious as “best” remains subjective and objective. Objectivity would include many weighted
strands such as outcomes as well as morbidity, as well as environment etc. One has to declare what
best practice is and then at least the NPSA might sufficiently distribute it. However the NPSA
seems to choose easy media-friendly targets to attain rather than real world difficult and complex
issues to tackle. A co-ordinated strategy through the many UK universities along a strategic line
for each University would create an environment and culture of safety and accrue solid
evidenced data.

— How to ensure that learning is implemented. As above via Universities, Royal Colleges and NPSA.

— What should be measured and assessed; and what data should be published. An interesting issue
is when incidents occur—usually day time when most activity takes place, not at night or weekend.
There is much temporal data to be extracted. Thereafter the time honed risk management tool of
Identify, Analyse and Control should be invoked—again a standard well known throughout non-
clinical industries. All data must be published to permit external assay and analysis.

— What incentives there should be to improve patient safety. Removal of non-clinical targets and
diverting the costs to implement those targets, and political targets, into a safety budget set for
each organisation.

— How patients and the public can be involved in ensuring that services are safe. Without knowledge
of the above they cannot participate other than to give a notional account of a perception. In this
case as the saying goes “one man’s meat is another man’s poison”. However, skilled patients and
here I mean ex-clinicians and retired clinicians who are patients who can straddle both camps are
an untapped source of knowledge and experience. Lay people can have a role, however it remains
personally driven, perceptive in nature and unscientific.

Dr Jeffrey C McILwain MB BCh BAO MD FRCS
Consultant, Clinical Risk Management,
St Helens & Knowsley Teaching Hospitals NHS Trust

July 2008

Memorandum by Professor Matt Griffiths (PS 03)

PATIENT SAFETY

EXECUTIVE SUMMARY

This evidence is aimed at focusing on Patient Safety from the perspective of medicines management and
the way that clinicians from all professions may impact on patient safety. The evidence is presented as
answers to the main questions as laid out in the terms of reference for this inquiry, with the main
recommendations listed in the section below

ABOUT PROFESSOR GRIFFITHS

The author of this evidence is an experienced nurse, who has spent the last 5 years as the Prescribing &
Medicines lead for the Royal College of Nursing. He is a practicing nurse and a qualified prescriber. He has
taken part in advisory boards for the National Patient Safety Agency and was on their advisory group for
the fourth report from the Patient Safety Observatory, Safety in doses: medication safety incidents in the
NHS.%8

Professor Griffiths regularly contributes to other advisory boards and committees and recent work
includes the Nursing and Midwifery Council’s “Standards for Medicines”, the Nursing and Midwifery
Council’s “Standards for Prescribers”, “The Shipman Inquiry” and subsequent committees for the
Department of Health, and The Resuscitation Council UK anaphylaxis guidelines.

Professor Griffiths is well published and has co-edited a book on “prescribing”, and is currently co-editing
another book on the “safety with medicines” for Cambridge University Press. The author is a Visiting
Professor of Prescribing & Medicines Management at The University of Northampton, and the Senior
Nurse for Medicines at The University Hospitals of Leicester NHS Trust, one of England’s largest acute
trusts. However the evidence is being submitted by Professor Griffiths as an individual with a great deal of
interest in this area.

28 The National Patient Safety Agency (NPSA)—The fourth report from the Patient Safety observatory, Safety in doses:
medication safety incidents in the NHS. NPSA. 2008.
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1. What the risks to patient safety are and to what extent they are avoidable, including:

Role of human error and poor clinical judgement

Para 1 Human error and poor clinical judgement related to medicines does play a large part in risks to
patients’ safety. It is estimated that preventable harm costs the NHS in England alone around £750 million.
(NPSA 2008). In the US up to 9% of patients suffered an adverse event in hospital, with 29% of these being
a prescribing error. Prescribing errors were the commonest single type of patient safety incident. (Nuckols
et al 2007)%

Systems failures

Para 2 In relation to medication errors, reporting appears to be poor in certain areas, with the vast
majority of cases reported to the National Patient Safety Agency (NPSA) via the National Reporting &
Learning System (NRLS) (around 80% of 60,000 cases over an 18 month period) being from hospital even
though the majority of patient contact occurs in the community. This would highlight the potential that a
large number of medication incidents affecting patient safety occur in primary care, and are not necessarily
recognised or reported. This is supported with the fact that recent studies indicate that around 6.5% of all
hospital admissions are a direct result of medication related harm/incidents. (Pirmohamed M ez al 2004)°

How far clinical practice can be risk-free; the definition of “avoidable” risk; whether the “precautionary
principle” can be applied to healthcare

Para 3 Risk free practice is not in practice going to be realistic, as nearly every medicine has side effects
and the potential to cause harm, however we can reduce the risks further if we are more stringent in our
reporting of medication incidents and near miss incidents. These can then be actioned to prevent further
harm in the future. As per paragraph 2, there seems to be a deficit of primary care medication error/incident
reporting in relation to the amount of medication management that occurs in this area, but there are also
deficits in terms of Adverse Drug Reaction (ADR) reporting, with recent practices implemented to improve
and increase the “yellow card” reporting in this country, still it is estimated that Adverse Drug Reaction
reporting only accounts for around 10% of all Adverse Drug Reactions, and so further work in necessary
to ensure that this becomes a professional if not legal obligation of clinicians involved.

The role of public perceptions of risk in determining NHS policy

Para 4 Patient perceptions to medicines and risk do seem to be relatively poor. Public health messages
regarding the overuse of antibiotics are really difficult, and the general population are not always accepting
of risks to increased antimicrobial resistance such as MRSA or the increased risk of Clostridium Difficile
(C-DifY) after broad spectrum antibiotics have been used. Patients perception of need for medication does
not always relate to their clinical need (or not) for medication. This can cause friction between clinicians and
patients and schemes such as delayed prescribing do have potential for reducing the use of medications in
situations like this. Patients perception that other medications such as Over The Counter (OTC)
preparations ie paracetamol or ibuprofen or herbal medications are safe, also impacts on their own safety,
and sometimes in consultations patients need additional probing to gain a true medication history. My own
personal anecdotal experience would indicate that many patients do not perceive these groups including
daily regular medications such as contraception as medication, therefore they don’t always volunteer this
information on questioning. There are obvious risks to such medications not being disclosed, such as
accidental overdose with paracetamol or Non-Steroidal Anti Inflammatory Drugs (NSAID) products, or
the potential for drug-on-drug interactions for example with St John’s Wort (a herbal over the counter
medication).

2. What the current effectiveness is of the following in ensuring patient safety:

a. local and regional NHS bodies, and other organisations providing NHS services (including primary and
community care, and mental health services)

Para 5 Personal experience has been good as a clinician receiving CASCAID and NPSA alerts etc
information which does seem to be disseminated through to clinicians at the front line.

2 Nuckols TK, Bell DS, Liu H, Paddock SM, Hilborne LH. Rate and types of events reported to establish incident reporting
systems in two US hospitals. Qual Saf Health Care. 2007; 16(3):164-8.

30 Pirmohamed M et al. Adverse drug reactions as cause of admission to hospital: prospective analysis of 18,820 patients. British
Medical Journal.2004; 329: 5-9.
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How far the Boards of NHS bodies have established a safety culture

Para 6 unable to comment

b. systems for incident reporting, risk management and safety improvement

SWhether adequate measurement and assessment is undertaken and acted upon

Para 7 There is a perception from many clinicians that old paper reporting systems never seemed to be
acted upon. This is really detrimental, as it breeds a culture where clinicians who see no change to reported
problems, become disenfranchised from the reporting system with a “what’s the point?” attitude. The
reported incidents do need feedback to the original reporters as they will often have been actioned in one
way or another. Computerised systems such as DATIX do allow reporting practitioners to be able to copy
in relevant managers and ensure that the relevant people are included in resolving problems. Preliminary
findings from the Healthcare Commission comparison of inpatient and staff surveys at 166 acute trusts in
England, indicate that there is a strong link between areas with good reporting systems for incidents and a
higher patient satisfaction of services received. (Nursing Standard 2008).3!

The impact of the changing public-private mix in provision

Para 8 This public/private mix in provision of healthcare is going to change the face of health services for
the UK population. There are obviously concerns that some organisations in both the private and public
sector, may “cut corners” with regard to staffing or training to ensure that the business side is financially
healthy as they are competing under a commissioning process for work. These organisations need to be
reminded of the bigger picture regarding litigation against their services and the fact that staff training and
investment will lead to a happier and well skilled workforce in turn leading to better retention of staff. This
increased investment will of course impact on patient safety.

c. national policy

The appropriateness of the objectives set out in national policy statements, including Safety First and High
Quality Care for All, and what progress has been made in meeting them

Para 9 —Unable to comment

Whether past spending on patient safety has been sufficient and cost effective, and what future spending
should be—

Para 10 Unable to comment on the budget provided for this, however medication safety does seem to be
very low on many people’s agendas, especially considering the NPSA report which has estimated costs of
errors and incidents to the NHS in England alone being approx £750,000,000. Some organisations are
putting increased resources into Medication safety, and ensuring that clinical governance systems and
procedures are in place. However other factors in the health service as a whole, such as staffing levels remain
a lower priority, which means increased pressure on staff, tired staff, poor concentration etc. These are
obviously times when the increase in clinical incidents can occur. Legislation was introduced for Junior
Doctors to ensure decreased working hours under the European working time directive. Pilots and lorry
drivers have strict controls in place to ensure safety. Yet nursing staff are often running wards with poor
levels of staffing, poor skill mixes and a rotation of working hours meaning less than statutory breaks
between early, late and night shifts.

The appropriateness of national targets

Para 11 Targets can be beneficial in many areas of health such as waiting list initiatives etc, however they
also increase the pressure on staff, which is a contributing factor to most errors. In emergency care there has
been much debate regarding whether it is sometimes better to breach the 4 hour wait, if it ensures that
patients are clean, warm, fed and painfree etc. If staff are rushing to get some of these needs dealt with,
concentration and distraction are contributing causes to incidents.

d. the National Patient Safety Agency and other bodies, including:

— Healthcare Commission / Care Quality Commission
— NHS Litigation Authority

31 Doherty L. Culture of reporting errors linked to higher satisfaction for patients. Nursing Standard 2008. Vol. 22, No 51:5.
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Para 12 The NPSA is extremely relevant—however reports such as the NPSA’s fourth report from the
Patient Safety observatory, Safety in doses: medication safety incidents in the NHS, was not widely
publicised. My concern is that this report should have been an important read for any practitioners dealing
with medicines. It provided excellent statistics, case studies and ways to improve practice, but rather than
being read by the practitioners who would have adjusted their practice, it is probably gathering dust with
many other reports, on bookshelves. Dissemination of key pieces of information like this are key to reducing
medication errors and incidents, as personal case studies supported by research are often a powerful tool to
ensure we reflect on our own practice at the same time as highlighting errors that have occurred so that we
can learn from them.

e. education for health professionals

Para 13 This is an area requiring increased resources. Poor funding in recent years partly as a result of
the NHS deficits and the raiding of educational funds by NHS organisations, has meant that we have under
invested in recent years. As the NHS deficits have now turned into NHS surpluses there needs to be a shift
to invest this money back into education to increase training in Pharmacology, Medicines management and
calculation skills. These are all areas where staff highlight the need to increase their knowledge, and where
there appears to be the greatest deficit at present.

3. WHAT THE NHS SHOULD DO NEXT REGARDING PATIENT SAFETY

Whether the measures taken to improve patient safety are supported by adequate evidence regarding their
clinical effectiveness and cost effectiveness

Para 14 There is a great deal of evidence regarding the amount of medication errors, the deaths, severe
harm or no harm that they cause, and the estimated costs to the NHS. These have been published but remain
low profile within the NHS, therefore I do believe that the secret is to highlight what is already known, so
that organisations change their priorities and therefore how they resource them.

How to determine best practice and ensure it is spread throughout the whole NHS

Para 15 National guidance regarding resources into these areas, which could be promoted through the
commissioning process of healthcare providers. If organisations want the business, they will ensure they
comply.

How to ensure that learning is implemented

Para 16 again through the commissioning process of provider services—see paragraph 15.

What should be measured and assessed; and what data should be published

Para 17 There is excellent published data already available. This just needs disseminating to the
appropriate managers and clinicians alike, and research within this area needs to be developed and repeated
to see if any improvements occur as a result of implemented changes ie increased reporting, less errors, etc.

What incentives there should be to improve patient safety

Para 18 Patient safety shouldn’t need any incentives. It really is in all of our (and our families’ and loved
ones) best interests to ensure that healthcare is as safe as possible. Medication safety will always remain a
concern, however with so many preventable errors occurring, we do need to invest in the areas that we
can prevent.

How patients and the public can be involved in ensuring that services are safe

Para 19 Increased awareness of medication safety, and the potential risks of medicines. More patients are
buying medication over the internet, another huge area for safety concerns, and by including the public and
patients in the debates on medicine it will increase their knowledge and therefore their understanding of the
pitfalls. Many patients with chronic conditions are experts with their own condition and medicines, these
are excellent groups to work with if focussing on specific areas of medicine, although some generic work
needs to be done in partnership with the general public to ensure that OTC medicines and antibiotics are
also areas of priority.
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RECOMMENDATIONS FOR ACTION

Encouraging increased reporting for both incidents, near misses and Adverse Drug reactions, there maybe
a need to make this a statutory requirement to ensure that as much data as possible is received. (see
Paragraph 2,3 & 7)

Work with Connecting for health for increased access to healthcare records and the use of IT to prevent/
reduce errors (not covered in paragraphs above)

Better communication with patients to increase awareness regarding Over The Counter (OTC) and herbal
medications, and responsible antibiotic use. (see Paragraph 4 & 19)

Ensure that more resources are placed directly towards medication safety, encourage healthcare providers
to recognize where they can reduce incidents, through education, governance and investment in staff. (see
Paragraph 10,12 & 13)

Review the 4 hour wait in Emergency Care, to allow breaches in return for increased safety (see
Paragraph 11)

Ensure stafflevels for health services are adequate, they are obviously linked to patient safety, yet are often
neglected.(see Paragraph 10).

Professor Matt Griffiths RGN, A&E Cert, BA (Hons), FAETC, NISP
July 2008

Memorandum by the Medical Decision Making Research Group, The University of Birmingham (PS 04)

DIAGNOSTIC ERROR IN PRIMARY CARE

The Medical Decision Making Research Group is based in the School of Health and Population Sciences
at the University of Birmingham. Dr Olga Kostopoulou is an applied cognitive psychologist with a
particular interest in patient safety and diagnostic error. Professor Brendan Delaney is a general practitioner
with interests in health informatics, technology evaluation and evidence-based practice.

EXECUTIVE SUMMARY

Since UK General Practitioners have a “gatekeeping” role controlling access to specialist services,
diagnostic error and delay in primary care have far-reaching effects on patient experience throughout the
NHS. Diagnostic error is the commonest cause of litigation against GPs in both the UK and USA, but has
been poorly studied in comparison to other types of errors, eg prescribing and administrative, due to lack
of awareness of its occurrence by practitioners and patients, and a reluctance to report individual
diagnostic errors.

Research in decision making indicates that in solving familiar problems, clinicians are able to perform
accurately and quickly through matching of “patterns”, “prototypes” or previous remembered instances.
However, these “intuitive” strategies are likely to break down in more complex problems. Recent research
commissioned by the Dept of Health Patient Safety Research Programme has demonstrated that asking
appropriate diagnostic questions strongly predicts accuracy of diagnosis in difficult cases.

Unfortunately, clinicians are not always able to recognise when a problem requires a more deliberate
approach. Furthermore, any attempts to provide decision support systems have failed due to lack of
integration with the clinician’s workflow and the existing health record systems. Opportunities exist to
improve and support diagnosis both in developing training tools and in providing more sophisticated
computerised decision support. The electronic health record is now available in every consultation in UK
General Practice. With advances in informatics, appropriate systems can link information about individual
patients and knowledge about the diagnostic value of symptoms to provide diagnostic decision support.
Support could be provided automatically and in the background, serving as a reminder, only when critical.

We suggest that the Parliamentary Health Committee prioritise research in:
1. Training tools for diagnostic skill
2. Development and evaluation of better informatics tools to support GPs in diagnosis.

1. INTRODUCTION

1.1. Prompt and accurate diagnosis in primary care is an essential part of the UK healthcare system.
General Practitioners are the point of first contact with the health care system and act as the gateway to
specialist care. Primary care is characterised by a wide range of potential diagnoses, relatively unstructured
presentations and a low prevalence of serious morbidity. Although this may seem a benign environment for
patient safety, the sheer volume of episodes, 90% of contacts in the UK healthcare system, mean that only
very low risks can be tolerated. Data from both major UK medical defence organisations show that
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diagnostic error is the reason for most patient claims against GPs (63%-66%).3>3 It is also the commonest
reason for malpractice claims in the ambulatory care setting in the USA (59%).3* Conditions that have been
associated with diagnostic error in patient claims, GP self-reports of memorable errors, and a recent
literature review? are mainly cancers (particularly ovarian, breast, colorectal and bone cancers), coronary
disease, and infections, eg meningitis. Nevertheless, diagnostic error remains under-researched due to the
difficulties involved in identifying when a diagnostic error has been made and measuring its impact.

1.2. Identifying diagnostic error is difficult for a number of reasons:

1.2.1. GPs may not be aware of it due to lack of feedback. For example, patients may get better despite
a wrong diagnosis, or go to a different doctor, or enter secondary care where their final diagnosis may not
be fed back to the GP. Occasional, incomplete and delayed feedback has important, negative consequences
for reflective practice, learning and improvement, and can perpetuate doctors’ persistence with wrong beliefs
and practices. Immediate feedback on a large number of simulated cases has been suggested as a way of
improving experiential learning (learning in practice)*® but evidence for this is scarce and it has only been
implemented with medical students.?” The effectiveness of this approach on clinical practice requires urgent
investigation.

1.2.2. GPs may be reluctant to admit to a diagnostic error for fear of litigation and loss of patient and
colleagues’ trust. Self-reporting systems, developed either at a national level or for research purposes, receive
a very small number of reports on diagnostic errors,?-3*40 whilst most reports are about failures in systems
or processes.*! In contrast, when GPs are asked about the most serious errors in their career, they usually
refer to past diagnostic errors, suggesting that diagnosis is central to the medical profession and that
diagnostic errors have the most serious consequences.*>*# Seriousness of consequences could in turn
explain why diagnostic error accounts for most patient claims.

1.2.3. Patients may not be aware of a diagnostic error having occurred. In fact, there is very little overlap
between what doctors consider an error and what patients consider an error. Patients in 10 family medicine
clinics in the US were invited to report errors in their care; they made 126 reports, only 18 of which were
about errors (none of them diagnostic).*! In another US study, only 4 of the 53 medical errors reported by
family physicians at in-depth interviews led to litigation, although in almost half of the errors, the patient
died as a result.* These studies suggest that many medical errors go unnoticed by patients, while diagnostic
errors with serious patient consequences often result in litigation—though it is not possible to estimate
percentages, due to difficulties in measuring the actual rate of diagnostic error.

2. WHAT WE KNOW ABOUT DIAGNOSTIC ERROR & ITS CAUSES

2.1. Diagnostic error can be the result of factors in the healthcare system and of clinical judgment (what
we refer to as “cognitive factors”). Cognitive factors seem to be the most prevalent cause of diagnostic
error.*® A US study of closed malpractice claims (patients alleging missed or delayed diagnosis) in the
ambulatory setting estimated that cognitive factors (eg judgment errors, vigilance and memory lapses, lack
of knowledge) were implicated in virtually all diagnostic errors, either alone (in 55% of errors) or in
association with patient- and/or system-related factors.?* The most frequent breakdowns in the diagnostic
process were failure to order appropriate diagnostic tests (55%), failure to follow up appropriately (45%),
inadequate history taking and physical examination (42%), and incorrect interpretation of diagnostic tests
(37%), mostly imaging. It is apparent that failure to gather sufficient and appropriate information was
responsible for most errors.

32 Silk N. What went wrong in 1000 negligence claims. Health Care Risk Report, November 2000: 13-16.

3 The Medical Defence Union. Training and education: Primary care development programme—Risk management and delay
in diagnosis 2004.

3 Gandhi TK, Kachalia A, Thomas EJ, Puopolo AL, Yoon C, Brennan TA, et al. Missed and Delayed Diagnosis in the
Ambulatory Setting: A Study of Closed Malpractice Claims. Ann Intern Med 2006;145(7):488-496.

35 Kostopoulou O, Delaney BC, Munro CW. Diagnositic difficulty and error in primary care—a systematic review. Fam Pract.

(Accepted subject to minor revision).

Berner ES, Graber ML. Overconfidence as a cause of diagnostic error in medicine. 4m J Med 2008; 121(5 Suppl):S2-23.

37 Papa FJ, Oglesby MW, Aldrich DG, Schaller F, Copher DJ. Improving diagnostic capabilities of medical students via
application of cognitive sciences-derived learning principles. Medical Education 2007;41(4):419.

3 Dovey SM, Meyers DS, Phillips RL, Jr., Green LA, Fryer GE, Galiher JM et al. A preliminary taxomony of medical errors
in family practice. Quality and Safety in Health Care 2002; 11(3)233.

% Rubin G, George A, Chinn DJ, Richardson C. Errors in general practice; development of an error classification and pilot
study of a method of detecting errors. Quality and Safety in Health Care2003;12(6):443.

40 Kistopoulou O, Denaley BC. Confidential reporting of patient safety events in privaty care: results from a multilevel
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monitoring. Fam Pract 1998;15(4):308-318.
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2.2. Tt is not possible to study cognitive processes by simply asking doctors how they make a diagnosis,
as reasoning processes are not available for conscious report. Instead, it is necessary to carry out experiments
with observation whilst doctors solve a particular problem, inferring the underlying process from the
observable data (questions asked, comments made etc). In a recently completed study of difficult diagnoses
in general practice, funded by the Dept of Health under the Patient Safety Research Programme, we
identified information gathering as the most important determinant of accuracy.*’ Specifically, requesting
more “critical information”, ie information with diagnostic value for any of the relevant differential
diagnoses, was associated with greater diagnostic accuracy by the GP, irrespective of experience (length of
practice). Requesting more information or spending longer on a case did not predict accuracy; what
mattered was requesting the “right” information. This finding suggests the importance of two factors for
diagnostic accuracy: 1) formulating an appropriate set of differential diagnoses and 2) selecting appropriate
information to test these diagnoses. Ongoing, in-depth analyses of misdiagnosed cases suggest that
hypothesis generation is the key. In the majority of misdiagnoses, the correct hypothesis had not been
considered at all by our study participants. In the absence of the correct hypothesis, appropriate information
was not gathered or was dismissed.*

2.3. We do not advocate that GPs (or other clinicians) engage in exhaustive information gathering and
generate complete lists of differential diagnoses at each and every consultation. This would go against how
experience develops with practice. With experience, the need for slow and effortful analytical reasoning in
familiar problems is reduced. We solve familiar problems faster and more successfully, because we have
acquired stores of “patterns”, “scripts”, or prior instances that we can quickly and unconsciously match to
the presenting problem.* We thus know what to do, without necessarily analysing why. Clinicians quickly
recognise what is wrong with a patient from just a few features, very early on in the consultation or entertain
a small number (2-4) of alternative hypotheses.®® They do not systematically evaluate all possible
hypotheses and do not gather large amounts of information before they make a diagnosis, as medical
students are told to do. The advantage of this is reduction in time, risk and cost from unnecessary
investigations and referrals. The disadvantage is that they will occasionally miss a diagnosis (15% of the time
has been quoted for the medical specialties).’!

2.4. Both researchers®>3? and clinicians™ talk about “premature closure”, ie stopping the search too
quickly and adopting a diagnosis that is not sufficiently supported by the data. This has been attributed to
a tendency to put more weight on first impressions and is considered to increase with age,> though the
evidence for the latter is inconsistent.* It is plausible that with experience, confidence in one’s diagnostic
ability increases, so that if clinicians think that they recognise the cause of the patient’s complaints, they are
less likely to pursue other possibilities. This can be a problem in the less straightforward cases where “things
are not what they seem”. The question is how to support performance in these situations, without damaging
performance on the easier cases that clinicians see every day and diagnose with accuracy and efficiency.

3. POTENTIAL MEANS OF DECREASING DIAGNOSTIC ERROR

3.1. We argue for a 2-pronged approach. One centers around training and the other around diagnostic
support. The training approach advocates providing practice on a range of carefully constructed diagnostic
scenarios, with feedback. In the first instance, training could target GP registrars and, if found effective, it
could extend to GPs. Training could be delivered over the Internet, so that clinicians could complete it at
their own time. We recommend the development and testing of such a training package for General Practice.

3.2. Secondly, along-term research programme is required that will develop easy-to-use decision-support
systems, integrated with the electronic record and the clinician’s workflow. Although diagnostic support
systems have been developed since the “70s, they were not designed in a user-friendly way and did not
integrate with the patient record. This meant that users took time to learn how to operate them and had to
enter the data into the program, which meant that data were often incomplete. This made the system onerous
and time-consuming for clinicians. Furthermore, clinicians are often not aware of their need for diagnostic

47 Kostopoulou O, Oudhoff J, Nath R, Delaney B, Munro C, Harries C, er al. Predictors of diagnostic accuracy and safe

management in difficult diagnostic problems in Family Medicine. Med Mecis Making. Pre-published on June 12, 2008.

Doi:10.1177/0272989X08319958.

Kostopoulo O, Devereaux Walsh C, Delaney B. Missing celiac disease in family medicine: the importance of hypothesis

generation. Med Decis Making in press.

4 Norman GR, Brooks LR. The Non-Analytical Basis of Clinical Reasoning. Adv Health Sci Educ Theory Pract 1997;2(2):173.

0 Elstein AS, Shulman LS, Sprafka SA. Medical Problem Solving: An Analysis of Clinical Reasoning. Cambridge, MA: Harvard
University Press, 1978.

51" Berner ES, Graber ML. Overconfidence as a cause of diagnostic error in medicine. Am J Med 2008; 121(5 Suppl):S2-23.

32 Voytovich AE, Rippey RM, Suffredini A, Premature conclusions in diagnostic reasoning. J Med Educ 1985;60(4):302.

33 Redelmeier DA. The cognitive psychology of missing diagnosis. Ann Intern Med 2005;142(2):115.
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of Continuing Education in the Health Professions 2007;26(3):192-198.

% Friedman CP, Gatti GG, Franz TM, Murphy GC, Wolf FM, Heckerling PS, et al. Do Physcians Know When Their
Diagnosis Are Correct? Implications for Decision Support and Error Reduction. J Gen Intern Med 2005; 20(4):334-339.
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support,”’ therefore, optional systems (that rely on the clinician realising the need and accessing them
voluntarily) end up not being used. By the time that information is collected, clinicians have already made
up their mind about the diagnosis and management and are therefore less likely to consult the system.

3.3. A recent qualitative study of patient safety features in the GP electronic health record highlighted
the potential to link information in the record with external data to provide decision support and safety
alerts.® A Cochrane review of the impact of computerised decision support systems found ten systems that
supported diagnosis, none of which were in the primary care setting. Four of these studies showed
improvements in practitioner performance. The review also showed that systems that automatically
prompted users, rather than requiring user activation, and teams where the research and system
development were integrated were associated with positive effects on performance, whilst those that failed
had been designed in isolation from the user base. There is potential to develop systems that are well
integrated with the computer record and operate in the background, on the basis of the information that
the clinician records during the consultation and information available in the patient record. Such systems
could be activated at the end of the consultation, only to alert the clinician about diagnostic possibilities
that need to be considered and to advise on how to test for them. Consideration needs to be given to the
timing of alert and the type of complaint that will trigger activation of the system. Thorough evaluation
of the system in practice is essential and priority should be given to funding research and development in
this area.

4. NATIONAL INITIATIVES IN STUDYING DIAGNOSTIC ERROR

4.1. In 2007, the Agency for Healthcare Research and Quality (AHRQ) announced interest in research
on diagnostic errors in ambulatory care settings (http://grants.nih.gov/grants/guide/notice-files/NOT-HS-
08-002.html). The AHRQ co-sponsored the first US national conference on diagnostic error in medicine that
took place in Arizona in 2008 (May 31-June 1).

4.2. The EU has an interest in patient safety research too. As part of Framework Programme 7, a network
on patient safety has been funded, led by the University of Manchester, with a dedicated workstream on
diagnostic error led by our group at the University of Birmingham.

5. RECOMMENDATIONS

5.1. Similar to the Agency for Health Care Research and Quality, the National Institute for Health
Research should prioritise a programme of research into the causes and potential solutions to diagnostic
error. In particular, research on diagnostic training tools for clinicians and on well-designed computerised
decision support is required.

5.2. The General Medical Council should require Medical Schools to place greater emphasis on the
teaching of decision making, including diagnosis.

Dr Olga Kostopoulou and Professor Brendan Delaney
School of Health and Population Sciences, College of Medicine and Dentistry,
The University of Birmingham.

September 2008

Memorandum by the Infant and Dietetic Foods Association (PS 05)

PATIENT SAFETY

EXECUTIVE SUMMARY

1. Undernutrition is a major health and economic concern costing the UK £7.3 billion a year—of which
around £3.8 billion arises in hospitals®®. Those with the condition suffer many healthcare complications;
the effects of undernutrition include prolonged hospital stays, delayed recovery, and poor respiratory
function.®!

57 Friedman CP, Gatti GG, Franz TM, Murphy GC, Wolf FM, Heckerling PS, et al. Do Physcians Know When Their
Diagnosis Are Correct? Implications for Decision Support and Error Reduction. J Gen Intern Med 2005; 20(4):334-339.
Morris CJ, Savelyich BS, Avery AJ, Cantrill JA, Sheikh A. Patient safety features of clinical computer systems: questionnaire
survey of GP views. Qual Saf Health Care 2005;14(3):164-8.

% Garg AX, Adhikari NK, McDonald H, Rosas-Arellano MP, Devereaux PJ, Beyene J, et al. Effects of computerized clinical
decision support systems on practitioner performance and patient outcomes: a systematic review. JAMA
2005;293(10):1223-38.

Cited in Department of Health, Improving nutritional care, October 2007

National Patient Safety Agency, Nutritional Screening Structured Investigation Report, 2 July 2007
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2. In some studies, undernourished patients have a mortality rate up to eight times higher than that of
well-nourished patients.®? Effective management of nutrition in both primary and secondary care should
be regarded as a patient safety issue.

3. Undernutrition has historically been under-recognised, although there has been an increased focus on
the condition in recent years. In particular, the Department of Health’s recent Nutrition Action Plan—which
draws on lessons learnt from earlier work undertaken by the National Patient Safety Agency—should help
to tackle the burden of undernutrition in institutional settings, when implemented.

4. However, since 2000-01, the number of patients being admitted to hospital in an undernourished state
has increased by 67%.9 This indicates an urgent need to tackle nutrition. The Infant and Dietetic Foods
Association (IDFA) advocates: embedding nutrition in the registration requirements of the new Care
Quality Commission; improved inspection regimes; use of sanctions against non-compliant providers;
increased training and support for healthcare professionals in identifying and managing nutritional needs.

SUBMISSION OF EVIDENCE

5. The Infant and Dietetic Foods Association (IDFA) is the trade association representing UK
manufacturers of specialist nutrition products (infant, clinical, sports and slimming foods)—a category of
foods specially formulated for adults and infants with particular nutritional requirements, such as those
used in enteral nutrition (nutritional feeds taken by mouth or tube directly into the gastrointestinal tract).
Specialist nutrition products are highly regulated by European Union and UK legislation.

6. The IDFA welcomes the Committee’s Inquiry into Patient Safety. The findings and conclusions of the
Committee will assist the Department of Health, the NHS, the NPSA, Care Quality Commission, and other
Government departments and agencies in delivering improved patient safety.

7. The IDFA believes that undernutrition has a critical bearing on patient safety, and would like to bring
evidence in support of this to the Committee’s attention.

8. Undernutrition is estimated to cost the UK £7.3 billion every year, with over half the cost expended
on people over the age of 65.% Up to 14% of people aged over 65 are undernourished, while patients
admitted to hospital over the age of 80 have a prevalence of undernutrition five times higher than those
under the age of 50.9

9. Evidence suggests that undernourished patients are three times as likely to develop complications
during surgery,®® and have a mortality rate up to eight times higher than well-nourished patients.®’
Undernutrition has been connected to deprivation, with a 2006 study suggesting that undernutrition may be
a factor in explaining why people admitted to hospital from deprived areas are more likely to die in hospital.

10. The importance of improved nutrition in tackling ill-health has been recognised by the Department
of Health in several key policy documents®®% Despite this, the burden of undernutrition appears to be
increasing. Data drawn from the Hospital Episodes Statistics database show that, in 2000-01, 77,988
patients were admitted to hospital with a diagnosis of a nutritional deficiency, but by 2006-07 this number
had increased to 130,594 (an increase of 67%).7

11. These figures are likely to significantly under-report the scale of undernutrition: a study conducted
in September 2007 by the British Association for Parenteral and Enteral Nutrition (BAPEN) (and backed
by the Department of Health”') suggests that one in four adults admitted to hospital are at risk of
undernutrition.”? In 200607, this equated to 3.2 million patients.”

12. In addition, recent media reports have noted that the number of patients leaving hospital
undernourished has increased by as much as 85% since 1997.74 Department of Health figures provided to
Parliament showed that last year 130,594 patients were admitted to hospital with a diagnosis of
undernutrition, but that 139,127 patients were discharged from hospital with a diagnosis of undernutrition,
suggesting that the nutritional status of 8,500 patients worsened while they are in hospital. This is a matter
for serious concern.

2 Journal of General Internal Medicine, Protein-energy undernutrition and life-threatening complications among the

hospitalised elderly, 2002
6 Hansard, 18 December 2007, Col. 1395W
% Cited in Department of Health, Improving nutritional care, October 2007
% Cited in Department of Health, Improving nutritional care, October 2007
% Cited in Department of Health, Improving nutritional care, October 2007
7 Journal of General Internal Medicine, Protein-energy undernutrition and life-threatening complications among the
hospitalised elderly, 2002
Department of Health, Tackling health inequalities: a programme for action, 2 July 2003
% Department of Health, Choosing a better diet: a food and health action plan, 9 March 2005
7 Hansard, 18 December 2007, Col. 1395W
' Hansard, 13 December 2007, Col. 883W
72 British Association of Parenteral and Enteral Nutrition, BAPEN study reveals that 1 in 4 adults across all age groups admitted
to hospital and care homes in the UK at risk of malnutrition, 27 November 2007
There were 12.98 million admissions to NHS hospitals in England in total in 2006-07. Source: Department of Health, Hospital
Episodes Statistics, 12 December 2007
7 Daily Mail (5 January 2008); Daily Telegraph (5 January 2008); and Daily Express (5 January 2008)
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13. In October 2007, the Department of Health published Improving Nutritional Care—a nutrition action
plan designed to address nutritional care in hospitals, care homes and the community.” We welcome the
plan and press for its speedy implementation, supported by the Department of Health and its agencies, with
ongoing monitoring from the Nutrition Action Plan Delivery Board.

14. We also welcome the establishment of the Care Quality Commission. We believe that nutrition should
be a core registration requirement, and therefore support the registration requirement Making sure people
get the nourishment they need. We hope that this will help to create a more focused and determined effort to
tackle undernutrition amongst health and social care providers than has historically been the case, and will
also help to reinforce the Improving Nutritional Care action plan.

15. Nutritional care is already prioritised in the core standards inspected by the Healthcare Commission
under Core Standard C15b. Despite this, there is evidence to suggest that this is insufficient. In 2006-07,
none of the 34 NHS Trusts which discharged the highest number of patients in an undernourished state
failed the Healthcare Commission’s core standard C15b.7® This may be due to the fact that adherence to
C15b is self-assessed by providers, and indicates a need for more robust inspection processes.

16. To support this and ensure that safety standards are being met, more extensive data on nutritional
care is needed. We believe that the Care Quality Commission could draw on Hospital Episodes Statistics
data, the NPSA’s Patient Environment Action Team (PEAT) scores, as well as reports of adverse patient
safety incidents relating to nutrition reported to the NPSA. Making these data more readily available—
including to commissioners, providers and the public—would assist in the inspection and monitoring of the
nutritional care offered by NHS providers.

17. Adequate nutrition is so fundamental to supporting patients’ safety that we believe that sanctions
should be applied to those healthcare providers found to be wanting in implementing nutritional screening
and nutritional support. The Health and Social Care Act, which recently received Royal Assent, includes a
wide range of mooted sanctions for tackling healthcare-associated infections. These include: warning
notices; fines; prosecution; and the closure of services. The Committee may wish to consider whether these
sanctions should be equally applicable to the area of nutritional care.

18. We welcome the recent commitment in the NHS Next Stage Review to establish a series of “Never
Events”—adverse incidents so serious that a commissioner will withhold payment—and believe that the case
for including undernutrition developed in hospital within these “Never Events” should be fully explored.

19. We believe that more should also be done to raise awareness in the community of malnutrition and
its implications for health and patient safety. We see a central and active role for the National Patient Safety
Agency in this awareness-raising activity.

20. To incentivise primary care to better identify and manage nutritional needs in the community, we
would support incorporation of nutrition indicators in the Quality and Outcomes Framework (QOF) of the
GP contract. Improved nutrition, for example, is known to reduce instances of heart disease, stroke, diabetes
and some cancers”—all of which are prioritised in the QOF. However, in spite of this, none of the QOF
points assigned to these conditions reflect the importance of adequate nutritional care.

21. An additional incentive would be inclusion of nutrition indicators (incorporating patient safety) in
the National Indicator Set for use in Local Area Agreements, determined by the Department for
Communities and Local Government. This would reflect the need for both the NHS and social care services
to work together to ensure service users are provided with adequate nutrition support.

22. The training and continuing professional development of staff is a particular problem in relation to
the care of undernourished patients. An investigation by the National Patient Safety Agency in 2007
identified, “a lack of education and training for medical and nursing staff both pre-qualification and within local
NHS organisations” as a major barrier to compliance with the National Institute for Health and Clinical
Excellence (NICE)’s guidance of February 2006 on Nutritional Support in Adults.”

23. Improving patient safety will require increased training and support for healthcare professionals in
delivering safe, effective nutritional screening and care. We would support the development of a national
occupational health standard for nutritional care to help assess the competence of healthcare workers.

August 2008

75 Department of Health, Improving Nutritional Care, October 2007

% Hansard, 18 December 2007, Col. 1395W; and Hansard, 30 October 2007, Col. 1236W

77 Department of Health, Choosing a better diet: a food and health action plan, 9 March 2005

78 National Patient Safety Agency, Nutritional Screening: Structured Investigation Report, 2 July 2007
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Memorandum by Patient Concern (PS 06)

PATIENT SAFETY

PREFACE

1. Patient Concern focuses on how:-
— patients and public can contribute to safer healthcare.

— healthcare professional can facilitate this.

2. For these reasons we offer some ideas, based on daily contact with patients, their family and carers,
who have suffered from sloppy safety standards. We are less qualified to respond to your specific questions
which seem targeted towards service providers. We hope this is helpful.

INTRODUCTION

3. Three kinds of conflicting issues bedevil efforts to reduce the widespread harm done by medical care.
— Risks inherent in all treatment versus risks avoidable via good safety procedures.
— Individuals’ clinical autonomy versus standardising best practices.

— Maximising throughput of patients versus maximising safety.

INHERENT VERSUS AVOIDABLE RISKS

4. Any test or treatment is inherently risky and therefore unsafe. It may do temporary, permanent or fatal
harm. Healthcare professionals know this. Patients often don’t.

5. If patients are told too much about inherent risks, they may make misguided or medically irrational
decisions—decline treatment. This challenges clinicians’ raison d’etre—providing care—even though
patients may only be exercising their right under the Mental Capacity Act. This conflict is one of medicine’s
insoluble problems.

6. It is also true that every test/treatment is a controlled experiment based on a risk/benefit judgement
reflecting statistical evidence, individuals’ skill, experience and values. Safety risks therefore go with the
territory.

7. These realities can have the unfortunate effect of making providers inclined to accept the unacceptable
as far as safety procedures are concerned. It is too much trouble, too expensive or just too time consuming
to enforce best practice safety rules. With luck, patients will never know if equipment is sterilised effectively,
if single use items are used only once or if cheaper or experimental devices are used, all creating avoidable
safety hazards.

Suggestion 1

Have appropriate experts explore the feasibility of defining the potential benefits and risks of all common
treatments and ensure that this information is automatically available to all patients offered those
treatments via GP surgeries, hospitals and on the internet.

Object
— To separate the inherent from avoidable risks.

— Enable patients to decide what inherent risks they feel worth taking from those that are avoidable.
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Suggestion 2

Delete “significant” from an obligation in the draft NHS Constitution to disclose risks.

Object

To enable patients to be the judge of what is significant to them—that is their expertise and their right.

CLINICAL AUTONOMY VERSUS STANDARDISED BEST PRACTICES

8. Medicine is a judgement based service. Clinicians guard their autonomy (power) fiercely.
Standardisation, like prescription, is a dirty word widely perceived as reducing professionals to technicians.

9. But diagnosing what is wrong with patients, choosing the most suitable treatment options and
deciding how to provide them calls for both judgement and the application of standard procedures for which
the evidence suggests the best potential outcomes. The process is a combination of art and evidence-
based science.

Suggestion 3

Make it mandatory to provide all common treatments throughout the NHS using best practice
procedures with deviations only permitted for defined and recorded reasons.

Object
— To maximise the chance of good outcomes.

— Encourage clinicians to realise that appropriate standardisation complements, rather than
conflicts with good judgement.

MAXIMISING THROUGHPUT OF PATIENTS VERSUS MAXIMISING SAFETY

10. Reducing waiting lists when supply falls short of need, let alone demand, inevitably conflicts with
safe practice.

11. A faster service is an obvious vote winner and a good thing per se. But do patients and public
recognise the cost at which it is bought—our appalling level of hospital acquired infection or the rising re-
admission rates following premature discharge?

Suggestion 4

Set and enforce standard cleansing procedures and elapsed time between patients using beds.

Object
Self-evident.

12. Lack of staff often becomes the excuse for acceptance of the unacceptable. (Do airlines treat that as
a reasonable or inevitable explanation for “adverse incidents”?)

Suggestion 5

Fit CCTV cameras on all wards and in operating theatres.

Object

— To identify and discipline persistent offenders, especially doctors who will not wash their hands
between patients.

— To introduce the black box approach used in all aircraft and long overdue in hospitals.

Suggestion 6

Ask every ward visitor to express their view anonymously on specified safety measures and pass this
information to the risk (reduction) manager.
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Object

— To get continuous feedback on what is happening from people with neither health nor jobs at risk.
(Exhorting patients to do likewise has limited value. Many are too ill or too frightened to risk
reprisals).

— Ensure the risk manager has continuous information on the application of safety standards in
order to enable rapid action as necessary.

ORAL EVIDENCE

13. Patient Concern gave oral evidence to:
—  The Shipman Inquiry
— Joint Select Committee of the Lords and Commons on the Mental Capacity Act 2005
— Welsh National Assembly Committee on presumed consent to organ donation
— Health Select Committee of the Commons on electronic patient records

14. When we gave oral evidence to you on electronic patient records, a member said: “I should like to
congratulate our clerk for gathering together our witnesses. This is what an evidence session should be
about. There is real tension here. I shall do my best to see if we can make it rowdier.”

15. Patient Concern would be pleased to attend an oral session on safety if required.
Patient Concern

September 2008

Memorandum by the Health and Safety Executive (HSE) (PS 07)

PATIENT SAFETY

EXECUTIVE SUMMARY:

1. The Health and Safety Executive (HSE) has a wide-ranging statutory role to regulate risks from work
activities, this includes not only worker health and safety but also risks to patient safety. HSE has taken
formal enforcement action including prosecution of NHS Trusts for failing to prevent or adequately control
patient safety risk in a number of areas. The interaction between our regulatory regime and that of other
inspection bodies and regulators in the health services area is not always clear.

2. In accordance with the Government’s Enforcement Concordat, and Hampton principles for better
regulation, HSE seeks to ensure its action is effectively co-ordinated with other healthcare regulators to
minimise overlap. However, although HSE may agree to defer to others considered more appropriate to act
in certain areas, HSE is on occasions drawn into investigating patient safety matters as “the enforcer of last
resort” because those other bodies do not have appropriate enforcement powers or sanctions. This tendency
has become more marked with increasing public expectation for public bodies to be held to account and
potentially prosecuted before the courts. The recent corporate manslaughter legislation may also result in
further HSE involvement in supporting police-led investigations. There are resource implications for HSE
in this.

3. The current situation can lead to confusion for duty holders, inhibit the establishment of improved
management practices and is not necessarily the most effective use of public resources. It is hoped that the
establishment of the new Care Quality Commission and its associated provision of enforcement powers can
be used to ensure more effective regulation of patient safety.

PATIENT SAFETY AND THE ROLE OF HSE:

4. HSE is responsible for health and safety regulation in England, Scotland and Wales and was
established by the Health and Safety at Work etc Act 1974 (HSWA) which is a criminal statute. HSWA
places duties on employers, the self-employed, directors, managers, those in control of premises, and
individual employees to protect people at work and specifically to protect others (eg patients) who may be
affected by those work activities

5. Currently HSE alone has health and safety enforcement responsibilities under HSWA for patient
safety at NHS premises. To seek compliance with the law, HSE inspectors have powers under HSWA
including prosecution and the serving of statutory prohibition and improvement notices. Alongside this,
HSE uses a range of other tools to promote improved safety standards, including the provision of verbal and
written information and advice, publication of guidance and liaison with the many healthcare stakeholders.
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6. HSE is committed to improving patient safety and works actively to support the Concordat of health
service regulatory and inspecting bodies. To this end HSE has worked closely to influence the standards
produced by bodies such as the Healthcare Commission and the NHS Litigation Authority, and has agreed
Memoranda of Understanding with, for example, the General Medical Council and the NHS Security
Management Service. Indeed HSE is uniquely positioned to help improve standards of patient safety as it
is the only independent regulator with the powers to bring NHS Trusts failing in their legal responsibilities
before the Courts.

7. The scope of HSWA to protect people such as patients who may be put at risk by work activities is
very broad and consequently raises issues of both competence and availability of resources. Given this,
HSE’s policy from the 1980s was that we did not apply HSWA to patient care issues, as these fell to the
Department of Health, its agencies, and the professional regulatory bodies such as the General Medical
Council. However, subsequent legal advice confirmed that, in the absence of a health services body with
equivalent enforcement powers to HSE (that is, access to criminal sanctions), this policy could be subject
to challenge. We therefore changed our enforcement policy in the mid-1990s and have, for some years,
applied health and safety legislation to many aspects of patient safety. The only exception to this is clinical
decisions about diagnosis or treatment. The background to this policy and its implications are covered in
more detail in Annex 1. Annex 2 includes examples of specific cases where HSE has taken action against
NHS Trusts for patient safety incidents.

8. HSE routinely investigates serious accidents to patients in a range of circumstances such as scalding
during bathing, contact with hot radiators, falls from windows or hoists, slips, trips and falls, accidents due
to faulty or inadequately maintained equipment eg bedrails or wheelchairs, and exposure to legionella from
water systems. Such incidents are usually reported to HSE under the Reporting of Injuries, Diseases and
Dangerous Occurrences Regulations 1995 (RIDDOR). HSE inspectors may also deal with these issues
during proactive inspections and audits of NHS trusts.

9. Increasingly there is a public expectation that when patient safety failings leading to serious injury or
death occur, then criminal sanctions should be applied to either individuals or the organisation. This has
led to HSE involvement on a number of occasions. Recently HSE was drawn into two investigations of NHS
trusts on the risks to patients from healthcare associated infection due to Clostridium difficile. In both cases,
public reports from the Healthcare Commission (HC) suggested evidence of breaches of HSWA, and that
the public interests of justice needed to be taken account of by the appropriate enforcement authority. In
accordance with the agreed “Work-related Deaths Protocol”” arrangements with the police, HSE found
in both instances that it was not possible to link the information provided by the HC to individual deaths.

10. The recent Corporate Manslaughter and Corporate Homicide Act 2008 also potentially applies in
this area of risk and HSE may well be drawn in to support other police-led investigations because of the lack
of other more specific and relevant enforcement arrangements, or expertise.

11. While HSE does not seek to intervene proactively in these areas of clinical risk, our work inevitably
overlaps with that of other bodies inspecting healthcare standards such as the Healthcare Commission.
Conversely other bodies’ roles overlap with HSE’s. For example, in 2004 the Crown Prosecution Service
prosecuted Southampton Hospitals NHS Trust under HSWA following the death of a patient from a
surgical procedure.

12. This overlap of legislation and policies can serve to confuse dutyholders, eg an NHS Trust, whose
general standards of clinical governance and adequacy of patient service delivery are inspected by one body
(Healthcare Commission), but whose failures may be investigated and potentially subject to criminal
sanctions by HSE and / or the police. There can also be difficulties in ensuring that the lessons learnt from
a variety of investigations are taken forward in a coordinated way which does not leave patient safety at risk.

13. The anticipated setting up of the new healthcare regulator the Care Quality Commission, with its
proposed enforcement powers, provides an opportunity to examine again the regulation of health services.
The need for further improved collaborative working in accordance with the Hampton / better regulation
agenda, and inspection and regulation by the most appropriate and adequately resourced body, can then
further safeguard patient safety without duplication and undue burden on the dutyholder.

September 2008
Annex 1

Patient safety and the role of HSE—the law and policy

Section 3 of the Health and Safety at Work etc Act 1974 (HSWA) places general duties on employers and
the self-employed to persons other than their employees, including :

Section 3(1) ‘it shall be the duty of every employer to conduct his undertaking in such a way as to
ensure, so far as is reasonably practicable, that persons not in his employment who may be affected
thereby are not thereby exposed to risks to their health or safety’;

7 http://www.hse.gov.uk/pubns/misc491.pdf



Ev 32 Health Committee: Evidence

HSE’s general policy on enforcement and overlapping legislation

As a general principle, the Health and Safety Executive (HSE) seeks to avoid duplication with other
enforcing authorities whilst ensuring that risks to people’s health and safety from work activities are
properly controlled. In many cases, Section 3 HSWA overlaps with other, more specific, legislation enforced
by other authorities. HSE will then seek to agree demarcation lines with those other authorities in the light
of the risks and in accordance with certain criteria : health and safety expertise; economy; efficiency;
effectiveness; suitability. Where HSE is confident that public safety is adequately guaranteed by the
enforcement of other legislation covering the risk in question then HSE will not generally attempt to enforce
Section 3, HSWA.

HSE policy on patient safety

All hospitals and NHS Trusts are subject to HSWA, and must conduct their undertakings in such a way
as to ensure, so far as is reasonably practicable, that patients are not exposed to risks to their health or safety.
This application of Section 3 was first considered in 1980, and noted that it could be applied to virtually
every aspect of patient care in hospitals, including matters that were the responsibility of the Department
of Health, and regulatory bodies such as the General Medical Council. It was necessary to clarify the
situation, and the Departments, professional bodies, and the now defunct Health Services Advisory
Committee were consulted.

It was agreed that it was inappropriate for HSE to intervene in the adequacy
of patient care. The then Health and Safety Commission (HSC) reconsidered the issue a year later and
affirmed the policy, namely that : “ HSE inspectors would not concern themselves with the professional care
of patients, except so far as it might be necessary to do so when dealing with systems of work or the fitness of
plant and equipment.”

The policy was restated some years later and commended by the then
Secretary of State in a letter to the HSC Chairman in January 1989. However, after a review and legal advice
in the mid 1990s, the policy was modified to extend HSE’s role in relation to patient care (in effect excluding
only matters relating to clinical decisions on diagnosis or treatment).

The current policy is that “HSE does not, in general, seek to apply HSWA to matters of clinical judgement
or the level of provision of care as other legislation and regulatory bodies deal with these matters:”

Consequently, many other aspects of patient care, for example failures of plant, equipment, or systems
of work, are considered relevant matters for HSE. HSE routinely investigates serious accidents to patients
such as scalding, falls from windows, and trips and falls, where there is little or no question of clinical
judgement. Such accidents are normally reported to HSE under the Reporting of Injuries, Diseases and
Dangerous Occurrences Regulations 1995 (RIDDOR).

Less commonly, HSE may investigate deaths or serious injuries that have occurred during medical
treatment or diagnosis (although such incidents are exempted from reporting under RIDDOR) where the
cause was primarily unsafe equipment or systems of work. Annex 2 includes examples of such cases in
addition to other patient safety related cases.

Annex 2

Examples of patient safety prosecution cases

— 2008. Avon and Wiltshire Mental Health Partnership NHS Trust was prosecuted after a 77 year
old patient fell 5.5 metres from a first floor window sustaining major injuries. Suitable window-
opening restrictors should have been in place to prevent this accident. The Trust was fined £20,000
and ordered to pay costs of £12,502.30.

— 2007. Heart of England NHS Foundation Trust was prosecuted because they did not have
preventative maintenance systems for bed use or bed rails, and did not provide suitable
information on patient transfer from ward to ward, leading to patients being nursed on
inappropriate beds. One patient fell from a bed when the bed rail collapsed and suffered a fracture
of the right hip. The patient later fell again when on a bed without bed rails but suffered no further
injury. The Trust was fined £25,000 and ordered to pay costs of £30,000.

— 2006. Mid Essex Hospital Services NHS Trust was prosecuted after the death of a child during a
minor operation where the tube providing oxygen to the child was blocked by a foreign object. The
Trust was fined £30,000 and ordered to pay costs of £10,000.

— 2005. Cambridge University Hospitals NHS Foundation Trust was prosecuted because it failed to
manage the risks to vulnerable inpatients of being burnt on unguarded radiators. The Trust was
fined £3000 and ordered to pay costs of £2500.

— 2004. Basildon & Thurrock University Hospitals NHS Trust was prosecuted following a
confirmed case of Legionnaires’ disease and the identification of widespread failure to manage
microbiological risks in hot water services, which led to the proliferation of legionella bacteria. The
trust was fined £25,000 and ordered to pay costs of £12,225.
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— 2000. Maidstone & Tunbridge Wells NHS Trust was prosecuted when an elderly patient died after
being given an incorrect blood transfusion. The systems of work for ordering and collecting blood
and for checking it is given to the right patient were confused and staff had not been trained in safe
working procedures. The Trust was fined £7,000.

— 2000. Northgate and Prudhoe NHS Trust was prosecuted after an inexperienced and poorly
trained care worker put a severely disabled long- term resident into excessively hot bath water.
Severe scalding occurred and the patient died five days later. No thermostatic mixer valve was
fitted to this bath, although they had been fitted to two other baths in the same ward and to
virtually all other baths in the hospital. The trust was fined £50,000 and ordered to pay costs of
£4600.

— 2000. Nottingham City Hospital NHS Trust was prosecuted after a patient died from hospital
acquired malaria following failure to provide a safe system of work for use of intravenous saline.
The Trust was fined £15,000.

— 1998. Norfolk and Norwich University Hospitals NHS Trust was prosecuted following the death
of a patient during a cardiac angiography. An inadequate system of work led to air being injected
into the heart of the patient. The Trust was fined £38,000.

Memorandum by the National Concern for Healthcare Infections (PS 08)

PATIENT SAFETY

INTRODUCTION

1. National Concern for Healthcare Infections (NCHI) was formed in January 2007 by a group of
individuals that had all directly or indirectly been affected by Healthcare Associated Infections (HCAIs) and
other patient safety Issues.

2. NCHI having identified the need to inform support and represent the interests and safety of all
individuals affected by medical harm now works in collaboration with the Department of Health, other
NHS bodies/agencies and leading academics to advance patient safety in its wider format. Although only
formed in January 2007 individual members have been raising awareness of these concerns for many years.
NCHI also works in close association, with the ‘Lee Spark’ NF Foundation. Which was established in 2000
and is the only UK based registered charity, to provide support and assistance in respect of severe
streptococcal and Necrotising Fasciitis Infections.

3. Patient Safety is a serious global public health issue. Estimates are that in developed countries as many
as one in 10 patients is harmed whilst receiving hospital care and that 1.4 million people worldwide suffer
from infections acquired in hospital at any given time. The National Patient Safety Agency received 796,142
reports of adverse patient safety events between April 2007 and March 2008; according to limited research
there is a significant under reporting of the severity and prevalence of such events. The economic benefits
of improving patient safety are compelling. Studies have shown that additional hospitalisation, litigation
costs, infections acquired in hospitals, lost income, disability and medical expenses have cost some countries
up to $29 billion a year.(Ref: WHO World Alliance for Patient Safety)

QL. what are the risks to patient safety and to what extent they are avoidable:

4. The application of medication, invasive surgery and drug therapy inevitably carry some degree of risk
however simple the procedure may appear to be. These risks can be heightened by complacency in the
application of what are considered routine techniques and are accentuated in surgical situations when
unexpected and emergency situations arise and urgent decisions have to be made. Some of these risks can
be reduced by education, including learning from previous experience and errors made, and team working
which allows group expertise to be utilised for the benefit of patients.

5. The World Health Organisation recently released “Safer Surgery Saves Lives” which includes a
checklist for surgical staff which can be used prior, during and after surgical procedures to ensure correct
procedures are followed and all surgical implements are accounted for. Pilots of this guidance indicate that
use of the checklist has been successful in reducing errors (including wrong site surgery) and improving
patient safety. Unfortunately some surgical staff oppose the use of such a checklist as denigrating their
professional expertise and have drawn comparison with motor mechanic worksheets

6. In a recent report Lord Darzi suggested that the introduction of monitoring equipment into surgical
theatres could be useful in the assessment of practices, procedures and decisions. This appears to be an
eminently sensible suggestion which could provide the ability to learn from experiences. Apparently the
introduction of such equipment is not supported by surgeons who are suspicious of possible use in
disciplinary hearings and/or litigation claims.
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7. The European Union has policies relating to ability for cross-border movement of labour, including
healthcare practitioners. There are, however, difficulties in ensuring that adequate qualification has been
obtained and that translation between languages does not provide for different interpretations of practices
and procedures which affect patient safety. The European Council is in the process of issuing
recommendations relating to patient safety (November 2008) and these will need careful examination.
Similarly the World Alliance for Patient Safety is developing a classification for patient safety incidents
which will require consideration.

8. The public perception of patient safety in an acute environment mainly centres on the prevalence and
contraction of healthcare associated infections. In England the prevalence rate is estimated to be 9.8%
(Hospital Infection Society study) with a cost to the NHS of approx. £2 million per annum. There is great
public concern surrounding the prevalence of healthcare associated infections with a basic belief that they
should not be discharged from hospital in a worst condition than when they entered. In other words
hospitals should do no harm.

9. Public perception, influenced by media hype and misinformation, tends to associate healthcare
infections with MRSA and Clostridium Difficile and infections being confined to dirty hospitals. The reality
of the situation is somewhat different:

i. There are over 1500 bacteria (or types of bacteria) which can infect the human body and the
mandatory reporting system needs to be extended if these bacteria are to be controlled. For
example in 2006 (the last year of voluntary surveillance figures published by HPA) E.Coli
amounted to over 20000 cases; Staphylococcus Aureus other than MRSA 14886 cases and
Klebsiella over 5000 people affected, and Streptococcal infections all of which (with the exception
of E.Coli) are known to cause pneumonia. Many of these infections are also developing resistance
to existing antibiotics and the threat to patient safety is very real and immanent. (These figures
compare with approx. 4500 per annum for MRSA and cause the deaths of several thousand
people). The Minister has been requested to review this situation but appear complacent despite
the evidence presented.

ii. There were 690,013 live births recorded in 2007 of these approx. 22% (151,934) would have been by
caesarean section. It should be noted that women involved in caesarean section are exposed to risk
from unexpected reaction to anaesthetic and are more vulnerable to infection of the womb, urinary
tract and/or surgical site infection. Mandatory surveillance needs to extend to this area and
provision made for any expenditure incurred.

iii. Breast cancer and renal dialysis sufferers are also groups that require special mandatory
surveillance in respect of contraction of infection. Treatment by injection and/or drip can expose
the patient to risk of infection which is eventuated by the lowering of the body’s immunity due to
treatment.

iv. Latest mandatory surveillance reports from the Health Protection Agency indicate that approx.
25% of infections arise from areas other than the acute sector. Mandatory codes of practice for the
prevention & control healthcare associated infections exist in the acute sector, however, there are
no such regulations for social care. It therefore appears that elderly people (19% of the population
is aged over 60 years) are being excluded from preventative measures and exposed to infection.
In order to establish prevention methods the problems have to be addressed at source to prevent
transmission to other patients in an acute environment.

v. Younger members of the community are not immune to the threat from MRSA with PVL
(Community Acquired MRSA) which is rife in many areas of the USA and Canada. This infection
has the capability to destroy the white blood cells causing a necrotising effect which if it reaches
the lungs is fatal within 24 hours.

vi. Risks of infection cannot be eliminated but can be reduced to minimum levels if prevention
measures are strictly adhered to. Hand hygiene being the most important measure. The World
Alliance for Patient Safety indicates that there are five points where hands should be cleaned

— Before patient contact

— Before aseptic task

— After body fluid exposure risk

— After patient contact

— After contact with patient surroundings (C.diff spores can exist for many months)

vii. Ifthese precautions are followed then the risk diminishes considerably. It also has to be emphasised
that alcohol gels are ineffective if hands are soiled and against Clostridium Difficile spores. Only
soap and water are effective where Clostridium Difficile is involved. Unfortunately patients and
some healthcare professionals are unaware of these constraints and believe the gels are protection
in all circumstances. Until this myth is exploded the number of infections will not substantially
decrease.
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viii. Prudent antibiotic prescribing which (if possible) avoids antibiotics which destroy the flora of the
gut minimises the development of Clostridium Difficile both prior to entering hospital and whilst
admitted. Recent international studies have revealed that quinolones, sulphomamides and
parenteral amingoglycosides can contribute to the development of Clostridium Difficile in people
who have natural carriage.

ix. Provision of isolation facilities in each hospital would represent an ideal position, however, age of
buildings and design coupled with prohibitive cost probably restricts this option. It is, however,
important that patients who have contracted Clostridium Difficile are not transferred between
wards except in emergency situations.

10. International research has also identified a potential connection between antibiotics used in animal
husbandry and Clostridium Difficile. Some strains of Clostridium Difficile (including the virulent strains)
identified in species of animals which are connected to the food chain are very similar to those identified in
humans, although a positive connection has not been established. This is an area which will require close
scrutiny in the future.

11. Patients’ experience both of adverse events and identification of avoidance of similar risks must be a
determining factor in decisions on NHS policy. This would include decisions made by PCT’s in relation to
access to medication. The post code lottery of availability can cause people to adopt alternative methods of
supply (eg internet) with sometimes tragic consequences for the patient and additional cost to the NHS

Q2. What is the effectiveness of the following in ensuring patient safety—

12. Boards of Strategic Health Authorities whilst following the provisions of Safety First in establishing
Patient Safety Action Teams (PSATSs) have made little discernable progress in establishing local patient
safety cultures.

13. Systems for accident reporting appear to have been revised and made more user friendly, however,
there is no tangible evidence available to suggest these reports are followed up locally. Some NHS Trust
Boards are receiving reports on progress in reducing healthcare infections and other adverse events but there
is nothing to suggest that this is universal practice across the NHS

14. Safety First recommendations have in the main been initially implemented and are gradually being
expanded upon. It has to be noted, however, that progress in the SHA’s is extremely patchy. Decisions made
at the National Patient Safety Forum although minuted and posted on the internet are slow to filter down
to the PSAT’s but this should improve with the development of the Patient Safety Campaign.

15. National targets, particularly those set out in the NHS Operating Framework are extremely relevant
to patient safety. Achievement of the targets relating to healthcare infections will not only serve to protect
patients but will also produce considerable savings to the NHS. And will far out weight expenditure
incurred. Targets focus the attention but must not be used as an alternative or distraction from basic
healthcare and patient safety.

16. The National Patient Safety Agency has conducted an effective “Cleanyourhands” campaign which
has contributed to the reduction of healthcare infections and perhaps saved many patients’ lives. This
campaign, which is coterminous with the World Alliance for Patient Safety First Global Challenge initially,
focuses on point of care in acute settings. This is planned to be extended to primary care but urgent
consideration needs to be given to the social care sector. This latter area is a primary source of pressure sores
many of which become infected and are referred to the acute sector. Additional expenditure to expand the
“Cleanyourhands” campaign to the social sector would reduce some of the healthcare infections at source
and would ultimately protect patients and provide further savings for the NHS.

17. Whilst NCHI applauds the sanctions in place at this moment in time with the Healthcare
Commission’s Inspection teams it is felt they do not go far enough—for instance if a Trust does not supply
sufficient data to the HCC then the HCC comment is ‘insufficient evidence to decide upon compliance with
this core standard’—that is not good enough the HCC are the regulators and as such should be given access
to all areas they wish to inspect if there is a failure to do this then the recommendation should be failed to
comply and appropriate improvement notice served’

Q3. the Committee will also consider that the NHS should do next regarding patient safety specifically

18. The dissemination of information relating to best practice could be considered to be provided by
NPSA & NICE together with reports and recommendations emanating from the Healthcare Commission.
The adoption of best practice by NHS Trusts and healthcare practitioners is, however, probably the most
difficult issue facing those seeking improvements in patient safety. Such adoption and improvements can
only be achieved if Boards and Chief Executives accept that the patient is the most important ingredient
of NHS services and display a commitment to patient safety. Various reports previously produced by the
Healthcare Commission graphically demonstrate the failure of NHS Trusts to implement recommendations
(Stoke Mandeville July 2006) and adverse impact on patient safety continue to escalate (Maidstone &
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Tunbridge Wells September 2007) Radical change is therefore required. It is to be hoped that the Health
Act 2008 will provide the incentives for NHS Trusts to comply with patient safety requirements and that
punitive measures will not have to be implemented.

19. There is a need to grasp and disseminate information regarding the introduction of new technologies
and innovations which will improve patient safety. Electronic prescribing has been introduced in a small
number of NHS Trusts. This involves the British National Formulary being matched with patients’ records
and prescriptions; this reduces the risk of selection of incorrect medication, controls dosage, concentration
of dosage and the duration of therapy. Some companies have developed catheters and cannulas impregnated
with antibacterial which deter bacteria from forming on the equipment and transmitting to patients. In the
USA coloured wrist bands have been introduced to instantly identify differing potential individual patient
safety issues (allergies, risk of fall etc). Some NHS Trusts have recognised that scratched and damaged
commodes and toilet seats harbour bacteria which are resistant to recognised detergents and whilst there is
initial cost in replacement the longer term reduction in healthcare associated infections have considerable
financial advantage. Some healthcare providers have also recognised that the routine fitting of cannulas,
some of which are never used, can have adverse effects upon patients; causing blood clots and being a source
of transmitting infection.

20. There is a need to reassess the use and availability of patient records. Poor recording threatens
patients’ safety as does the inability to of different departments to access a patient’s records. Patients that
have undergone major surgery can for a number of reasons develop infections but there is a lack of openness
by healthcare professionals to convey this vital information. The lack of availability of information relating
to antimicrobial therapy can impede the commencement of chemotherapy and if treatment has commenced
lead to its suspension. In either instance patients’ safety is compromised and there can be a threat to life.
Use of the coloured wrist bands mentioned above could be a solution to this problem.

21. Patients worldwide face the threat of bacterial, viral and fungal infection. Bacteria are becoming
evermore resistant to contemporary antibiotics and urgent research is required to identify reasons for this
resistance and to develop new antibiotics which have the capability to counter the ability of bacteria to
mutate and form deadly toxins which threaten human life. Funding of such research requires urgent
consideration.

22. The World Alliance for Patient Safety is in the process of developing a curricular guide for
undergraduate medical students. This guide should have the capacity to embed patient safety at the core of
future healthcare education. It will obviously take time to implement and in the interim period action needs
to be taken to improve healthcare workers awareness and appreciation of patient safety.

23. Presentations by the Chief Medical Officer include graphic illustrations of the patient experience to
demonstrate the impact of adverse events upon patients, their families and carers. Consideration should be
given to adopting this approach in all NHS Trusts with perhaps Patient Champions appointed in accordance
with Safety First being considered for this role.

The critical point is that everyone is a potential patient of the NHS (including healthcare workers and
their families) and therefore patient safety must be the first priority for everyone.

Graham Tanner (Chair)
Bev Hurst Secretary/Administrator
Acting for and on behalf of NCHI

September 2008

Memorandum by the Medical Protection Society (MPS) (PS 09)

PATIENT SAFETY

EXECUTIVE SUMMARY

The underlying cause of the majority of adverse incidents in medicine is either systems failure, or a
combination of systems failure and individual error. Only a minority of adverse incidents are solely caused
by individual failure or poor clinical judgment. Our experience is that a significant proportion of adverse
incidents are avoidable.

Changes to the organisation and delivery of primary care services have brought new patient safety risks.
An example can be seen in current out-of-hours (OOH) services. MPS is the largest indemnifier of OOH
providers, and a review of complaints relating to OOH services indicated that wrong or delay in diagnosis
was the most common cause of dissatisfaction with OOH services.

The wide variety of commissioners and suppliers of OOH services means that it is difficult to apply
common standards. Primary care organisations should ensure that the OOH services they commission are
underpinned by robust corporate and clinical governance systems. We suggest that all OOH providers
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should be required to undertake regular independent risk assessments and implement comprehensive
training and induction programmes. We would like to see more research carried out into the root cause of
complaints relating to OOH care.

Elsewhere in primary care, it is our view that there are barriers to incident reporting and learning lessons.
Fifty-six per cent of practices involved in Clinical Risk Self-Assessments carried out by MPS had no formal
system for reporting adverse incidents or near misses.

There are practical and operational barriers to incident reporting. For example, there is no national
minimum standard for significant event audits or incident reporting. Until recently, the method for incident
reporting (the NRLS eForm) was heavily geared towards secondary care. Many general practices simply do
not know what to report or to whom. This is compounded by the arbitrary use of different terminology to
describe “adverse incidents”. Incident reporting in primary care must be improved through a simple and
consistent framework across primary care.

These practical barriers are compounded by cultural barriers to reporting adverse incidents that centre
around the very real fear that disclosing an adverse incident will lead to disciplinary or regulatory sanction
and multiple jeopardy. It is our view that unjustified and/or mishandled disciplinary action against medical
practitioners by trusts has significantly contributed to the culture of blame in the NHS, which is not
conducive to improving patient safety. We are seriously concerned that proposed changes in the regulatory
system, particularly “recorded concerns”, will undermine the principle of open disclosure about adverse
incidents and adversely affect patient safety.

There are many bodies both within and outside the NHS that have an important role to play in improving
patient safety and disseminating good practice. The NPSA clearly has a key role to play and we recognise
that it faces a difficult task within a complex environment. We would like to see greater level of engagement
by the NPSA with general practice, which currently only accounts for 0.3 per cent of all incidents reported
to the NPSA®,

We would support a greater emphasis on patient safety and risk management in the medical
undergraduate and postgraduate curricula—currently there is no requirement for it to be covered. We would
also like to see mandatory, consistent and comprehensive induction programmes for every healthcare
professional each time they start work in a new hospital.

There is general agreement that interventions aiming to reduce adverse incidents improve patient safety.
However, there is very little evidence supporting this, and we would encourage government-funded research
into the effectiveness and financial impact of interventions.

KEY RECOMMENDATIONS

1. A simple and consistent incident reporting framework should be established across primary care,
encompassing all adverse incidents and near misses.

2. All OOH providers should undergo regular independent and comprehensive risk assessments to
identify and reduce organisational and operational risks. A greater focus should be given to the
provision of OOH care, including a reassessment of national standards. All OOH complaints and
clinical negligence claims should be reviewed so that lessons can be identified and disseminated.

3. A formal collaborative framework of bodies with interests central to patient safety should be
established. This structure would act as a repository for lessons learned and from which best
practice could be disseminated.

4. National research should be commissioned to examine to what extent risk management
interventions are successful and cost effective in reducing the impact of adverse incidents.

5. Patient safety and risk management should be embedded within the undergraduate and
postgraduate curricula. Hospital induction programmes should be mandatory for all new
healthcare staff. They should be consistent and comprehensive in content and quality and should
include training in clinical governance and risk management.

INTRODUCTION

1. The Medical Protection Society (MPS) is the leading provider of comprehensive professional
indemnity and expert advice to more than 250,000 doctors, dentists and other health professionals around
the world. We have over 100 years’ experience of the medicolegal environment and operate in 40 countries
around the world. This gives us a unique perspective on patient safety. In the United Kingdom our
membership consists of around half of all doctors and three quarters of all dentists.

80 NPSA, NRLS Quarterly data workbook, 30 June 2008
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2. As a mutual, not-for-profit organisation we offer members help, on a discretionary basis, with legal
and ethical problems that arise from their professional practice. This includes clinical negligence claims,
complaints, medical council inquiries, legal and ethical dilemmas, disciplinary procedures, inquests and fatal
accident inquiries. In the last five years we have dealt with around 11,000 clinical negligence claims and pre-
claims; 18,600 complaints; 1,680 inquests; 3,700 medical and dental council inquiries and 850 disciplinary
hearings in the UK alone. We offer a medicolegal advice line, with 24-hour access for emergencies, to
support members in resolving dilemmas and promoting good practice. In 2007, we received 19,000 calls—
a breakdown of reasons for calls is shown in Appendix 1.

3. We are best known for representing, indemnifying and helping healthcare professionals respond to
challenges to their professional practice but this is only one element of our work. Patient safety has always
been intrinsic to MPS and one of our strategic objectives is to help members through education to prevent
avoidable harm to patients. This means that we actively seek ways of preventing adverse incidents from
occurring. We offer comprehensive education and risk management programmes, including lectures at
medical schools, hospitals and other healthcare organisations; publications focusing on common pitfalls of
practice and promoting best clinical practice; a medicolegal and ethical advisory telephone service; and a
risk management consultancy, advisory and training service.

4. Our submission draws on our own experience and particularly focuses on patient safety in primary
care as our experience is more comprehensive in this sector.

SPECIFIC ISSUES RAISED BY THE COMMITTEE IN THE TERMS OF REFERENCE
Question 1. What the risks to patient safety are and to what extent they are avoidable?

Patient safety risks in general practice

5. MPS has significant experience of adverse incidents occurring in the primary care sector. A significant
proportion of adverse incidents in general practice are avoidable and the underlying cause is frequently
systems failures, or a combination of systems failures and individual error.

6. We have identified common patient safety risks in general practice by analysing Clinical Risk Self
Assessments (CRSAs) carried out by MPS during 2004-2006. The main risks are identified in the below
table. A briefing note explaining the purpose of CRSAs and some of the common issues giving rise to the
main risks we identified is included in Appendix 2.

Risk types identified % of
practiceset

Confidentiality and issues relating to Caldicott principles 95

Prescribing 92

Health and Safety (including security) 90

Communication failures 85

Record keeping 84

Test results 84

Infection control 71

Out-of-hours primary care services

7. The changing face of healthcare services brings not only new opportunities, but new risks to patient
safety. As the organisation and delivery of primary care services continues to evolve there is the potential
for greater patient safety and risk management challenges.

8. One area where emerging patient safety risks can be seen is the provision of OOH primary care services.
MPS, including MPS Risk Solutions—a wholly-owned subsidiary of MPS—is the largest provider of
indemnity to OOH services, which overall cater for a population of around 32 million people.

9. Currently patient care is provided by OOH services for 70% of the week (ie, Monday-Friday, the hours
outside normal GP surgery opening times (6.30pm-8am); Saturdays, Sundays and bank and public
holidays). A number of models providing OOH services have been developed.

10. OOH service providers have to meet standards set out in the National Quality Requirements in the
Delivery of Out-of-Hours®' and other national standards such as Standards for Better Health.®?> These
standards require providers to operate robust corporate and clinical governance systems and processes.

81 Services (NHS Executive (2004) National Quality Requirements in the Delivery of Out-of-Hours Services, Department of
Health, England)
82 NHS Executive (2004) Standards for Better Health. Department of Health, England
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11. We carried out an analysis of 526 complaints notified to MPS over a six-month period during 2006.
Eighty-six complaints involved OOH as either the primary organisation complained about or in addition
to the lead GP. The results, which give an indication of the emerging risks within OOH service providers,
are shown in the table below®3:

Main reason for complaint % of all
complaints
Wrong/failure/delay/in diagnosis 20
Attitude of the doctor 13
Inadequate/inappropriate treatment/management 12
Failure/delay to visit 12
Failure/delay/inappropriate referral 8
Communication 6
Breach of confidentiality 6
Injection error 6
Failure to investigate 3
Failure or inadequate examination 3
Prescription problem/error 3
Professional conduct issues 2
Inappropriate advice 2
Other 4

12. Seventeen per cent of the complaints we reviewed involved bereavement. Sixteen per cent of the
complaints involved children under the age of five years, of which twenty-three per cent were related to
failure to examine. We found that common conditions in this category were meningitis and pneumonia.
Sixteen per cent of the complaints involved patients over the age of 65 years, with twenty-three per cent of
these complaints related to failure to visit.

13. Our analysis found that the most common conditions in complaints about failed or delayed diagnoses
(which accounted for 20 per cent of complaints) were pulmonary embolism, meningitis, pneumonia and
cauda equina syndrome.

14. We believe that all PCTs should ensure that the OOH services they commission are underpinned by
robust corporate and clinical governance systems and processes, and meet the national standards.
Implementing risk management strategies is crucial for providing a safe service to patients. In our
experience, the robustness of corporate and clinical governance systems in OOH services varies considerably
between providers.

15. The delivery of safe OOH care requires a unique set of skills, particularly communication skills.
Patients using OOH services usually make contact by phone, often in an anxious state. Practitioners will not
usually have access to their medical records. It takes considerable skill for practitioners engaged with OOH
providers to put themselves in a position to make a clinical judgement about the patient before offering
advice. Training in these skills is essential, particularly where children are concerned. The development of
the Summary Care Record is likely to have significant benefits in this area. It is important that there is a
joined up NHS records system so that at any one point in time, healthcare professionals have access to all
the relevant information.

16. It is also important that all OOH providers have a policy and/or systems in place to identify and
appropriately treat patients who contact the OOH provider on more than one occasion about the same
problem. Repeat contacts should trigger a careful re-assessment of whether a face-to-face meeting is
necessary to exercise sound clinical judgment. There is the risk of false reassurance when a patient has
already been reviewed by one or more colleagues during a care episode. This is particularly relevant for those
patients who have communication and learning difficulties.

17. Tt is essential that there is faultless communication between the OOH provider and the patient’s GP
practice to ensure continuity of care. OOH providers should ensure that there are specific policies and
procedures pertaining to high risk and vulnerable patient groups—for example, children and patients
receiving palliative care.

18. OOH providers are increasingly introducing multidisciplinary teams (doctors, nurses, emergency care
practitioners and paramedics) into their organisations. Nurses and other healthcare professionals are taking
on more responsibility. We believe it is important that all OOH providers develop and implement
mandatory high quality and comprehensive training and staff induction programmes. OOH providers
should also ensure that they have appropriate indemnity provision to cover potential liabilities arising from
work undertaken by all employees.

8 'We also published these findings in Price J, Haslam J, Cowan C, Emerging Risks in Out-of-hours Primary Care Services,
Clinical Governance: An International Journal, 11;4 289-98 (2006)
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19. The heterogeneity of the commissioners and suppliers of these services means that it is difficult to
implement common standards. We are working with our OOH provider members through Clinical Risk
Assessments (CRAs) and other training and risk management programmes to help ensure safer patient
services. We would like to see more research carried out on the genesis of complaints relating to OOH care.
For instance, we believe that NHS complaints statistics should be broken down into OOH and in-hours care,
so that lessons can be identified and learned more effectively.

Question 2. What the current effectiveness is of the following in ensuring patient safety:

(a) local and regional NHS bodies and how far the Boards of NHS bodies have established a safety culture

20. In our experience, all too often mishandled or inappropriate disciplinary action has been taken by
trusts under the auspices of patient safety issues which, when properly scrutinised, is not justified. This trend
has contributed to a blame culture in the NHS which is not conducive to improving patient safety.

21. There are wide variations in the way that PCTs and NHS trusts deal with performance issues. There
is a tendency to apportion individual blame to the person who is most proximate to the adverse incident and
to overlook the underlying systems failures. Investigations undertaken by the National Clinical Assessment
Service (NCAS) into concerns about an individual practitioner often uncover organisational or systems
failures. Individual NCAS reports can be a valuable source of information about failures of NHS
management which are not, at present, captured on a national level. We suggest that steps should be taken
to distil organisational learning points from these reports which could be disseminated to relevant parts of
the NHS.

22. In recent years, there has been a greater focus on dealing with concerns locally, with an emphasis on
remediation and rehabilitation. This can be most clearly seen in the proposals for reforming professional
regulation in the White Paper, Trust, Assurance and Safety. We support the emphasis on early identification
and local resolution but have serious concerns about the independence, fairness, practicability and
consistency of the process as envisaged in the proposals. We are particularly concerned by the new roles of
responsible officers who will be placed in every NHS trust and PCT and GMC affiliates who will be placed in
strategic health authorities. We have grave concerns that the proposals for Recorded Concerns will militate
strongly against open disclosure and undermine learning from adverse incidents. We believe that Recorded
Concerns have no place in the patient safety agenda.

23. We would like to see a process that places emphasis on prevention, early recognition of problems,
retraining and rehabilitation. We believe that there should be a supportive framework in place at trust level
that allows doctors to practise safely and effectively. This framework must be reinforced by a rehabilitative
approach, with mechanisms for early detection without punitive measures.

(b) Systems for incident reporting, risk management and safety improvement

24. The overwhelming majority of doctors are committed to reviewing and improving their practice to
ensure that they can deliver the best care to their patients. However, in our experience, there remain barriers
to incident reporting and shared learning.

25. The concept of clinical governance has become embedded within the working practices of primary
care. Every general practice is expected to participate in clinical governance activity led by the Primary Care
Organisation (PCO). The GMS contract for primary care focuses on quality and outcomes, a key part of
which is improving patient safety. GPs are financially rewarded under Quality and Outcomes Framework
(QOF) for undertaking a specific number of significant event audits.%

26. The examples of good practice in incident reporting (both significant events and other incidents) and
risk management are not evident across the board in general practice. In our analysis of CRSAs (see above)
we found that fifty-six per cent of the participating general practices had no fully developed formal system
for incident reporting and dealing with patient safety incidents and “near misses”.

27. Despite initial training when significant event audits were first introduced, there has been a lack of
reinforcement with adequate and accessible training for general practices.

28. There are no national minimum standards that underpin the process for significant event audits or
incident reporting in general. Further, there is no comprehensive definition of a significant event. In our
experience, many general practices do not have sufficient knowledge about what they should be reporting,
who should be reporting, who they should be reporting to and how to take positive steps to prevent similar
incidents recurring. The lack of knowledge is compounded by the arbitrary and interchangeable use of

phraseology such as “patient safety incidents”, “errors”, “critical incidents” and “adverse incidents”. We
have contributed to a toolkit for general practice on Significant Event Audits which the National Patient

84 For practical information on risk management see Keith Haynes and Malcolm Thomas (2005) Clinical Risk Management in
Primary Care.

85 NHS Confederation/British Medical Association (2003), New GMS Contract 2003: Investing in General Practice, British
Medical Association, London.
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Safety Agency (NPSA) is developing in conjunction with the Royal College of General Practitioners. We
understand that the toolkit will be launched later this year and we intend to support its implementation with
tailoring training.

29. It is our experience that significant events, where identified by practices, are invariably reported to
PCTs for the purpose of QOF. Other incidents not identified as “significant events”, mistakenly or not, or
near misses, ie, where no harm was caused to the patient, are not reported to PCTs or to the NPSA through
its National Reporting and Learning System (NRLS). The NPSA, in its 2008 NRLS Data Summary, states
that 0.3 per cent®® of all incidents reported to it per year come from general practice, which translates to
only 2,150 incidents per year, compared to 583,567 reports from the hospital sector.?’

30. A survey of 708 doctors carried out by MPS in August 2008 revealed that sixty-seven per cent of
respondents agreed that doctors are willing to be open with patients when something goes wrong. However,
in our experience, one of the most persistent barriers to reporting adverse incidents and near misses to PCTs
is a very real fear within the profession that the information disclosed could lead to disciplinary action and
multiple jeopardy.

31. The NRLS Incident Report Form (eForm) was, until very recently, heavily geared towards secondary
care and this has proved a significant operational barrier to incident reporting in general practice. The NPSA
have now revised the eForm for primary care and OOH providers and it is hoped that the process for
incident reporting will now become much more accessible to general practice.

32. There is a clear need to improve incident reporting and risk management in primary care. We would
like to see a simple and consistent incident reporting framework across primary care which encompasses all
adverse incidents and near misses; this can be a valuable learning tool for the NHS, as it can highlight
problems that have potential for future adverse incidents. Practices should be encouraged to hold routine
meetings of relevant team members to discuss and investigate incidents and near misses.

33. Significant events should be prioritised and reported to the PCT, with other patient safety incidents
or near misses being reported to the NRLS where appropriate. We also suggest that practices should be
encouraged to develop a risk register, a log that enables an organisation to understand and assess its risk
profile.®

(e) Education for health professionals

34. We believe that there is a need to include a greater emphasis on patient safety and clinical governance
in the medical undergraduate and postgraduate curriculum. Currently, there is no requirement to cover
patient safety in undergraduate or postgraduate curricula.

35. Most healthcare professionals, when they join an NHS hospital trust, undergo induction training.
However, the quality and content of induction training varies between hospitals. It is our view that induction
programmes should be mandatory, regardless of how experienced the healthcare professional may be, and
should be consistent and comprehensive in content and quality, encompassing training in clinical
governance and incident reporting. Induction programmes should also be tailored for specific groups, such
as international medical graduates and those working as locums.

Question 3. What the NHS should do next regarding patient safety?

Research on the impact of risk management interventions

36. We believe that one of the most important next steps for patient safety is for the government to
commission research, to examine the extent to which risk management interventions are successful and cost
effective in reducing the impact of adverse incidents.

37. Atthe moment, there is broad agreement across the world that interventions aiming to reduce adverse
incidents impact positively on patient safety. Many centres are piloting and anecdotally reporting results
showing that, by addressing the issues of medical or system error by process redesign, education and
leadership training, improvements in patient safety are being made. However, very little has appeared yet
in published research—reflecting the fact that this movement is still in its infancy.

38. We are aware of some research in other countries that illustrates that risk management interventions
reduce the frequency of clinical negligence claims and, therefore, the cost to patients and the healthcare
budget. However, reduction in litigation is of limited value as an indicator of improved patient safety.
Claims are often brought years after the event in question and are usually not resolved for a long time after
that—consequently personnel, technology, systems and procedures will all have moved on in the interim.

86 See supra note 1

87 Patient safety incident reports in the NHS: National Reporting and Learning System Data Summary. Issue 9 England, NPSA
August 2008

88 Making it Happen, A guide for Risk Managers on How to Populate a Risk Register, The Risk Register Working Group,
Controls Assurance Support Unit (now the NHS Health Care Standards Unit) 2002).
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39. Complaints are a valuable source of patient safety lessons and we hope that the national overview of
complaints currently undertaken by the Healthcare Commission is not lost when the new complaints
procedure is implemented in April 2009.

Encouraging greater openness

40. MPS has for decades supported and encouraged doctors and other healthcare professionals to be
open with patients when something has gone wrong. Despite the support amongst practitioners for open
disclosure, in our experience many have concerns about the process relating to their legal liability and their
lack of training in the skills required to undertake it effectively. We would also like to see a greater emphasis
on all non-clinical managers to be open when something goes wrong.

41. It is our view that the principle set out in the Compensation Act 2006, that an apology does not in
itself amount to an admission of liability, should be extended further so that an apology offered to a patient
is not admissible in civil or other proceedings. We believe that legislation should also encompass a definition
of an apology which should include fault, and confirm that an apology does not constitute an implied or
express admission of fault or void any insurance or indemnity coverage. The Apology Act 2006 in British
Columbia, Canada includes similar principles on the effect of apologies.®

Establishment of a collaborative framework

42. There are many NHS and other organisations charged with disseminating good practice in the NHS
and this fragments the process and learning.

43. We suggest that it would be helpful to establish a formal collaborative framework of bodies with
interests central to patient safety. This structure would act as a central repository for all lessons to be learned
and from which best practice could be disseminated. Partner organisations in such a formal collaboration
might include the Parliamentary and Health Service Ombudsman, Care Quality Commission, NPSA,
NCAS, NHSLA and MDOs.

Patient involvement

44. We believe that patients have an important role to play in ensuring their own safety. We would
support the establishment of a programme to encourage patients to feel involved and confident to be able
to question healthcare professionals and check what is happening to them and why.

September 2008
Appendix 1

Calls to MPS’s medicolegal advice line

The most frequent reason for calls is to receive advice on an ethical issue—this allows doctors to avoid and
resolve problems at the earliest opportunity. A breakdown of reasons for calls is shown in the table below:

Main reason for calls in 2007 %

Adyvice (ethical dilemmas) 26
Complaints 18

Medical records (disclosure and access) 9
Confidentiality 6

Claim for compensation 5
Writing a report 5

Clinical judgment 4
Inquest/fatal accident inquiry 4
Consent 3

Adverse incident report 2
Disciplinary matter 2
Criminal investigation 1
Other 15

89 Vines, Prue, Apologies and Civil Liability in England, Wales and Scotland: The View from Elsewhere [2007] UNSWLRS 61
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Appendix 2

Analysis of Clinical Risk Self Assessments (CRSAs) undertaken between 2004-2006

Clinical Risk Self Assessments (CRSAs), which typically involve a visit to a general practice by a clinical
risk consultant who works closely with the practice team, help practices to identify potential areas of risk
and improve practice systems and the quality of care. MPS has carried out over 400 CRSAs during the last
six years. We have identified common patient safety risks in general practice by analysing CRSAs carried
out during 2004-2006 by MPS.

Many of the patient safety risks we identified can be significantly reduced or eradicated through better
systems management and staff training. The CRSAs enable us to provide tailored risk management advice
and, where appropriate, direct members to existing education resources, such as MPS publications or
workshops on medication errors or communication skills. We are looking into conducting research to assess
the impact of these interventions on the risk profiles of practices.

MAIN TYPES OF PATIENT SAFETY RISKS IDENTIFIED IN OUR REVIEW

Patient confidentiality

The most prevalent risk to patient safety we have identified in general practice is associated with
maintaining patient confidentiality and Caldicott principles—ninety-five per cent of participating practices
identifying risks in this area. Common issues included breaches of confidentiality in waiting rooms and
reception 